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1. Abstract 

Title 

Post-Authorization Active Surveillance Safety Study Using Secondary Data to Monitor Real-

World Safety of Spikevax in Europe 

Key words 

Observational study; Multi-database study; COVID-19; Spikevax 

Rationale and background  

The novel coronavirus SARS-CoV-2 (severe acute respiratory syndrome coronavirus 2) causes 

coronavirus disease 2019 (COVID-19) and has led to a global pandemic. A mass vaccination 

campaign is currently underway in Europe. The mRNA-1273 vaccine, currently known as 

Spikevax, combines Moderna’s mRNA (messenger ribonucleic acid) delivery platform with the 

stabilised SARS-CoV-2 spike immunogen. 

Research question and objectives  

The overarching research question of this study: Is the occurrence of each adverse event of 

special interest (AESI) among persons vaccinated with Spikevax in Europe higher than the 

occurrence of that AESI that would have been expected in the same population in the absence 

of Spikevax? 

Primary objective: 

• To assess whether vaccination with Spikevax (by dose number where feasible and for 

any dose) is associated with increased rates of the AESI compared with the expected 

rates overall and stratified by country, sex, and age group. 

Secondary objective: 

• To assess whether vaccination with Spikevax is associated with increased rates of the 

AESI compared with the expected rates in subpopulations of interest: women of 

childbearing age, patients who are immunocompromised, patients previously diagnosed 

with COVID-19 infection, patients with unstable health conditions and morbidities, and 

patients with autoimmune or inflammatory disorders 

Study design 

To address selected objectives, this report was prepared according the Study Protocol Version 

1.2, dated 27 September 2021; and according to the SAP Version 1.0, dated 19 November 

2021. 
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Per protocol, this study has two phases: signal detection and signal evaluation. For the signal 

detection stage, population-based, country-specific historical general population background 

rates of the AESI estimated in the participating databases/countries from 2017-2019 were 

used to estimate of the expected number of AESIs in the Spikevax recipients and compared 

with observed number of AESIs in Spikevax recipients using standardised morbidity ratios 

(SMRs). The SMRs were estimated stratified by country, and within each country, further 

stratified on sex, and age groups. SMRs are used to identify signals for further formal 

evaluations. 

In this Interim Report, containing preliminary results on selected objectives for 

countries/databases with available data, no signal evaluation was attempted. Furthermore, no 

results are available to address the secondary objectives (subgroup analysis). 

Setting 

The final study report will be based on electronic, routinely collected data from five European 

countries: Denmark, Italy, Norway, Spain, and the United Kingdom (UK). This interim report 

contains preliminary available results from Italy (ARS), Spain (SIDIAP), and the UK (CPRD). 

The membership in the databases in Italy and Spain is determined by residence in the 

geographic area contributing to the participating database. The UK database include a subset 

of the UK population generalizable to the UK population based upon age, sex, socioeconomic 

class and national geographic coverage. All participating countries have universal access to 

health care for its inhabitants.  

Subjects and study size, including dropouts  

All individuals in a database-specific data instance were included in the analyses and subjected 

to per-protocol inclusion and exclusion criteria. 

Variables and data sources 

This report includes analyses of data from Italy (ARS) and the UK (CPRD). Preliminary 

descriptive characteristics are also presented for Spain (SIDIAP).  

In Italy, the source database of the Agenzia Regionale di Sanita’ della Toscana (ARS, the 

Regional Health Agency of Tuscany) has the Tuscany Region as its source population. The 

regional ARS database is a healthcare administrative database comprising all information 

collected by the Tuscany Region to account for the healthcare delivered to its inhabitants in 

primary and secondary care. Vaccination information on children and adults are available from 

2019 onwards. Records in the ARS database are individually linkable via a pseudonymized 

identifier. In Spain, the data come from the SIDIAP (Sistema d'Informació per al 

Desenvolupament de la Investigació en Atenció Primària’ Information System for Research in 

Primary Care). The database has the region of Catalonia as its source population. The SIDIAP 

data comprises the rich clinical and referral events in primary care health professionals and is 

linkable to other data sources, such as the hospital discharge database, on a project by project 
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basis. In relation to vaccines, SIDIAP includes all routine childhood and adult immunizations. 

Records in the SIDIAP database are individually linkable via a pseudonymized identifier. In the 

UK the data come from the Clinical Practice Research Datalink (CPRD), which collates 

computerised medical records of general practitioners (GPs). GP records contain information 

on primary care diagnoses, specialist referrals, and hospitalizations.  

Results 

Spikevax recipients were identified between 11 January 2021 and 31 August 2021 in ARS; 

between 11 January 2021 and 30 June 2021 in Spain/SIDIAP; and between 01 April 2021 and 

06 December 2021 in UK/CPRD. 

In the ARS database, there were 348,127 eligible persons with the first dose of Spikevax; and 

229,281 persons with the second dose of Spikevax. In the SIDIAP database, there were 

235,782 persons with the first dose of Spikevax; and 174,243 persons with the second dose of 

Spikevax. In both the ARS and SIDIAP settings, fewer than five persons had a record of the 

third dose of Spikevax. In the CPRD database, there were 212,310 eligible persons with the 

first dose of Spikevax; 184,168 persons with the second dose of Spikevax; and 245 persons 

with the third dose of Spikevax. While in Italy/ARS and Spain/SIDIAP, the included Spikevax 

recipients exceeded 91% of the total population recorded with at least one dose of Spikevax 

administration, in the UK/CPRD, the Spikevax recipients satisfying eligibility criteria for this 

study comprised only 30.6% of the persons with a record of at least on dose of Spikevax 

administration, with 52.1% of exclusions occurring because of a prior record of receiving 

another COVID-19 vaccine.  

In these preliminary analyses, age- and sex-adjusted country-specific SMRs ≥ 2.0 with ≥ 5 

exposed cases were detected within some strata for several AESIs in the ARS database and in 

the CPRD; those were imprecise as evidenced by wide confidence limits, consistent both with 

presence and absence of an association. Given the multiple limitations of the current screening 

stage analysis, AESIs identified after the avoidable limitations are addressed will be subject to 

signal evaluation in subsequent reports. 

For Spain/SIDIAP database, only descriptive data can be provided in time for inclusion in this 

Interim Report. 

Discussion 

Preliminary results provided in this Interim Report should be used only as proof of feasibility of 

(1) obtaining the pertinent multinational data; (2) applying the ConcePTION framework, 

originally designed to study medication safety in pregnancy to the study of the vaccine safety 

in the general population; and (3) of conducting the federated analyses. Important limitations 

of the current analysis include preliminary nature of some AESI-defining algorithms; lack of 

formal per-protocol evaluation of specific AESIs; inability of the SMRs to remove effects of 

secular trends, channelling bias, or confounding by chronic morbidity; and lack of data from 

the participating Scandinavian countries. 
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The results reported here should be considered preliminary and are not interpretable as 

indicative of any changes to the current benefit-risk profile of Spikevax. Results inclusive of all 

participating countries and all study objectives will be presented and interpreted in the Final 

Study Report. 
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2. List of abbreviations 

Abbreviation Explanation 

ACCESS vACCine COVID-19 monitoring readinESS 

ADEM Acute disseminated encephalomyelitis 

AESI Adverse event of special interest 

ARDS Acute respiratory distress syndrome 

ARS Agenzia Regionale di Sanita’ della Toscana 

ATC Anatomical Therapeutic Chemical 

CHI Catalan Health Institute 

CDM Common data model 

CI Confidence interval 

COVID-19 Coronavirus disease 2019 

COPD Chronic obstructive pulmonary disease 

CPRD Clinical Practice Research Datalink 

CVST Cerebral venous sinus thrombosis 

DAP Database access provider 

DIC Disseminated intravascular coagulation 

DRE Digital Research Environment 

DSRU Drug Safety Research Unit 

DVT Deep vein thrombosis 

ECDC European Centre for Disease Prevention and Control 

EEA European Economic Area 

EMA European Medicines Agency 

ENCePP European Network of Centres for Pharmacoepidemiology and 

Pharmacovigilance 

ETL Extraction, transformation, and loading 

EEA European Economic Area 

EU European Union 

EU PAS Register The European Union electronic Register of Post-Authorisation Studies 

GBS Guillain-Barre syndrome 

GDPR General Data Protection Regulation 

GP General practitioners  

GVP Guideline on good pharmacovigilance practices 

ICD-9CM International Classification of Diseases, 9th Revision 

ICD-9CM International Classification of Diseases, 9th Revision, Clinical Modification 

ICD-10CM International Classification of Diseases, 10th Revision, Clinical Modification 

ICD-10 International Classification of Diseases, 10th Revision 

ICU Intensive care unit 
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IRR Incidence rate ratio 

ISPE International Society for Pharmacoepidemiology 

MAH Marketing Authorisation Holder 

MHRA Medicines and Healthcare products Regulatory Agency 

mRNA Messenger ribonucleic acid 

NIAID National Institute of Allergy and Infectious Diseases 

NHS National Health Service 

OR Odds ratio 

PASS Postauthorisation safety study 

PCR Polymerase chain reaction 

PE Pulmonary embolism 

PRAC Pharmacovigilance Risk Assessment Committee 

RMP Risk Management Plan 

RCT Randomised controlled trial 

SAP Statistical Analysis Plan 

SARS-CoV-2 Severe acute respiratory syndrome coronavirus 2 

SD Standard deviation 

SIDIAP Sistema d'Informació per al Desenvolupament de la Investigació en 
Atenció Primària 

SMR Standardised Morbidity Ratio 

SNOMED Systematised Nomenclature of Medicine 

SCCS Self-controlled case-series 

SCRI Self-controlled risk intervals 

SVT Splanchnic vein thrombosis 

UK United Kingdom 

US United States 

VAC4EU Vaccine Monitoring Collaboration for Europe 

VAED Vaccine-associated enhanced disease 

VAERD Vaccine-associated enhanced respiratory disease 

VTE Venous thromboembolism 

VITT Vaccine-induced immune thrombotic thrombocytopenia 

WHO World Health Organisation 
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6. Rationale and background 

The novel coronavirus SARS-CoV-2 (severe acute respiratory syndrome coronavirus 2) causes 

coronavirus disease 2019 (COVID-19) and has led to a global pandemic (1), and a mass 

vaccination campaign has been underway in Europe, since 2021 (2, 3). The mRNA-1273 SARS-
CoV-2 vaccine, currently known as Spikevax (4), combines mRNA (messenger ribonucleic acid) 

delivery platform with the stabilised SARS-CoV-2 spike immunogen. 

In the pivotal (Coronavirus Efficacy, COVE) phase 3 randomised controlled trial (RCT), 

Spikevax showed 94.1% efficacy at preventing COVID-19 illness, including severe disease. 

Aside from transient local and systemic reactions, no safety concerns were identified (5). 

Initial analyses of the phase 3 COVIAAD RCT, assessing safety, reactogenicity, and 

immunogenicity of Spikevax in patients with rheumatic diseases showed no evidence of an 

association of the vaccine with severe disease flares (6). There are ongoing trials investigating 

Spikevax safety and immunogenicity in adults with solid organ transplants (7); and 

effectiveness and safety among adolescents ages 12-<18 years (8) and among children 

between ages 6 months and 12 years (9). Spikevax received Conditional Marketing 

Authorisations by the European Commission on 06 January 2021 (10) and by the United 

Kingdom (UK) Medicines and Healthcare products Regulatory Agency (MHRA) on 08 January 

2021 (11). Currently, Spikevax is indicated for active immunisation to prevent COVID-19 

caused by SARS-CoV-2 in individuals 12 years of age and older (4). 

Table 1 shows the number of Spikevax doses administered in the participating countries. 

Table 1. Number of Spikevax doses administered in the participating countries 

Country Data updated on N Spikevax doses* administered 

Denmark 28 January 2022 1,681,529  

Italy 13 February 2022 32,373,380  

Norway 04 February 2022 2,233,155 

Spain 11 February 2022 22,637,400 

United Kingdom 

(UK) 

16 February 2022 12,000,000 

*As the same person may receive more than one dose, the number of doses is 

higher than the number of people in the population. (Source (Denmark, Italy, 

Norway, Spain: https://ourworldindata.org/covid-vaccinations “Which vaccines 

have been administered in each country?”(2); Source (UK): gov.uk (12), 

approximate number of doses, incl. 8.9 mi booster doses). 

The European Union (EU) Risk Management Plan (RMP) for Spikevax lists anaphylaxis and 

myocarditis/pericarditis as important identified risks. Vaccine-associated enhanced disease 

(VAED) including vaccine-associated enhanced respiratory disease (VAERD) is listed as an 

important potential risk. Missing information includes use in pregnancy and while 

breastfeeding (addressed in a separate protocol (13)), long-term safety, use in 

immunocompromised subjects, interaction with other vaccines, use in frail subjects with 
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unstable health conditions and chronic co-morbidities (e.g., chronic obstructive pulmonary 

disease (COPD), diabetes, chronic neurological, disease, cardiovascular disorders), and use in 

subjects with autoimmune or inflammatory disorders (14).  

The COVID-19 Vaccine Safety Update for Spikevax, dated 11 May 2021, mentioned reports of 

cases of myocarditis/pericarditis mRNA-based vaccinees, which was identified for further 

monitoring by the EMA’s Pharmacovigilance Risk Assessment Committee (PRAC) (15). On 09 

July 2021, PRAC indicated that myocarditis and pericarditis can occur in very rare cases 

following vaccination with mRNA COVID-19 vaccines and concluded that the cases primarily 

occurred within 14 days after vaccination, more frequently after the second dose, with young 

age, and male sex identified as potential risk factor for occurrence. Among those with 

myocarditis/pericarditis, on the other hand, advanced age and concomitant diseases were risk 

factors for subsequent mortality (16). The association between mRNA COVID-19 vaccines and 

myocarditis and pericarditis was subsequently examined in an epidemiologic registry-based 

study in Denmark. Among 498,814 Spikevax vaccinees, 21 developed myocarditis or 

myopericarditis within 28 days of vaccination (28-day risk 4.2 per 100,000 vaccinated 

individuals). The adjusted hazard ratio compared with unvaccinated was 3.92 (95% 

confidence interval [CI] 2.30 to 6.68); the risk increase was driven by persons 12-39 years of 

age and by women. The study noted low absolute risks in all subgroups and the need for 

further larger studies (17). 

This post authorisation safety study (PASS) is a part of the Spikevax RMP and aims to advance 

evidence about the safety of Spikevax in routine clinical practice. Safety will be examined 

using the prespecified adverse events of special interest (AESIs), over a longer-term, and in 

subgroups of individuals not included or under-represented in trial populations (18). 

Furthermore, this study will formally address the important identified potential safety concerns 

including, myocarditis, pericarditis, anaphylaxis, and, to the extent possible, VAED and 

VAERD. This study is being conducted using routinely collected (secondary) data in five 

European countries: Denmark, Italy, Norway, Spain, and the UK. The countries were selected 

based on availability of specific data types, including information on vaccine brand, and 

frequency of updates. This Second Interim Report includes preliminary results addressing 

selected objectives in a subset of the participating countries. Per reporting schedule, interim 

reports will contain results covering objectives and countries/databases based on availability 

for inclusion in a given interim report. This Second Interim Report, based on data available in 

time for the scheduled reporting, provides preliminary data from Italy, Spain, and the UK. 

7. Research question and objectives 

The overarching causal research question of this study is (19):  

Is the occurrence of the AESIs among persons vaccinated with Spikevax in Europe higher than 

the occurrence of that AESI that would have been expected in that population in the absence 

of Spikevax? 

The AESIs and the main measure of association for each AESI are listed in Section 9.1, Table 
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2. 

7.1. Primary objective 

To assess whether vaccination with Spikevax (by dose number where feasible and for any 

dose) is associated with increased rates of the AESI compared with the expected rates overall 

and stratified by country, sex, and age group.  

7.2. Secondary objective 

To assess whether vaccination with Spikevax (for any dose or by dose if feasible) is associated 

with increased rates of the AESI compared with the expected rates in subpopulations of 

interest: women of childbearing age, patients who are immunocompromised, patients 

previously diagnosed with COVID-19 infection, patients with unstable health conditions and 

comorbidities, and patients with autoimmune or inflammatory disorders 

8.  Amendments and updates 

The following amendments to the Study Protocol have been noted in the Statistical Analysis 

Plan (SAP). 

Deviation 

no. 

Minor/major Description 

1 Minor The AESIs not observable in historical data, VAED and VITT, are not 

included in the signal detection. These AESIs enter into signal 

evaluation directly. 

Note: No results for VAED and VITT are included in this interim 

report. 

2 Minor For the signal evaluation using cohort study with matching on 

historical controls we now propose to adjust for comorbidities (CCI) 

instead of matching to enhance efficiency. We still match on age and 

sex. Adjustment is equivalent to matching and more efficient with 

respect to computer run time. 
Note: This amendment does not affect results reported in the present 

report. 

3 Minor  For signal evaluation using SCRI, in the protocol we had written that 

control windows would have the same length as the risk windows. 

We now propose that the control windows will be longer than the risk 

windows (maximum 42 days) to gain better precision in the analyses. 

Note: No SCRI analyses are included in this interim report. 

9. Research methods 

This report was prepared according the Study Protocol Version 1.2, dated 27 September 2021 

and registered in The European Union electronic Register of Post-Authorisation Studies (EU 

PAS Register) (20); and according to the SAP Version 1.0, dated 19 November 2021. 

9.1. Study design 

This study proceeds in two phases: signal detection and signal evaluation. The signal detection 

phase identifies AESIs that warrant a closer evaluation in appropriate dedicated designs. Thus, 

the signal detection phase serves to focus the evaluation on only those AESIs that are more 
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likely to be associated with the vaccination. Table 2 lists the AESIs in the current study. 

This interim report contains preliminary results of the signal detection phase (see Section 

9.1.1). Historical rates cannot be used for the AESIs vaccine-induced immune thrombotic 

thrombocytopenia (VITT) and vaccine-associated enhanced COVID-19 disease (VAED), as they 

can by definition only be observed in COVID-19 vaccinees. Therefore, these AESIs are not 

included in the signal detection. Instead we plan to use some of the methods proposed for 

signal evaluation to evaluate these AESI in future reports. However, for this interim report no 

results are reported for VITT and VAED. No signal evaluation analyses are included in this 

preliminary interim report. 

Table 2. List of AESIs and overview of study design and main measure of association 

Body system/ 

Classification 

AESI Study design Main measure of 

association 

Auto-immune 

diseases 

Guillain-Barré 

Syndrome (GBS) 

Observed vs expected SMR 

Acute disseminated 

encephalomyelitis 

(ADEM) 

Observed vs expected SMR 

Narcolepsy Observed vs expected SMR 

Acute aseptic arthritis Observed vs expected SMR 

Diabetes type 1 Observed vs expected SMR 

(Idiopathic) 

Thrombocytopenia  

Observed vs expected SMR 

Cardiovascular 

system  

Microangiopathy Observed vs expected SMR 

Heart failure Observed vs expected SMR 

Stress-induced 

cardiomyopathy 

Observed vs expected SMR 

Coronary artery disease Observed vs expected SMR 

Arrhythmia Observed vs expected SMR 

Myocarditis Observed vs expected SMR 

Pericarditis Observed vs expected SMR 

Cerebrovascular disease Observed vs expected SMR 

Circulatory 

system 

Deep vein thrombosis 

(DVT) 

Observed vs expected SMR 

Pulmonary embolism 

(PE) 

Observed vs expected SMR 

Single Organ Cutaneous 

Vasculitis 

Observed vs expected SMR 

Cerebral venous sinus 

thrombosis (CVST)  

Observed vs expected SMR 

Splanchnic vein 

thrombosis (SVT) 

Observed vs expected SMR 

Coagulation disorders Observed vs expected SMR 

Disseminated 

intravascular 

coagulation (DIC) 

Observed vs expected SMR 

Kawasaki disease Observed vs expected SMR 

Hepato-

gastrointestinal 

and renal 

Acute liver injury Observed vs expected SMR 

Acute kidney injury Observed vs expected SMR 
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system 

Nerves and 

central nervous 

system 

Generalised convulsions Observed vs expected SMR 

Encephalitis/meningoen

cephalitis 

Observed vs expected SMR 

Transverse myelitis Observed vs expected SMR 

Bell’s palsy Observed vs expected SMR 

Respiratory 

system 

Acute respiratory 

distress syndrome 

(ARDS) 

Observed vs expected SMR 

Skin and 

mucous 

membrane, 

bone and joints 

system 

Erythema multiforme Observed vs expected SMR 

Chilblain – like lesions Observed vs expected SMR 

Other systems Anosmia, ageusia Observed vs expected SMR 

Anaphylaxis Observed vs expected SMR 

Multisystem 

inflammatory syndrome 

Observed vs expected SMR 

Vaccine-associated 

enhanced COVID-19 

disease (VAED) or 

vaccine associated 

enhanced respiratory 

disease (VAERD) 

Cohort study* OR 

Vaccine-induced 

immune thrombotic 

thrombocytopenia 

Primary study design: 

SCCS; secondary study 

design: SCRI* 

IRR 

Sudden death Observed vs expected SMR 

Death of any cause Observed vs expected SMR 

Abbreviations: IRR=Incidence rate ratio; OR=Odds ratio; SCCS=self-controlled case series; 

SCRI=self-controlled risk interval; SMR=Standardised Morbidity Ratio 

*Not included in this interim report, but planned for future interim reports.

9.1.1. Signal detection 

Signal detection proceeded by observed vs. expected events analyses for each AESI, in 
accordance with the ADVANCE Report on appraisal of vaccine safety methods, referenced by 
the ENCePP’s guidelines on monitoring vaccine safety and effectiveness (21), which 
recommends use of observed vs. expected analyses to detect and initially assess new signals in 
a timely manner while reducing the number of false positive findings (22). Indirect 
standardization according to age and sex was used (23) to estimate Standardised Morbidity 
Ratio (SMR), estimated as the number of observed events divided by the number of expected 
events in Spikevax recipients. Population-based, country-specific historical background rates 
of the AESI estimated in each participating database before the COVID-19 pandemic 
(2017-2019) served as estimates of the expected rates in the unvaccinated (24). The cohort 
definitions are shown in  
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Figure 1 for the historical cohort and in Figure 2 for the Spikevax cohort (All visualisations of 

study designs in this report is inspired by Schneeweiss et al.(25)).  

To ensure capture of risk increases both in short- and long-term following a vaccination, the 

SMRs were estimated in the following time intervals after the date of each dose of Spikevax: 

0-2 days, 0-14 days, 0-28 days, 0-42 days and 0-end of follow-up. The SMRs were stratified 

by country, age, and sex (described in Section 9.4.3). However, for the current report we do 

not report SMRs for subpopulations. 

A signal was defined as present for a given AESI, if both of the following conditions were met: 

1) An SMR ≥2 in a country-specific overall, age and/or sex-specific, or subpopulation-

specific analysis  

2) The number of Spikevax-exposed cases is ≥5 or higher within that analysis.  

In further analyses, signals not meeting the above criteria may be investigated based on 

clinical or public-health reasons. 

  

18



 

Page 19 of 1342 

Figure 1. Visualisation of the design for the historical cohort used to obtain the 

estimate of expected rates of AESIs 

 
* Exclusions made as data on age (calculated from date of birth) and sex (female or male) are 

required for indirect standardization. 

† Earliest of AESI of interest, death, database disenrollment, or 31-DEC-2019. 
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Figure 2. Visualisation of the design for the Spikevax cohorts used to obtain the 

observed number of AESIs after each dose of Spikevax 

 
* Exclusions made as data on age (calculated from date of birth) and sex (female or 
male) are required for indirect standardization. 

† Earliest of AESI of interest (only for estimation of observed events), death, database 
disenrollment, another dose of Spikevax or another COVID-19 vaccine, end of a given 

risk window (day 2, 14, 28, 42, or last data availability), or last date with available data 
(31-AUG-2021 in Italy; 30-JUN-2021 in Spain; 06-DEC-2021 in UK). 
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9.2. Setting  

This interim report is based on electronic, routinely collected data from regional databases in 

Italy (Tuscany) and Spain (Catalonia), and from a nationwide database in the UK. Data from 

Denmark and Norway will also contribute to subsequent reports.  

All countries contributing to the study have universal health care for the inhabitants, and their 

underlying databases contain linkable routinely collected data from the primary and/or 

secondary health sector, including information on births, deaths, diagnoses, and prescribed 

drug use (Section 9.5). 

Tuscany is an Italian region, with around 3.6 million inhabitants. The Italian National 

Healthcare System is organised at regional level: the national government sets standards of 

assistance and a tax-based funding for each region, and regional governments are responsible 

to provide healthcare to all their inhabitants. Data for this study is provided by the Agenzia 

Regionale di Sanita’ della Toscana (ARS) database (Section 9.5.1). 

Catalonia is a region in the North-East Spain with around 7.2 million inhabitants. The Catalan 

healthcare system covers all public, universal, equitable and sustainable health care services. 

Most of them are provided in care centres of various kinds (primary care centres, hospitals, 

social and health care centres, mental health and addiction centres, among others). Data for 

this study is provided by the Information System for Research in Primary Care (Sistema 

d'Informació per al Desenvolupament de la Investigació en Atenció Primària, SIDIAP) database 

(Section 9.5.2). 

The UK data originates from the Clinical Practice Research Datalink (CPRD) Aurum database 

(further described in 9.5.3), which collects anonymised patient data from a network of GP 

practices across the UK. Primary care data on this subset of the UK population is generalizable 

to the overall UK population based upon age, sex, socioeconomic class and national 

geographic coverage. The UK’s National Health Service (NHS) is a publicly funded universal 

health service, free at the point of use. GPs act as the first point of contact for any non-

emergency health-related issues, which may then be managed within primary care and/or 

referred to secondary care services as necessary. 

9.2.1. Study periods 

For the studies involving Spikevax recipients, we set the earliest possible inclusion date to the 

date of first distribution of Spikevax - 11 January 2021 – in both Italy and Spain and – 01 

April 2021 – in UK. We stopped follow-up on the date when each database recommended to 

stop follow-up for the included data extraction (last date with reliable data), which was 31 

August 2021 in Italy, 30 June 2021 in Spain, and 06 December 2021 in UK. We included the 

historical cohort to define background rates from 01 January 2017 and followed them until 31 

December 2019. To ensure that we only included incident AESIs, prevalent cases of the AESI 

in the prior 2 years before the follow-up start were excluded. Thus, for this study we use data 

from the period 01 January 2015 until 31 August 2021 (Italy), 30 June 2021 (Spain) or 06 

21



 

Page 22 of 1342 

December 2021 (UK) to cover both Spikevax vaccination and historical periods. 

9.3. Subjects 

The overall source population is the population contributing to the participating databases. The 

inclusion and exclusion criteria for the study populations based on study phase/design are 

described below. 

9.3.1. Signal detection 

For the signal detection phase, we defined the historical cohort and the Spikevax vaccinated 

cohort.  

Historical cohort 

The source population for this cohort were members of a given database who either were alive 

on 01 January 2017 or were born between 01 January 2017 and 31 December 2019. We 

applied the following exclusion criteria:  

1. Age ≥ 2 years on 01 January 2017 and were not a database member between 01 

January 2015 to 31 December 2016 (no 2-year lookback) 

2. Age <2 years on 01 January 2017 and not a member of the database since birth.  

3. Missing date of birth 

4. Missing data on sex 

5. In each AESI-specific analysis, persons with a prevalent AESI in 2 years before follow-

up start.  

Persons in this cohort were followed from 01 January 2017 (or from date of birth if born after 

01 January 2017) and until the earliest date of the following: AESI of interest, death, database 

disenrollment, or 31 December 2019. 

Spikevax vaccinated cohort 

The source population for this cohort were members of a given database who had a record of 

receiving at least one dose of Spikevax after 11 January 2021 (Italy and Spain) or 01 April 

2021 (UK). The inclusion and exclusion criteria were reapplied on each date of Spikevax 

vaccination for each person, thus creating a separate cohort defined by each dose of Spikevax. 

We applied the following exclusion criteria: 

1. Age ≥ 2 years on the date of Spikevax vaccination and were not members of the 

database in the previous 2 years before administration of Spikevax (no 2-year 

lookback) 

2. Age < 2 years on date of Spikevax vaccination and not a member of the database since 

birth.  

3. Missing date of birth 
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4. Missing data on sex 

5. In each AESI-specific analysis, persons with a prevalent AESI in 2 years before the 

Spikevax administration.  

6. Receipt of another COVID-19 vaccine before the date of receiving Spikevax.  

The follow-up started on date of receiving each dose of Spikevax. As increased rates for some 

AESIs might only be expected in a limited time interval after vaccination with Spikevax, we 

performed analyses where we end follow-up on the following number of days after each dose 

of Spikevax vaccination 2, 14, 28, 42, or until last date with available data (Note the specified 

days will be included for assessing AESIs and person years at risk). We named this as the 

end-of-risk-window. Thus, in the analyses to identify observed events we followed the subjects 

until the earliest date of the following: AESI of interest, death, leave database, get another 

dose of Spikevax or another COVID-19 vaccine, end-of-risk-window, or last date with available 

data. In analyses to identify the person years to be used to estimate expected events we 

followed the subjects until the earliest date of the following: death, leave database, receipt of 

another dose of Spikevax or another COVID-19 vaccine, end-of-risk-window, or last date with 

available data. 

9.4. Variables 

9.4.1. Exposure: Spikevax vaccination 

We defined dates of Spikevax vaccination based on registration of Spikevax vaccinations. If 

the administration date of Spikevax vaccination was recorded this was used as the date of 

Spikevax vaccination, however, if the administration date was not reported, then the date of 

recording of the Spikevax vaccination was used. Furthermore, if more registrations of 

Spikevax occurred within 20 days, only the first date of Spikevax vaccination was retained. 

Based on the dates of Spikevax vaccination we identified the dose number, so that the first 

registered date of Spikevax vaccination was defined as dose 1, the second registered date of 

Spikevax vaccination was defined as dose 2 and following the same principle for later doses. 

9.4.2. Adverse events of special interest 

For the first interim report, we identified the AESIs other than “Death of any cause” (Table 2) 

based on diagnosis codes recorded during routine health care, using database specific 

classifications. Codes were identified by mapping relevant concepts in a clinical definition using 

the application CodeMapper with a subsequent clinical review, to make a semiautomatic and 

transparent identification of case definitions using codes from different coding systems (26). 

Many definitions have been used in the ACCESS project, an EMA-commissioned study to 

estimate background rates of the COVID-19 vaccine AESIs (27, 28). 

A list of codes used for this report is given in Appendix 2. 

The AESI “Death of any cause” was defined for persons with a non-missing date of death. 

9.4.3. Subpopulations 
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We defined five subpopulations for the secondary objectives: 

• “Women of childbearing age” were defined as females who were between 12 and 49 

years of age (both ages included) at the start of follow-up 

• “Patients with unstable health conditions and morbidities” 

• “Patients with autoimmune or inflammatory disorders” 

• “Indicators of immunocompromised status”  

• “Patients previously diagnosed with COVID-19 infection” were defined based on 

diagnosis codes collected during routine health care (see Table 3) and positive results 

of Polymerase chain reaction (PCR) tests for COVID-19. 

Table 3 gives an overview of the conditions included in each subpopulation identified based on 

diagnosis codes. In appendix 2 is given a list of codes used for this report. 

In the current interim report only distribution of subpopulations are reported. 

Table 3. Overview of subpopulations 

Subpopulation Main disease categories Sub-disease categories 

Patients with 

unstable health 

conditions and 

morbidities 

Cardiovascular disease Infarction myocardial 

Angina pectoris 

Arrhythmia 

Coronary artery disease all 

Heart failure 

Myocarditis 

Pericarditis 

Heart disease valvular 

Haemorrhage cerebral stroke 

Infarction cerebral stroke 

Capillary leak syndrome 

Deep vein thrombosis 

Hypertension 

Microangiopathy 

Vascular disease peripheral 

Arterial thromboembolism 

Vasculitis any 

Thromboembolic venous all 

Diabetes types 1 and 2  

Chronic Neurological diseases  Generalised convulsions 

Dementia 

Demyelination multiple sclerosis 

Hemiplegia 

Parkinson’s disease 

Peripheral neuropathies and 

polyneuropathies 

Haemorrhage cerebral stroke 

Infarction cerebral stroke 

Ischemic cerebral attack transient 

Chronic respiratory disease   
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Patients with 

autoimmune or 

inflammatory 

disorders 

Arthritis rheumatoid  

Autoimmune thyroiditis  

Vasculitis any  

Gout  

Diabetes type 1  

Demyelination multiple 

sclerosis 

 

Systemic lupus erythematosus  

Psoriatic arthritis  

Psoriasis  

Inflammatory bowel disease, 

(ulcerative colitis, and Cohn’s 

disease) 

 

Arthritis spondylarthritis, any  

Indicators of 

immunocompro

mised status 

Autoimmune or inflammatory 

disorders 

Arthritis rheumatoid 

Autoimmune thyroiditis 

Vasculitis any 

Gout 

Diabetes type 1 

Demyelination multiple sclerosis 

Systemic lupus erythematosus 

Psoriatic arthritis 

Psoriasis 

Inflammatory bowel disease, (ulcerative 

colitis, and Cohn’s disease) 

Arthritis spondylarthritis, any 

Immunodeficiencies, any  

Specific haematological 

neoplasms 

 

Organ transplant recipient  

Patients 

previously 

diagnosed with 

COVID-19 

infection* 

 
 

* Also defined based on PCR test results. 

9.4.4. Other variables 

We defined sex based on registration in the included databases.  

We defined age based on the date of birth. We measured age in years and grouped age into 

the following age groups for reporting of results: 

o Children and adolescents (0-17 years) 

▪ Children (<12 years) 

▪ Adolescents (12 – 17 years) 

o Adults (18 – -64 years) 

▪ 18 – 24 years 
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▪ 25 – 34 years 

▪ 35 – 44 years 

▪ 45 – 54 years 

▪ 55 – 64 years 

o Elderly (≥65 years) 

▪ 65 – 74 years 

▪ 75 – 79 years 

▪ ≥80 years 

9.5. Data sources and measurement 

Below is first an overall description of the included databases, which is followed by a more 

detailed description of the data sources used for different variables. 

9.5.1. Italy: ARS database 

The Agenzia Regionale di Sanita’ della Toscana (ARS) is a research institute of the Tuscany 

Region, whose population amounts to around 3.6 million inhabitants. The ARS database 

comprises all information that are collected by the Tuscany Region to account for the 

healthcare delivered to its inhabitants. Moreover, ARS collects data from regional initiatives. 

All the data in the ARS data source can be linked at the individual level, through a pseudo-

anonymous identifier. The ARS database routinely collects primary care and secondary care 

prescriptions of drugs that are intended for outpatient or community setting, and is able to 

link them at the individual level with hospital admissions, admissions to emergency care, 

records of exemptions from co-payment, diagnostic tests and procedures, causes of death, 

mental health services registry, birth registry, spontaneous abortion registry, induced 

terminations registry. Mother-child linkage is possible through the birth registry. Vaccine data 

is available since 2016 for children and since 2019 for adults. The ARS database is considered 

fit for purpose for vaccine coverage, benefits and risk assessment when using the new vaccine 

registry (from 2019) (29). The ARS Toscana database is an ENCePP centre 

(https://www.encepp.eu/encepp/viewResource.htm?id=8133).  

9.5.2. Spain: SIDIAP 

The Information System for Research in Primary Care (Sistema d'Informació per al 

Desenvolupament de la Investigació en Atenció Primària’ - SIDIAP; www.sidiap.org) was 

created in 2010 by the Catalan Health Institute (CHI) and the IDIAPJGol Institute. It includes 

information collected since 01 January 2006 during routine visits at 278 primary care centres 

pertaining to the CHI in Catalonia (North-East Spain) with 3,414 participating GPs. SIDIAP has 

pseudo-anonymised records for 5.7 million people (80% of the Catalan population) being 

highly representative of the Catalan population. The SIDIAP data comprises the clinical and 
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referral events registered by primary care health professionals (GPs, paediatricians and 

nurses) and administrative staff in electronic medical records, comprehensive demographic 

information, community pharmacy invoicing data, specialist referrals and primary care 

laboratory test results. It can also be linked to other data sources, such as the hospital 

discharge database, on a project by project basis. Health professionals gather this information 

using ICD-10 codes, Anatomical Therapeutic Chemical (ATC) codes and structured forms 

designed for the collection of variables relevant for primary care clinical management, such as 

country of origin, sex, age, height, weight, body mass index, tobacco and alcohol use, blood 

pressure measurements, blood and urine test results. In relation to vaccines, SIDIAP includes 

all routine childhood and adult immunizations, including the antigen and the number of 

administered doses. Encoding personal and clinic identifiers ensures the confidentiality of the 

information in the SIDIAP database. The SIDIAP database is updated annually at each start of 

the year. With the COVID-19 pandemic, there is the possibility to have shorter term updates 

in order to monitor the evolution of the pandemic. Recent reports have shown the SIDIAP data 

to be useful for epidemiological research. SIDIAP is an ENCePP centre 

(https://www.encepp.eu/encepp/viewResource.htm?id=4646). The SIDIAP database was 

characterised in the ADVANCE project and considered fit for purpose for vaccine coverage, 

benefits and risk assessment (29). 

9.5.3. UK: CPRD 

The CPRD from the UK collects the computerised medical records of general practitioners 

(GPs) in the UK who act as the gatekeepers of healthcare and maintain patients’ life-long 

electronic health records. As such they are responsible for primary healthcare and specialist 

referrals, and they also store information stemming from specialist referrals, and 

hospitalizations. Secondary care teams also feedback information to GPs about their patients, 

including key diagnoses. The data recorded in the CPRD include demographic information, 

prescription details, clinical events, preventive care, specialist referrals, hospital admissions, 

and major outcomes, including death. The majority of the data are coded in MEDCODEID, 

which are unique codes used by CPRD for the medical terms selected by the GPs (Read and 

SNOMED codes). The dataset is generalizable to the UK population based upon age, sex, 

socioeconomic class and national geographic coverage. There are currently approximately 42 

million patients (acceptable for research purposes) – of which 13 million are active (still alive 

and registered with the GP practice) – in approximately 1,700 practices 

(https://cprd.com/Data). CPRD data can include demographics, all GP/healthcare professional 

consultations (phone, letter, email, in surgery, at home), diagnoses and symptoms, laboratory 

test results, treatments, including all prescriptions, all data on referrals to other care, hospital 

discharge summary (date and Read and SNOMED codes; translated into MEDCODEID codes 

within CPRD; free text information is not available in CPRD), hospital clinic summary (free text 

information is not available in CPRD), preventive treatment and immunizations, death (date 

and cause). CPRD is listed under the ENCePP resources database, access will be provided by 

the Drug Safety Research Unit (DSRU). The CPRD was not yet characterised in the ADVANCE 

project, where the UK THIN and RCGP databases were used, but has been largely used in 

vaccine studies. The DSRU is the leading UK centre for pharmacovigilance and 
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pharmacoepidemiology which has led and coordinated many large studies across the UK. The 

DSRU has ample experience of monitoring the post-authorisation safety of vaccines, notably 

active surveillance on the H1N1 swine flu vaccine and an active surveillance study and six 

enhanced passive surveillance studies on the children’s seasonal influenza vaccine. The DSRU 

works with the UK’s National Institute for Health Research (NIHR) Clinical Research Network, 

which facilitates research in the National Health Service (NHS) and provides access to a large 

network of research-ready health care professionals, including GPs.  

9.5.4.  COVID-19 vaccines and diagnoses 

In Italy, the vaccination registry includes information on vaccines given by paediatricians or by 

the local health units, but do not include vaccines administrated by general practitioners. The 

registry includes information on date of vaccination, type of vaccine and the vaccine 

manufacturer. In Spain, information on all vaccines administered at primary care centres and 

mass vaccination centres are available with type of vaccine, date of vaccination and for 

COVID-19 vaccine the manufacturer. In the UK, information on COVID-19 vaccines are 

updated in the GP medical records by the NHS in connection with the administration of 

vaccines, conducted during consultations or from other NHS immunisation services. Dates of 

COVID-19 vaccination are recorded as the date associated with the vaccination and available 

in the CPRD drug issue table. Manufacturer is obtained from the product identification number. 

AESIs and subpopulations defined based on diagnosis codes. 

AESIs and subpopulations are for this interim report solely defined based on diagnosis codes 

from various sources. Below is a description of the sources in each database. 

Italy 

In the Italian data from the Tuscan region diagnosis codes originate from four different 

register sources as outlined below: 

1) The Tuscan discharge records include persons discharged from a Tuscan hospital and 

persons who is legally resident in Tuscany and discharged from any Italian hospital. Diagnosis 

are registered according to ICD-9CM. 

2) The emergency admission registry contains records from every admission to an emergency 

room in the Tuscan region and report diagnoses by ICD-9CM codes. 

3) The register of mental health services includes patients admitted to treatment pathways in 

a Tuscan regional Mental Health service and report diagnoses both according to ICD-9CM and 

ICD-10. 

4) The exemption registry register diagnoses of persons who have been exempt from co-

payment. Usually, Tuscan citizens are required to share part of the cost of health care by 

paying a share of the value of certain services. Exemption from this duty is available either 

due to low income, certain diseases or age (general exemption for citizens under the age of 

six or over sixty-five years of age unless they are in a favourable income situation). Diagnoses 

are recording using ICD-9CM. 
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Spain 

In the Spanish data from the Catalan region, the diagnoses originate from two different 

sources as outlined below: 

1) The registry of primary care diagnoses includes medical diagnoses registered by ICD-10CM 

in primary care either as a result of a physical visit, telephone consultation or based on 

information obtained from other health care providers (e.g. hospital physicians). 

2) The registry of hospital discharges included diagnoses registered during hospital contacts 

and are recorded according to ICD-10CM. In the data extraction only data since 2016 on 

hospital discharges was available. 

UK 

Information on diagnosis codes, in the form of MEDCODEIDs, are available in the CPRD table 

for observations either as a result of a physical visit, telephone consultation or based on 

information obtained from other health care providers (e.g. hospital physicians). It is 

compulsory for specialists and hospitals to send a letter to GPs with information on the health 

service provided to the GPs patients during specialist or hospital contact. The GP or a trained 

staff member will update GP medical records based on information from specialists and 

hospitals that then become available in the CPRD observations table. However, free-text 

information from the patients GP medical records is not available in CPRD. 

9.5.5.  Basic demographic characteristics: Deaths, database 
disenrollment, date of birth, sex 

In Italy, the basic demographic characteristics are collected from a registry collecting 

information on all persons assigned to a primary care physician in Tuscany. If a primary care 

physician retires the patients will be lost from the registry and first recorded again (with same 

ID number) when they registry with a new primary care physician. For this reason, we have 

continued to follow-up for persons who get a new primary care physician <1 year (=365 days) 

after the last registration with the previous primary care physician. The observation period of 

new-borns is set to start at the date of birth if they are registered with a primary care 

physician <60 days after the date of birth. The registration of the population is supplemented 

with information from the hospital discharge registry of new-borns not recorded in the registry 

of primary care physicians (potentially because they died shortly after birth).  

In Spain, the basic demographic characteristics are collected in the registry of persons 

assigned to a primary care physician in the Catalan region. A person keeps the same ID 

number even if they change primary care physician. 

In UK, the basic demographic characteristics are collected from a table of patients’ registered 

in a GP practice, which contribute to the CPRD. The table has information from the latest date 

that the person registered with the GP practice (e.g. if a person temporarily disenrolled from 

the GP only the latest enrolment period is included). For persons above 15 years only year of 

birth is recorded, therefore we defined the date of birth as 01 July of the specified year of 

birth. For persons aged 0 to 15 years both month and year of birth is recorded, therefore we 
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defined the date of birth as the 15 of the specified month and year. 

9.5.6. COVID-19 cases 

Presence of COVID-19 infection was defined using a combination of diagnosis codes for 

COVID-19 (identified in the same registries as described in section 9.5.4) and positive PCR

tests for COVID-19.  

In Italy, information on positive COVID-19 PCR test was obtained from the COVID-19 registry 

of the Italian National Institute of Health. This registry contains information on the first-time 

registrations of positive PCR tests including the date of testing. In Spain information on 

positive COVID-19 PCR tests was obtain from a registry of COVID-19 tests including dates of 

testing. UK did not contribute any information on COVID-19 infection for this report. 

9.6. Bias 

We addressed bias by the selection of study designs and statistical methods. For the signal 

detection, we minimized bias related to different distribution of age and sex between the 

historical cohort and the Spikevax cohort by performing indirect standardization according to 

age and sex.  

A channelling bias is expected given the different vaccination schedules in relation to the 

availability of Spikevax vaccine. In Italy and Spain, it is expected that early recipients of the 

vaccine (and thus individuals with long follow-up time available after) would be more likely to 

be at high risk of severe outcomes of COVID-19 due to age or comorbidity. By contrast, many 

individuals in the UK who were in the first wave of vaccination would have already received 

another vaccine targeting COVID-19 prior to availability of Spikevax in this context.  

9.7. Study size 

We included all the available Spikevax recipients and AESIs in the included databases. 

Therefore, we have not performed any formal sample size calculations. Precision calculations 

based on the assumptions about the AESI rates were provided in the Study Protocol and SAP. 

9.8. Data transformation 

We have used the Vaccine monitoring Collaboration for Europe (VAC4EU, https://vac4eu.org/) 

research environment and the publicly available ConcePTION common data model (CDM) (30, 

31). Figure 3 give an overview of the process of data management and analysis. Each data 

access provider (DAP) extracted, transformed, and loaded (ETL) the data into the ConcePTION 

CDM, according their ETL design and the ETL instructions provided by the PI. After the data 

had been loaded into the CDM, the DAPs ran centrally distributed and common scripts to 

generate study variables, perform analyses and produce aggregated analysis results. These 

results was transferred to the Digital Research Environment (DRE) where the final analyses 

and report tables where generated. 

Figure 3. Overview of the data management and analysis process 
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9.9. Statistical methods 

The Final Study Report will be prepared in accordance to the Statistical Analysis Plan (SAP), 

dated 19 November 2021 (on file). This section describes only the statistical methods relevant 

to the analyses reported here. 

9.9.1. Main summary measures 

For descriptive analyses, we used frequencies and percentage for categorical variables and 

means with standard deviations (SD) and medians with quartiles for continuous variables. 

For signal detection, we estimated incidence rates for the historical cohort and SMRs with 95% 

CI.  

9.9.2. Main statistical methods 

Signal detection 

For some of the AESIs we expected few events, and therefore we chose indirect 

standardization (23). Specifically, we estimated the Standardised Morbidity Ratio (SMR) as the 

number of observed events divided by the number of expected events in Spikevax recipients. 

The number of expected events was estimated by multiplying the rate in historical cohort with 

the observed person time in strata based on sex and age (1 year age intervals until 95 years). 

We estimated 95% CI of the SMR’s using Byar’s approximation (formula 2.13 p. 69) in 

Breslow and Day (32). Analysis was done separately by length of end-of-risk-period (2, 14, 

28, 42, or until last date with available data) and dose of Spikevax (any, 1, 2, and 3) in the 

Spikevax recipients. 

To contextualize the SMRs we also estimated the historical incidence rates per 100,000 person 

years by dividing the number of observed AESIs by the number of person years in the 

historical cohort 

We reported the results according to sex (both sexes, female, and male) and age groups (<12 

years, 12 – 17 years, 18 – 24 years, 25 – 34 years, 35 – 44 years, 45 – 54 years, 55 – 64 

31



 

Page 32 of 1342 

years,  65 – 74 years, 75 – 79 years, ≥80 years, children (<18 years), adults (18-64 years), 

elderly(≥ 65 years), and all ages). 

9.9.3. Missing values 

Since this study is based on routinely collected health care data, absence of an AESI-defining 

diagnosis is taken as absence of the AESI rather than evidence of missing data on that AESI. 

In the rare cases of true missing data on, e.g., sex or date of birth, records were excluded 

from the analyses, and imputation was not attempted.  

9.9.4. Sensitivity analyses 

For this interim report no sensitivity analysis were planned. 

9.9.5. Amendments to the statistical analysis plan 

Amendment 

no. 

Minor/major Description 

1 Minor Signal evaluation was not performed for due to preliminary nature 

of these results. Signal evaluation for selected AESI is 
anticipated in the next interim report. 

2 Minor In the signal detection phase, age at the start of the follow-up was 

used instead age as time-varying variable as described in the 

protocol. These preliminary results are unlikely to be affected given 

the short period spanned by the available data. 

3 Minor  The outcomes in the population of patients following myocarditis or 

pericarditis have not been examined in this report pending 

refinement of the case definitions. 

4 Minor  Double programming was not performed for this interim report. 

9.10. Quality control 

All DAPs have provided local data management plans to ensure the quality of their handling of 

the local data, subject to standard quality control by the respective data custodians. After 

converting the original data to the CDM, the data underwent three levels of quality checks: 

level 1 (completeness), level 2 (logical consistency) and level 3 checks (semantic 

harmonisation). These level checks were reviewed with the DAPs and signed off when 

sufficient quality was ensured. Analysis scripts underwent code review by another programmer 

to ensure quality, completeness and efficiency. Furthermore, analysis scripts were tested first 

on an imputed dataset and later on a portion of the ETL’ed data at each DAP. No double 

programming was implemented for the purposes of this report. 

10. Results 

10.1. Participants 

10.1.1. Signal detection 

Italy 

In Italy/ARS database, there were 3,440,635 persons in the historical cohort, which comprised 

95.3% of the base population (Appendix Table 1.A.). After applying the exclusion criteria, the 
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cohort for the first dose of Spikevax included 348,127 persons (94.4% of the base population) 

and the corresponding number for second dose of Spikevax was 229,281 persons (97.2%). 

Fewer than five persons had a record of the third dose of Spikevax, therefore no analyses are 

presented for this group. 

For the signal detection of each AESI, we further excluded persons with a given prevalent 

AESI. Coronary artery disease was the most prevalent AESI recorded within the past 2 years 

of the date of inclusion. In the historical cohort 13,919 persons (0.4% of the base population) 

were excluded due to previous coronary artery disease resulting in 3,426,716 persons (94.9% 

of base population) being included in the historical cohort for the analysis of coronary artery 

disease. The corresponding numbers for the cohort of the first dose of Spikevax were 1,265 

excluded persons (0.3% of the base population) resulting in 346,862 persons (94.1% of the 

base population) being included in the analysis (Appendix Table 1.A.). The number of included 

subjects for each AESI and cohort is given in Appendix Table 1.A. 

Spain 

In Spain/SIDIAP database, there were 5,733,596 persons in the historical cohort, which was 

96.9% of the base population (Appendix Table 1.B.). In the cohort for the first dose of 

Spikevax there were 235,782 persons (91.1% of the base population). In the cohort for the 

second dose of Spikevax there were 174,243 persons (91.5% of the base population). Fewer 

than five persons had a record of the third dose of Spikevax, therefore no analyses are 

presented for this group. In this interim report, only cohort characteristics are presented for 

this database. 

UK 

In UK/CPRD database, there were 11,202,885 persons in the historical cohort, which 

constituted 84.0% of the base population (Appendix Table 1.C.). There were 693,952 persons 

with a first dose of Spikevax, however, 361,725 of these (52.1% of the base population for 

the first dose of Spikevax) had a record of receiving another type of COVID-19 vaccine before 

Spikevax. Application of this and the other exclusion criteria, resulted in inclusion of 212,310 

persons (30.6% of the base population for the first dose of Spikevax) in the cohort for the first 

dose of Spikevax. The cohort for the second dose of Spikevax included 184,168 persons 

(71.7% of the base population for the second dose of Spikevax), and the cohort for the third 

dose of Spikevax included 245 persons (72.9% of the base population for the third dose of 

Spikevax). 

For the signal detection of each AESI, we further excluded persons with a given prevalent 

AESI. Arrhythmia was most prevalent AESI within the past 2 years before the date of inclusion 

in the historical cohort, namely 159,577 persons (1.2% of the base population), resulting in 

11,043,308 persons (82.8% of the base population) being included in the historical cohort for 

the analysis of arrhythmia (Appendix Table 1.C.). In the Spikevax cohorts, the most prevalent 

AESI within the past 2 years before the date of vaccination was acute aseptic arthritis. In the 

cohort of the first dose of Spikevax, 878 persons (0.1% of the base population) were excluded 

due to previous acute aseptic arthritis resulting in 211,432 persons (30.5% of the base 
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population) being included in the analysis of acute aseptic arthritis in the cohort of the first 

dose of Spikevax (Appendix Table 1.C.). The number of included subjects for each AESI and 

cohort is given in Appendix Table 1.C. 

 

10.2. Descriptive data 

Italy/ARS 

The Spikevax cohorts consisted of more males (e.g. 52.0% for the first dose of Spikevax) 

compared with the historical cohort (47.9%; Appendix Table 3.A). The cohort for the first dose 

of Spikevax had a lower median age (44.1 years, quartile 1 – quartile 3 [Q1-Q3]=30.1-58.0) 

than both the historical cohort (48.6 years, Q1-Q3=28.3-66.0) and the cohort for the second 

dose of Spikevax (48.4 years, Q1-Q3=38.4-59.5; Appendix Table 3.A). 

Spain/SIDIAP 

The Spikevax cohorts consisted of slightly fewer males (48.4% for the first dose of Spikevax 

and 46.9% for the second dose of Spikevax) compared with the historical cohort (49.4%; 

Appendix Table 3.B). The Spikevax cohorts had a higher median age (52.6 years, Q1-

Q3=45.9-57.3 for the first dose of Spikevax and 54.1, Q1-Q3=50.0-58.7 for the second dose 

of Spikevax) than the historical cohort (39.9 years, Q1-Q3=16.9-57.3; Appendix Table 3.B). 

UK/CPRD 

The Spikevax cohorts for dose 1 and 2 consisted of more males (e.g. 56.7% for the first dose 

of Spikevax) compared with the historical cohort (50.5%; Appendix Table 3.C). The Spikevax 

cohorts for dose 1 and 2 had lower median age (e.g. 32.9 years, Q1-Q3=25.9-39.9 in the 

cohort for the first dose of Spikevax) than the historical cohort (40.5 years, Q1-Q3=20.5-

58.5; Appendix Table 3.C). 

10.3. Outcome data 

In this preliminary signal detection analysis, outcomes were not described. Additional analyses 

may be presented as applicable to signal evaluation in future interim reports. 

10.4. Main results 

10.4.1. Signal detection 

The results of the signal detection – historical (expected) incidence rates of the AESIs used to 

estimate the overall and sex- and age-stratified SMRs with 95% CIs are provided in Section 

15.1. Results are provided for first, second and any dose in the ARS database and for first, 

second, third, or any dose in the CPRD. Cells containing SMRs of ≥2 based on ≥5 Spikevax-

exposed cases are shown in yellow colour.  

The following AESI had at least one estimated SMR of ≥2where ≥5 Spikevax-exposed cases 

contributed to the assessment.  

• Heart failure (ARS: following first dose, second, any dose, predominantly after 14 days 

and in older ages; not observed in the CPRD);  
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• Coronary artery disease (observed in ARS only, following first dose or any dose, with 

majority of observations within 28 days post-vaccination); 

• Arrhythmia (ARS: following first dose, second dose, any dose, primarily in elderly 

females; CPRD: following first dose and second dose, in each instance in a single 

stratum/follow-up period only);  

• Myocarditis (ARS: following second dose and any dose in elderly females beyond 42 

days post-vaccination; CPRD: following first dose, and second dose beyond 14 days 

post-vaccination among males under 65 years old); 

• Pericarditis (observed in the CPRD only, following first dose within 42 days post-

vaccination in adults younger than 65 years); 

• Pulmonary embolism (observed in the CPRD only, following any dose in a single 

stratum/follow-up window); 

• Coagulation disorders (observed in ARS only, following second dose in a single age 

stratum among women over entire post-vaccination period); 

• Acute kidney injury (ARS: following first dose, second dose, any dose, primarily during 

later than 28 days post-vaccination period in elderly adults; CPRD: following first dose 

during 14 days post-vaccination in females 18-64 years; following second dose beyond 

28 days post-vaccination in men 18-24 years old; following any dose in adults younger 

than 45 years);  

• Generalised convulsions (ARS: following second dose and any doses, in a single age 

group/maximum follow-up; CPRD following first dose and any dose up to 42 days post-

vaccination in young adults); 

• Erythema multiforme (observed in the CPRD only, following first dose over the entire 

post-vaccination follow-up in persons younger than 65 years); 

• Anosmia/ageusia (observed in the CPRD only: following first dose, second dose, and 

any dose, in multiple age- and sex strata beyond 2 days post-vaccination); 

• Anaphylaxis (observed in the CPRD only: following first dose or any dose beyond the 2-

day post-vaccination window in some age and sex strata); 

• Death of any cause (ARS following first dose, second dose, any dose, primarily among 

the elderly age groups and the longest post-vaccination follow-up: CPRD: following the 

first dose, longest follow-up in a single age group). 

Table 4 provides an overview of database-specific age- and sex-SMRs ≥ 2.0 where ≥5 

observed Spikevax-exposed cases of the specified AESI were identified, with references to the 

appropriate output tables (Section 15.1). 
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Table 4. Overview of database-specific age- and sex-SMRs ≥ 2.0 where ≥5 observed 

Spikevax-exposed cases of the specified AESI, with references to the relevant output 

tables 

Body system/ 
Classification 

AESI SMR≥2 and 
≥5 

Spikevax-
exposed 
cases in 
some 
database-
specific 

analyses 

Appendix tables with 
details of results 

Auto-immune 
diseases 

Guillain-Barré Syndrome (GBS) No Appendix Table 4.1 

Acute disseminated encephalomyelitis 

(ADEM) 

No Appendix Table 4.2 

Narcolepsy No Appendix Table 4.3 

Acute aseptic arthritis No Appendix Table 4.4 

Diabetes type 1 No Appendix Table 4.5 

(Idiopathic) Thrombocytopenia  No Appendix Table 4.6 

Cardiovascular 
system 

Microangiopathy No Appendix Table 4.7 

Heart failure Yes Appendix Table 4.8 

Stress-induced cardiomyopathy No Appendix Table 4.9 

Coronary artery disease Yes Appendix Table 4.10 

Arrhythmia Yes Appendix Table 4.11 

Myocarditis Yes Appendix Table 4.12 

Pericarditis Yes Appendix Table 4.13 

Cerebrovascular disease No Appendix Table 4.14 

Circulatory 
system 

Deep vein thrombosis (DVT) No Appendix Table 4.15 

Pulmonary embolism (PE) Yes Appendix Table 4.16 

Single Organ Cutaneous Vasculitis No Appendix Table 4.17 

Cerebral venous sinus thrombosis (CVST)  No Appendix Table 4.18 

Splanchnic vein thrombosis (SVT) No Appendix Table 4.19 

Coagulation disorders Yes Appendix Table 4.20 

Disseminated intravascular coagulation 
(DIC) 

No Appendix Table 4.21 

Kawasaki disease No Appendix Table 4.22 

Hepato-
gastrointestinal 
and renal system 

Acute liver injury No Appendix Table 4.23 

Acute kidney injury Yes Appendix Table 4.24 

Nerves and 
central nervous 
system 

Generalised convulsions Yes Appendix Table 4.25 

Encephalitis/meningoencephalitis No Appendix Table 4.26 

Transverse myelitis No Appendix Table 4.27 

Bell’s palsy No Appendix Table 4.28 

Respiratory 
system 

Acute respiratory distress syndrome 
(ARDS) 

No Appendix Table 4.29 

Skin and mucous 
membrane, bone 

and joints 
system 

Erythema multiforme Yes Appendix Table 4.30 

Chilblain – like lesions No Appendix Table 4.31 
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Other systems Anosmia, ageusia Yes Appendix Table 4.32 

Anaphylaxis Yes Appendix Table 4.33 

Multisystem inflammatory syndrome  No Appendix Table 4.34 

Sudden death No Appendix Table 4.35 

Death of any cause Yes Appendix Table 4.36 

Abbreviations: SMR=Standardised Morbidity Ratio 

Signal detection analyses are not available for this Interim report from Spain/SIDIAP. 

10.5. Other analyses 

No other analyses reported. 

10.6. Adverse events/adverse reactions 

In this study, based on secondary use of routinely collected data from electronic health care 

records, adverse events/adverse reactions are not analysed beyond those potential events 

that are already addressed in the protocol. The reporting of suspected adverse reactions in the 

form of individual case safety reports in studies based on secondary data is not required (33, 

34). 

11. Discussion 

11.1. Key results 

This is a Second Interim Report of a multi-database study utilising routinely collected health 

data of various types in different European countries to assess safety of the Spikevax vaccine 

in Europe. This report presents selected preliminary results from the three of the total five 

per-protocol databases: Italy (ARS), Spain (SIDIAP), and the UK (CPRD) based on the 

availability of the data extraction for the purposes of this report. 

Spikevax recipients were identified between 11 January 2021 and 31 August 2021 in ARS; 

between 11 January 2021 and 30 June 2021 in Spain/SIDIAP; and between 01 April 2021 and 

06 December 2021 in UK/CPRD. 

In the ARS database, there were 348,127 eligible persons with the first dose of Spikevax; and 

229,281 persons with the second dose of Spikevax. In the SIDIAP database, there were 

235,782 persons with the first dose of Spikevax; and 174,243 persons with the second dose of 

Spikevax. In ARS and SIDIAP, fewer than five persons had record of the third dose of 

Spikevax. In the CPRD database, there were 212,310 eligible persons with the first dose of 

Spikevax; 184,168 persons with the second dose of Spikevax; and 245 persons with the third 

dose of Spikevax. Importantly, while in Italy/ARS and Spain/SIDIAP, the included Spikevax 

recipients exceeded 91% of the total population with the record of a Spikevax administration, 

in the UK/CPRD, the Spikevax recipients satisfying eligibility criteria for this study comprised 

merely 30.6% of the persons with a record of Spikevax administration, with 52.1% of those 

being excluded because of a prior record of receiving another COVID-19 vaccine. This reflects 

important differences in the country-specific Spikevax cohorts’ characteristics, which are 
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subject to secular trends in Spikevax availability and country-specific vaccination schedules 

(35, 36). The median age at first dose of Spikevax was higher in ARS (44.1 years) and in 

SIDIAP (52.6 years) than in the CPRD (32.9 years). The proportion of women with 

childbearing age ranged from 19.5% in SIDIAP to 42.3% in the CPRD, being lowest in the 

database with the earliest end of observation and highest in the database with the latest end 

of observation.  

In these preliminary analyses, age- and sex-adjusted country-specific SMRs ≥ 2.0 with ≥ 5 

exposed cases were detected for several AESIs in the ARS database and in the CPRD, as 

reported in Section 15.1; those were imprecise as evidenced by wide confidence limits, 

consistent both with presence and absence of an association. Given the multiple limitations of 

the current analysis, described in Section 11.2, AESIs identified as meeting the screening 

threshold after the avoidable limitations are addressed, will be subject to signal evaluation in 

subsequent reports. 

For Spain/SIDIAP database, only descriptive data were provided in time for inclusion in this 

Interim Report. 

11.2. Limitations 

Results presented in this report are subject to several important limitations. 

First, is its preliminary nature, adapting, for the first time the ConcePTION CDM environment 

to the study of vaccine safety (31). The algorithms to define some AESIs were used previously 

in the ACCESS project (27), while others were defined de-novo for this study within the 

VAC4EU Consortium. All AESI definitions used in the current report are based on database-

specific diagnosis codes alone, and some will undergo refinement to e.g. incorporate 

treatment proxies and health care setting; and/or benchmarking against published evidence. 

One reason for large differences among country-specific absolute rates observed for some 

AESIs in the ACCESS project are differences in health sectors generating the records in the 

underlying databases (eg. secondary sector in ARS vs. primary sector in the CPRD); other 

possible reasons include coding errors and underlying classification systems’ ability to capture 

the sought conditions. Therefore the absolute rates of any AESI reported here cannot be 

interpreted as an estimate of that AESI rate in the underlying population. AESI rates 

estimated for this report are being used in the current analysis for obtaining a relative 

estimate of association only (SMRs). Given the use of narrow AESI definitions (high 

specificity), and assuming that any misclassification of some AESI is nondifferential with 

respect to the Spikevax exposure status, the relative measures of association are expected to 

be unbiased even if sensitivity of identification is low (37). At the same time, for some AESIs 

like myocarditis, anosmia/ageusia, and anaphylaxis differential misclassification due to 

heightened detection in Spikevax vaccinees compared with the historical cohort is likely, based 

on reports of those AESIs in relation to vaccination or COVID-19 infection. This might lead to 

an overestimation of SMRs. Some associations are likely to have arisen by chance, given the 

number of comparisons for relatively few outcomes. At the same time SMRs are not indicative 

of the absolute AESI risks. AESI definitions subjected to further refinement and benchmarking 
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will be used in the next interim report. 

Second, the large number of groups and subgroups in these analyses may produce false-

positive findings due to multiple comparisons. This, by design, is the rationale for not 

interpreting signal detection results as evidence of causal relation, but as a screening tool for 

further signal evaluation. 

Third, many of the SMR estimates had low precision. It is anticipated that this may improve as 

more databases, observations, and time periods will be included in the subsequent reports. 

Fourth, given the timelines for report submission relative to the actual dates of data 

extractions, it was not feasible to implement all per-protocol quality controls in this 

preliminary, interim report. Specifically, while two programmers implemented the analyses 

supervised by investigators examining the output for internal consistency, no double 

programming was undertaken, nor were the plausibility of the observed AESI historical rates 

systematically checked against the literature. Double-programming of selected analysis steps 

in selected database will be implemented for the next interim report. 

The current study can only address safety concerns for the period with available data, 

currently at the maximum 7-8 months after vaccination. Future updates will allow formal 

assessment of potential longer-term safety concerns as more observation time accumulate. As 

the last per-protocol data extraction is scheduled for March 2023, or approximately 2 years 

after the first distribution of Spikevax, this study will assess effects occurring 2 years after 

vaccination. 

11.3. Interpretation 

Given the limitations outlined in Section 11.2, results provided in this Interim Report should be 

used only as proof of feasibility of (1) obtaining the pertinent multinational data; (2) applying 

the ConcePTION framework (CDM and quality and analysis pipeline), originally designed to 

study medication safety in pregnancy (31) to the study of the vaccine safety in the general 

population; and (3) of conducting the federated analyses on DRE. The screening analyses 

presented from the signal detection phase of the analyses are preliminary in nature, and will 

be refined through revised algorithms for the AESIs, inclusion of more databases, and the 

planned per-protocol signal evaluation. 

The differences in the database-specific patterns of the observed age- and sex-stratified SMRs 

≥ 2.0 with ≥ 5 Spikevax-exposed cases may be explained by the differences in the vaccinees’ 

characteristics (e.g., heart failure, coronary artery diseases in the older population in ARS; 

pericarditis, anaphylaxis in a relatively younger population in the CPRD). Another explanation 

includes differences in types of diagnoses used (hospital diagnoses in ARS, primary care 

diagnoses in the CPRD). Detection of a known signal of myocarditis in the CPRD but not in ARS 

may also stem from the differences in the vaccination periods. Thus, there may be under-

ascertainment in the ARS, as this association had not been described and the condition was 

likely less widely recognized at the start of vaccine rollout. Further, vaccination of the 

population at highest risk of vaccine-associated myocarditis (i.e., younger individuals, 
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particularly males) may not be well represented given that data for this interim analysis were 

only available through August 2021. Chance cannot be ruled out as the cause of some of the 

findings.  

The finding of elevated SMR estimates for death of all causes in the ARS database but (with an 

exception of a single stratum) not in the CPRD is consistent with the a strong channelling bias 

(“sick vaccinee effect”). This is expected given that the earliest vaccinees, captured by ARS 

but not captured by the CPRD, were predominantly older persons with chronic morbidities. In 

the present analysis, ARS’s coverage began in January 2021 (capturing a higher proportion of 

older vaccinees with chronic conditions per vaccination schedule), while in the CPRD the 

earliest Spikevax vaccination occurs in April 2021 (capturing a lower proportion of older 

patients with comorbidities according to the vaccination schedules) (36, 40). In December 

2020, the European Centre for Disease Prevention and Control (ECDC) identified the older age 

groups, healthcare workers, and persons with underlying chronic conditions as the priority 

groups for vaccination (40). In Italy, vaccination started in January 2021 with healthcare 

workers and socio-healthcare workers, residents and staff of long-term facilities for the 

elderly; elderly older than ages 75 - 79 years (41). Similar priority groups were defined in the 

UK, with a majority of priority groups, including care home residents and persons ages 75 

years or older receiving first vaccine dose before April 2021, the start of Spikevax use in the 

UK (35, 42). By protocol, these persons would be excluded from the present study, as is also 

suggested by the observed data. SMRs, while adjusting for sex and age category are, per 

protocol, used for screening of potential signals and are not designed to remove confounding 

by predictors of mortality including chronic diseases, obesity, alcohol use, or smoking. Nor do 

the SMR estimates in this analyses account for calendar time in this setting of known strong 

secular trends. Elevated all-cause mortality has not been reported for Spikevax in either 

randomised trials (5) or in observational data, such as a Center for Disease Control (CDC) 

study of seven Integrated Health Care Organizations, in December 2020–July 31, 2021. The 

latter analysis showed a 60-80% reduction in the non–COVID-19 mortality with Spikevax 

vaccination (43). Cause-of-death data are not available for this analysis. 

Per protocol, AESIs with SMRs ≥ 2.0 and ≥5 Spikevax-exposed cases are those to be 

subjected to a formal signal evaluation. Thus, SMRs are not designed for any causal inference 

regarding an association between Spikevax receipt and occurrence of a given AESI. Per-

protocol formal signal evaluation will be undertaken in subsequent reports using the per-

protocol defined AESI-appropriate study designs.  

11.4. Generalisability 

Any results presented in this report are based on the data collected in the first several months 

following the launch of Spikevax and cover two out of five participating countries. Given the 

changing vaccination schedules, and the preliminary nature of the analysis due to lack of 

formal epidemiologic evaluation to control confounding, channelling bias, or secular trends, 

the results presented here should not be generalized to other countries or periods of 

vaccination. 
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12. Other information 

None. 

13. Conclusion 

The results reported here should be considered preliminary and are not interpretable as 

indicative of any changes to the current benefit-risk profile of Spikevax. Results inclusive of all 

participating countries and all study objectives will be presented and interpreted in the Final 

Study Report. 
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15. Appendices 

15.1. Appendix 1. Output Tables 

Appendix Table 1.A. Description of the selection of the historical cohort and Spikevax cohort for estimation of standardized 

morbidity ratios in the signal detection for Italy. 

Historical cohort Spikevax cohorts according to dose 

Description of 

inclusion/exclusio

n criteria 
N(%) 

Description 

of 

inclusion/ex

clusion 

criteria 

First dose 

N(%) 
Second dose 

N(%) 

Base population  
Base 

population   

Persons 

registered in 

the database on 

1/1/2017 or born 

in the database 

1/1/2017-

31/12/2019 

3,611,557 

(100%) 

Persons 

vaccinated 

with the 

specified 

dose of 

Spikevax 

368,777 

(100%) 
235,872 

(100%) 

Exclusions  Exclusions   
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Historical cohort Spikevax cohorts according to dose 

Not available in 

the database 

1/1/2015-

31/12/2016 or 

not born in 

database during 

the period 

1/1/2015-

31/12/2019 (for 

persons born 

1/1/2015-

31/12/2019) 

170,922 

(4.7%) 

Not 

available 

in the 

database or 

not born in 

database 

during the 

period 1 

day until 

730 days 

before the 

date of 

Spikevax 

vaccination 

18,034 

(4.9%) 
6,581 (2.8%) 

No information 

on date of birth 
0 (0.0%) 

No 

information 

on date of 

birth 

0 (0.0%) 0 (0.0%) 

Sex defined as 

other/unknown 
0 (0.0%) 

Sex defined 

as 

other/unkno

wn 

0 (0.0%) 0 (0.0%) 
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Historical cohort Spikevax cohorts according to dose 

  

Vaccinated 

with 

another 

COVID-19 

vaccine 

before the 

date of 

Spikevax 

vaccination 

2,616 (0.7%) 10 (0.0%) 

Persons included 

before exclusions 

due to previous 

AESIs 

3,440,635 

(95.3%) 

Persons 

included 

before 

exclusions 

due to 

previous 

AESIs 

348,127 

(94.4%) 
229,281 

(97.2%) 

Exclusions and 

final study 

population for 

each AESI 

 

Exclusions 

and final 

study 

population 

for each 

AESI 

  

Guillain-Barré 

Syndrome  

Guillain-

Barré 

Syndrome 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

75 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

6 (0.0%) 6 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,560 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,121 

(94.4%) 
229,275 

(97.2%) 

Acute 

disseminated 

encephalomyeliti

s 

 

Acute 

disseminate

d 

encephalomy

elitis 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,635 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Narcolepsy  Narcolepsy   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

9 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,626 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Acute aseptic 

arthritis  

Acute 

aseptic 

arthritis 
  

50



 

Page 51 of 1342 

Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

24 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 <5 

Persons 

included in 

analysis of the 

specified AESI 

3,440,611 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~348,130 

(94.4%) 
~229,285 

(97.2%) 

Diabetes type 1  
Diabetes 

type 1   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,635 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Idiopathic 

Thrombocytopenia  

Idiopathic 

Thrombocyto

penia 
  

52



 

Page 53 of 1342 

Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,635 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Microangiopathy  
Microangiop

athy   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

7 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,628 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Heart failure  
Heart 

failure   

54



 

Page 55 of 1342 

Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

7,853 (0.2%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

311 (0.1%) 289 (0.1%) 

Persons 

included in 

analysis of the 

specified AESI 

3,432,782 

(95.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

347,816 

(94.3%) 
228,992 

(97.1%) 

Stress-induced 

cardiomyopathy  

Stress-

induced 

cardiomyopa

thy 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,635 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Coronary artery 

disease  

Coronary 

artery 

disease 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

13,919 

(0.4%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

1,265 (0.3%) 1,147 (0.5%) 

Persons 

included in 

analysis of the 

specified AESI 

3,426,716 

(94.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

346,862 

(94.1%) 
228,134 

(96.7%) 

Arrhythmia  Arrhythmia   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

12,523 

(0.3%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

594 (0.2%) 550 (0.2%) 

Persons 

included in 

analysis of the 

specified AESI 

3,428,112 

(94.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

347,533 

(94.2%) 
228,731 

(97.0%) 

Myocarditis  Myocarditis   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

3,967 (0.1%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

161 (0.0%) 146 (0.1%) 

Persons 

included in 

analysis of the 

specified AESI 

3,436,668 

(95.2%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

347,966 

(94.4%) 
229,135 

(97.1%) 

Pericarditis  
Pericarditi

s   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

35 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 <5 

Persons 

included in 

analysis of the 

specified AESI 

3,440,600 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~348,130 

(94.4%) 
~229,285 

(97.2%) 

Cerebrovascular 

disease  

Cerebrovasc

ular 

disease 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

11,018 

(0.3%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

601 (0.2%) 507 (0.2%) 

Persons 

included in 

analysis of the 

specified AESI 

3,429,617 

(95.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

347,526 

(94.2%) 
228,774 

(97.0%) 

Deep vein 

thrombosis  
Deep vein 

thrombosis   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

174 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 <5 

Persons 

included in 

analysis of the 

specified AESI 

3,440,461 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~348,125 

(94.4%) 
~229,280 

(97.2%) 

Pulmonary 

embolism  
Pulmonary 

embolism   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,635 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Single Organ 

Cutaneous 

Vasculitis 
 

Single 

Organ 

Cutaneous 

Vasculitis 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

22 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 <5 

Persons 

included in 

analysis of the 

specified AESI 

3,440,613 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~348,130 

(94.4%) 
~229,280 

(97.2%) 

Cerebral venous 

sinus thrombosis  

Cerebral 

venous 

sinus 

thrombosis 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

42 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 <5 

Persons 

included in 

analysis of the 

specified AESI 

3,440,593 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~348,130 

(94.4%) 
~229,285 

(97.2%) 

Splanchnic vein 

thrombosis  

Splanchnic 

vein 

thrombosis 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

1,393 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

122 (0.0%) 103 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,439,242 

(95.2%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,005 

(94.4%) 
229,178 

(97.2%) 

Coagulation 

disorders  
Coagulation 

disorders   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

6,588 (0.2%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

487 (0.1%) 412 (0.2%) 

Persons 

included in 

analysis of the 

specified AESI 

3,434,047 

(95.1%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

347,640 

(94.3%) 
228,869 

(97.0%) 

Disseminated 

intravascular 

coagulation 
 

Disseminate

d 

intravascul

ar 

coagulation 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,635 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Kawasaki disease  
Kawasaki 

disease   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

40 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,595 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Acute liver 

injury  
Acute liver 

injury   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

269 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

21 (0.0%) 14 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,366 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,106 

(94.4%) 
229,267 

(97.2%) 

Acute kidney 

injury  

Acute 

kidney 

injury 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

2,428 (0.1%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

399 (0.1%) 367 (0.2%) 

Persons 

included in 

analysis of the 

specified AESI 

3,438,207 

(95.2%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

347,728 

(94.3%) 
228,914 

(97.1%) 

Generalised 

convulsions  
Generalised 

convulsions   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

1,724 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

114 (0.0%) 74 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,438,911 

(95.2%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,013 

(94.4%) 
229,207 

(97.2%) 

Encephalitis/men

ingoencephalitis  

Encephaliti

s/meningoen

cephalitis 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

14 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 <5 

Persons 

included in 

analysis of the 

specified AESI 

3,440,621 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~348,125 

(94.4%) 
~229,280 

(97.2%) 

Transverse 

myelitis  
Transverse 

myelitis   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,635 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Bell’s palsy  
Bell’s 

palsy   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

<5 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

~3,440,635 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Acute 

respiratory 

distress 

syndrome 

 

Acute 

respiratory 

distress 

syndrome 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,635 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Erythema 

multiforme  
Erythema 

multiforme   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,635 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Chilblain – like 

lesions  

Chilblain – 

like 

lesions 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,635 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Anosmia/ageusia  
Anosmia/age

usia   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,635 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Anaphylaxis  Anaphylaxis   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

107 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

5 (0.0%) <5 

Persons 

included in 

analysis of the 

specified AESI 

3,440,528 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,122 

(94.4%) 
~229,280 

(97.2%) 

Multisystem 

inflammatory 

syndrome 
 

Multisystem 

inflammator

y syndrome 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,635 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Sudden death  
Sudden 

death   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,635 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Death of any 

cause  
Death of 

any cause   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

3,440,635 

(95.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

348,127 

(94.4%) 
229,281 

(97.2%) 

Abbreviations: ~=approximation Note: approximation is done when one of the related numbers are 
between 1 and 4 to adhere to data protection rules from each database. 
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Appendix Table 1.B. Description of the selection of the historical cohort and Spikevax cohort for estimation of standardized 
morbidity ratios in the signal detection for Spain. 

Historical cohort Spikevax cohorts according to dose 

Description of 

inclusion/exclusio

n criteria 
N(%) 

Description 

of 

inclusion/ex

clusion 

criteria 

First dose 

N(%) 
Second dose 

N(%) 

Base population  
Base 

population   

Persons 

registered in 

the database on 

1/1/2017 or born 

in the database 

1/1/2017-

31/12/2019 

5,917,668 

(100%) 

Persons 

vaccinated 

with the 

specified 

dose of 

Spikevax 

258,735 

(100%) 
190,484 

(100%) 

Exclusions  Exclusions   
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Historical cohort Spikevax cohorts according to dose 

Not available in 

the database 

1/1/2015-

31/12/2016 or 

not born in 

database during 

the period 

1/1/2015-

31/12/2019 (for 

persons born 

1/1/2015-

31/12/2019) 

184,072 

(3.1%) 

Not 

available 

in the 

database or 

not born in 

database 

during the 

period 1 

day until 

730 days 

before the 

date of 

Spikevax 

vaccination 

3,467 (1.3%) 1,834 (1.0%) 

No information 

on date of birth 
0 (0.0%) 

No 

information 

on date of 

birth 

19,414 

(7.5%) 
14,399 

(7.6%) 

Sex defined as 

other/unknown 
0 (0.0%) 

Sex defined 

as 

other/unkno

wn 

0 (0.0%) 0 (0.0%) 
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Historical cohort Spikevax cohorts according to dose 

  

Vaccinated 

with 

another 

COVID-19 

vaccine 

before the 

date of 

Spikevax 

vaccination 

72 (0.0%) 8 (0.0%) 

Persons included 

before exclusions 

due to previous 

AESIs 

5,733,596 

(96.9%) 

Persons 

included 

before 

exclusions 

due to 

previous 

AESIs 

235,782 

(91.1%) 
174,243 

(91.5%) 

Exclusions and 

final study 

population for 

each AESI 

 

Exclusions 

and final 

study 

population 

for each 

AESI 

  

Guillain-Barré 

Syndrome  

Guillain-

Barré 

Syndrome 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

364 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

44 (0.0%) 35 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,232 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,738 

(91.1%) 
174,208 

(91.5%) 

Acute 

disseminated 

encephalomyeliti

s 

 

Acute 

disseminate

d 

encephalomy

elitis 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

6 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 <5 

Persons 

included in 

analysis of the 

specified AESI 

5,733,590 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~235,780 

(91.1%) 
~174,245 

(91.5%) 

Narcolepsy  Narcolepsy   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

140 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

12 (0.0%) 9 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,456 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,770 

(91.1%) 
174,234 

(91.5%) 

Acute aseptic 

arthritis  

Acute 

aseptic 

arthritis 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

44,853 

(0.8%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

1,876 (0.7%) 1,601 (0.8%) 

Persons 

included in 

analysis of the 

specified AESI 

5,688,743 

(96.1%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

233,906 

(90.4%) 
172,642 

(90.6%) 

Diabetes type 1  
Diabetes 

type 1   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

423 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

11 (0.0%) 7 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,173 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,771 

(91.1%) 
174,236 

(91.5%) 

Idiopathic 

Thrombocytopenia  

Idiopathic 

Thrombocyto

penia 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,596 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Microangiopathy  
Microangiop

athy   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

277 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

77 (0.0%) 66 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,319 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,705 

(91.1%) 
174,177 

(91.4%) 

Heart failure  
Heart 

failure   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

40,567 

(0.7%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

2,003 (0.8%) 1,766 (0.9%) 

Persons 

included in 

analysis of the 

specified AESI 

5,693,029 

(96.2%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

233,779 

(90.4%) 
172,477 

(90.5%) 

Stress-induced 

cardiomyopathy  

Stress-

induced 

cardiomyopa

thy 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,596 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Coronary artery 

disease  

Coronary 

artery 

disease 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

7,174 (0.1%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

607 (0.2%) 521 (0.3%) 

Persons 

included in 

analysis of the 

specified AESI 

5,726,422 

(96.8%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,175 

(90.9%) 
173,722 

(91.2%) 

Arrhythmia  Arrhythmia   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

54,995 

(0.9%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

2,536 (1.0%) 2,061 (1.1%) 

Persons 

included in 

analysis of the 

specified AESI 

5,678,601 

(96.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

233,246 

(90.1%) 
172,182 

(90.4%) 

Myocarditis  Myocarditis   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

186 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

39 (0.0%) 31 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,410 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,743 

(91.1%) 
174,212 

(91.5%) 

Pericarditis  
Pericarditi

s   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

2,717 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

194 (0.1%) 154 (0.1%) 

Persons 

included in 

analysis of the 

specified AESI 

5,730,879 

(96.8%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,588 

(91.1%) 
174,089 

(91.4%) 

Cerebrovascular 

disease  

Cerebrovasc

ular 

disease 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

22,268 

(0.4%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

1,035 (0.4%) 895 (0.5%) 

Persons 

included in 

analysis of the 

specified AESI 

5,711,328 

(96.5%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

234,747 

(90.7%) 
173,348 

(91.0%) 

Deep vein 

thrombosis  
Deep vein 

thrombosis   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

157 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

8 (0.0%) 5 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,439 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,774 

(91.1%) 
174,238 

(91.5%) 

Pulmonary 

embolism  
Pulmonary 

embolism   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

7 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,589 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Single Organ 

Cutaneous 

Vasculitis 
 

Single 

Organ 

Cutaneous 

Vasculitis 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,596 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Cerebral venous 

sinus thrombosis  

Cerebral 

venous 

sinus 

thrombosis 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,596 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Splanchnic vein 

thrombosis  

Splanchnic 

vein 

thrombosis 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

482 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

218 (0.1%) 185 (0.1%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,114 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,564 

(91.0%) 
174,058 

(91.4%) 

Coagulation 

disorders  
Coagulation 

disorders   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

15,881 

(0.3%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

1,059 (0.4%) 910 (0.5%) 

Persons 

included in 

analysis of the 

specified AESI 

5,717,715 

(96.6%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

234,723 

(90.7%) 
173,333 

(91.0%) 

Disseminated 

intravascular 

coagulation 
 

Disseminate

d 

intravascul

ar 

coagulation 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

184 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

21 (0.0%) 16 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,412 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,761 

(91.1%) 
174,227 

(91.5%) 

Kawasaki disease  
Kawasaki 

disease   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,596 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Acute liver 

injury  
Acute liver 

injury   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,596 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Acute kidney 

injury  

Acute 

kidney 

injury 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,596 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Generalised 

convulsions  
Generalised 

convulsions   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

2,129 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 <5 

Persons 

included in 

analysis of the 

specified AESI 

5,731,467 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~235,785 

(91.1%) 
~174,245 

(91.5%) 

Encephalitis/men

ingoencephalitis  

Encephaliti

s/meningoen

cephalitis 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

8 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 <5 

Persons 

included in 

analysis of the 

specified AESI 

5,733,588 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~235,780 

(91.1%) 
~174,245 

(91.5%) 

Transverse 

myelitis  
Transverse 

myelitis   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

76 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

13 (0.0%) 13 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,520 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,769 

(91.1%) 
174,230 

(91.5%) 

Bell’s palsy  
Bell’s 

palsy   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,596 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Acute 

respiratory 

distress 

syndrome 

 

Acute 

respiratory 

distress 

syndrome 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,596 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Erythema 

multiforme  
Erythema 

multiforme   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,596 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Chilblain – like 

lesions  

Chilblain – 

like 

lesions 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,596 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Anosmia/ageusia  
Anosmia/age

usia   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,596 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Anaphylaxis  Anaphylaxis   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,596 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Multisystem 

inflammatory 

syndrome 
 

Multisystem 

inflammator

y syndrome 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,596 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Sudden death  
Sudden 

death   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,596 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Death of any 

cause  
Death of 

any cause   
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

5,733,596 

(96.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

235,782 

(91.1%) 
174,243 

(91.5%) 

Abbreviations: ~=approximation Note: approximation is done when one of the related numbers are 
between 1 and 4 to adhere to data protection rules from each database. 
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Appendix Table 1.C. Description of the selection of the historical cohort and Spikevax cohort for estimation of standardized 
morbidity ratios in the signal detection for United Kingdom. 

Historical cohort Spikevax cohorts according to dose 

Description of 

inclusion/exclusio

n criteria 
N(%) 

Description 

of 

inclusion/ex

clusion 

criteria 

First dose 

N(%) 
Second dose 

N(%) 
Third dose 

N(%) 

Base population  
Base 

population    

Persons 

registered in 

the database on 

1/1/2017 or born 

in the database 

1/1/2017-

31/12/2019 

13,342,675 

(100%) 

Persons 

vaccinated 

with the 

specified 

dose of 

Spikevax 

693,952 

(100%) 
256,910 

(100%) 
336 (100%) 

Exclusions  Exclusions    
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Historical cohort Spikevax cohorts according to dose 

Not available in 

the database 

1/1/2015-

31/12/2016 or 

not born in 

database during 

the period 

1/1/2015-

31/12/2019 (for 

persons born 

1/1/2015-

31/12/2019) 

2,139,565 

(16.0%) 

Not 

available 

in the 

database or 

not born in 

database 

during the 

period 1 

day until 

730 days 

before the 

date of 

Spikevax 

vaccination 

119,895 

(17.3%) 
72,563 

(28.2%) 
>85 

No information 

on date of birth 
0 (0.0%) 

No 

information 

on date of 

birth 

0 (0.0%) 0 (0.0%) 0 (0.0%) 

Sex defined as 

other/unknown 
225 (0.0%) 

Sex defined 

as 

other/unkno

wn 

22 (0.0%) 17 (0.0%) 0 (0.0%) 
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Historical cohort Spikevax cohorts according to dose 

  

Vaccinated 

with 

another 

COVID-19 

vaccine 

before the 

date of 

Spikevax 

vaccination 

361,725 

(52.1%) 
162 (0.1%) <5 

Persons included 

before exclusions 

due to previous 

AESIs 

11,202,885 

(84.0%) 

Persons 

included 

before 

exclusions 

due to 

previous 

AESIs 

212,310 

(30.6%) 
184,168 

(71.7%) 
245 (72.9%) 

Exclusions and 

final study 

population for 

each AESI 

 

Exclusions 

and final 

study 

population 

for each 

AESI 

   

Guillain-Barré 

Syndrome  

Guillain-

Barré 

Syndrome 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

577 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 <5 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,202,308 

(84.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~212,310 

(30.6%) 
~184,170 

(71.7%) 
245 (72.9%) 

Acute 

disseminated 

encephalomyeliti

s 

 

Acute 

disseminate

d 

encephalomy

elitis 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

42 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,202,843 

(84.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,310 

(30.6%) 
184,168 

(71.7%) 
245 (72.9%) 

Narcolepsy  Narcolepsy    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

513 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

16 (0.0%) 14 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,202,372 

(84.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,294 

(30.6%) 
184,154 

(71.7%) 
245 (72.9%) 

Acute aseptic 

arthritis  

Acute 

aseptic 

arthritis 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

136,570 

(1.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

878 (0.1%) 761 (0.3%) <5 

Persons 

included in 

analysis of the 

specified AESI 

11,066,315 

(82.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

211,432 

(30.5%) 
183,407 

(71.4%) 
~245 (72.9%) 

Diabetes type 1  
Diabetes 

type 1    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

32,869 

(0.2%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

79 (0.0%) 56 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,170,016 

(83.7%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,231 

(30.6%) 
184,112 

(71.7%) 
245 (72.9%) 

Idiopathic 

Thrombocytopenia  

Idiopathic 

Thrombocyto

penia 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

1,783 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

14 (0.0%) 14 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,201,102 

(83.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,296 

(30.6%) 
184,154 

(71.7%) 
245 (72.9%) 

Microangiopathy  
Microangiop

athy    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

357 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,202,528 

(84.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~212,310 

(30.6%) 
184,168 

(71.7%) 
245 (72.9%) 

Heart failure  
Heart 

failure    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

62,353 

(0.5%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

47 (0.0%) 35 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,140,532 

(83.5%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,263 

(30.6%) 
184,133 

(71.7%) 
245 (72.9%) 

Stress-induced 

cardiomyopathy  

Stress-

induced 

cardiomyopa

thy 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

360 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,202,525 

(84.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,310 

(30.6%) 
184,168 

(71.7%) 
245 (72.9%) 

Coronary artery 

disease  

Coronary 

artery 

disease 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

69,763 

(0.5%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

56 (0.0%) 34 (0.0%) <5 

Persons 

included in 

analysis of the 

specified AESI 

11,133,122 

(83.4%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,254 

(30.6%) 
184,134 

(71.7%) 
~245 (72.9%) 

Arrhythmia  Arrhythmia    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

159,577 

(1.2%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

437 (0.1%) 388 (0.2%) <5 

Persons 

included in 

analysis of the 

specified AESI 

11,043,308 

(82.8%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

211,873 

(30.5%) 
183,780 

(71.5%) 
~245 (72.9%) 

Myocarditis  Myocarditis    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

766 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

14 (0.0%) 13 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,202,119 

(84.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,296 

(30.6%) 
184,155 

(71.7%) 
245 (72.9%) 

Pericarditis  
Pericarditi

s    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

2,117 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

56 (0.0%) 46 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,200,768 

(83.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,254 

(30.6%) 
184,122 

(71.7%) 
245 (72.9%) 

Cerebrovascular 

disease  

Cerebrovasc

ular 

disease 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

82,382 

(0.6%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

129 (0.0%) 101 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,120,503 

(83.3%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,181 

(30.6%) 
184,067 

(71.6%) 
245 (72.9%) 

Deep vein 

thrombosis  
Deep vein 

thrombosis    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

40,105 

(0.3%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

132 (0.0%) 113 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,162,780 

(83.7%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,178 

(30.6%) 
184,055 

(71.6%) 
245 (72.9%) 

Pulmonary 

embolism  
Pulmonary 

embolism    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

15,750 

(0.1%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

64 (0.0%) 51 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,187,135 

(83.8%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,246 

(30.6%) 
184,117 

(71.7%) 
245 (72.9%) 

Single Organ 

Cutaneous 

Vasculitis 
 

Single 

Organ 

Cutaneous 

Vasculitis 

   

143



 

Page 144 of 1342 

Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

1,956 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

7 (0.0%) 5 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,200,929 

(83.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,303 

(30.6%) 
184,163 

(71.7%) 
245 (72.9%) 

Cerebral venous 

sinus thrombosis  

Cerebral 

venous 

sinus 

thrombosis 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

209 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 <5 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,202,676 

(84.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~212,310 

(30.6%) 
~184,170 

(71.7%) 
245 (72.9%) 

Splanchnic vein 

thrombosis  

Splanchnic 

vein 

thrombosis 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

434 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 <5 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,202,451 

(84.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~212,310 

(30.6%) 
~184,170 

(71.7%) 
245 (72.9%) 

Coagulation 

disorders  
Coagulation 

disorders    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

60,276 

(0.5%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

100 (0.0%) 67 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,142,609 

(83.5%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,210 

(30.6%) 
184,101 

(71.7%) 
245 (72.9%) 

Disseminated 

intravascular 

coagulation 
 

Disseminate

d 

intravascul

ar 

coagulation 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

17 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,202,868 

(84.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,310 

(30.6%) 
184,168 

(71.7%) 
245 (72.9%) 

Kawasaki disease  
Kawasaki 

disease    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

238 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,202,647 

(84.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~212,310 

(30.6%) 
184,168 

(71.7%) 
245 (72.9%) 

Acute liver 

injury  
Acute liver 

injury    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

53,193 

(0.4%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

511 (0.1%) 438 (0.2%) <5 

Persons 

included in 

analysis of the 

specified AESI 

11,149,692 

(83.6%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

211,799 

(30.5%) 
183,730 

(71.5%) 
~245 (72.9%) 

Acute kidney 

injury  

Acute 

kidney 

injury 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

30,912 

(0.2%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

344 (0.0%) 302 (0.1%) <5 

Persons 

included in 

analysis of the 

specified AESI 

11,171,973 

(83.7%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

211,966 

(30.5%) 
183,866 

(71.6%) 
~245 (72.9%) 

Generalised 

convulsions  
Generalised 

convulsions    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

17,972 

(0.1%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

203 (0.0%) 164 (0.1%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,184,913 

(83.8%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,107 

(30.6%) 
184,004 

(71.6%) 
245 (72.9%) 

Encephalitis/men

ingoencephalitis  

Encephaliti

s/meningoen

cephalitis 
   

152



 

Page 153 of 1342 

Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

639 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 <5 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,202,246 

(84.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~212,310 

(30.6%) 
~184,170 

(71.7%) 
245 (72.9%) 

Transverse 

myelitis  
Transverse 

myelitis    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

515 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 <5 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,202,370 

(84.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~212,310 

(30.6%) 
~184,170 

(71.7%) 
245 (72.9%) 

Bell’s palsy  
Bell’s 

palsy    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

7,733 (0.1%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

130 (0.0%) 110 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,195,152 

(83.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,180 

(30.6%) 
184,058 

(71.6%) 
245 (72.9%) 

Acute 

respiratory 

distress 

syndrome 

 

Acute 

respiratory 

distress 

syndrome 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

1,144 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

<5 <5 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,201,741 

(84.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

~212,310 

(30.6%) 
~184,170 

(71.7%) 
245 (72.9%) 

Erythema 

multiforme  
Erythema 

multiforme    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

2,030 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

20 (0.0%) 19 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,200,855 

(83.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,290 

(30.6%) 
184,149 

(71.7%) 
245 (72.9%) 

Chilblain – like 

lesions  

Chilblain – 

like 

lesions 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

4,902 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

124 (0.0%) 115 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,197,983 

(83.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,186 

(30.6%) 
184,053 

(71.6%) 
245 (72.9%) 

Anosmia/ageusia  
Anosmia/age

usia    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

6,479 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

381 (0.1%) 329 (0.1%) <5 

Persons 

included in 

analysis of the 

specified AESI 

11,196,406 

(83.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

211,929 

(30.5%) 
183,839 

(71.6%) 
~245 (72.9%) 

Anaphylaxis  Anaphylaxis    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

12,321 

(0.1%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

135 (0.0%) 115 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,190,564 

(83.9%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,175 

(30.6%) 
184,053 

(71.6%) 
245 (72.9%) 

Multisystem 

inflammatory 

syndrome 
 

Multisystem 

inflammator

y syndrome 
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,202,885 

(84.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,310 

(30.6%) 
184,168 

(71.7%) 
245 (72.9%) 

Sudden death  
Sudden 

death    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,202,885 

(84.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,310 

(30.6%) 
184,168 

(71.7%) 
245 (72.9%) 

Death of any 

cause  
Death of 

any cause    
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Historical cohort Spikevax cohorts according to dose 

Excluded due to 

specified AESI 

during the 

period 1 day 

until 730 days 

before the date 

of inclusion 

0 (0.0%) 

Excluded 

due to 

specified 

AESI 

during 

the 

period 1 

day until 

730 days 

before 

the date 

of 

Spikevax 

vaccinati

on 

0 (0.0%) 0 (0.0%) 0 (0.0%) 

Persons 

included in 

analysis of the 

specified AESI 

11,202,885 

(84.0%) 

Persons 

included 

in 

analysis 

of the 

specified 

AESI 

212,310 

(30.6%) 
184,168 

(71.7%) 
245 (72.9%) 

Abbreviations: ~=approximation Note: approximation is done when one of the related numbers are between 1 and 4 to 
adhere to data protection rules from each database. 
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Appendix Table 3.A. Characteristics of persons included in the signal detection (before exclusions due to AESIs before start of 
follow-up) in Italy. 

  
Spikevax 

recipients first 
dose 

Spikevax 
recipients 

second dose 

Comparison 
cohort 

Total, N (%) 
348,127 

(100%) 
229,281 

(100%) 
3,440,635 

(100%) 

Sex, N (%)    

Female 
167,079 

(48.0%) 
110,639 

(48.3%) 
1,792,879 

(52.1%) 

Male 
181,048 

(52.0%) 
118,642 

(51.7%) 
1,647,756 

(47.9%) 

Age    

Mean (SD) 44.1 (17.3) 49.1 (16.2) 46.7 (24.5) 

Median (Q1-Q3) 
44.1 (30.1-

58.0) 
48.4 (38.4-

59.5) 
48.6 (28.3-

66.0) 

Age groups, N (%)    

Children and 

adolescents 
21,608 

(6.2%) 
320 (0.1%) 

570,446 

(16.6%) 

<12 years 9 (0.0%) 0 (0.0%) 
402,019 

(11.7%) 

12-17 years 
21,599 

(6.2%) 
320 (0.1%) 

168,427 

(4.9%) 
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Spikevax 

recipients first 
dose 

Spikevax 
recipients 

second dose 

Comparison 
cohort 

Adults (18-64 

years) 
280,174 

(80.5%) 
184,928 

(80.7%) 
1,968,929 

(57.2%) 

18-24 years 
43,610 

(12.5%) 
25,220 

(11.0%) 
195,209 

(5.7%) 

25-34 years 
38,656 

(11.1%) 
17,237 

(7.5%) 
306,661 

(8.9%) 

35-44 years 
78,507 

(22.6%) 
52,932 

(23.1%) 
453,614 

(13.2%) 

45-54 years 
58,834 

(16.9%) 
36,881 

(16.1%) 
552,789 

(16.1%) 

55-64 years 
60,567 

(17.4%) 
52,658 

(23.0%) 
460,656 

(13.4%) 

Elderly (≥ 65 

years) 
46,345 

(13.3%) 
44,033 

(19.2%) 
901,260 

(26.2%) 

65-74 years 
33,562 

(9.6%) 
31,936 

(13.9%) 
421,940 

(12.3%) 

75-79 years 
11,265 

(3.2%) 
10,743 

(4.7%) 
189,011 

(5.5%) 

≥ 80 years 1,518 (0.4%) 1,354 (0.6%) 
290,309 

(8.4%) 

Women of 

childbearing age, 

N (%) 

106,877 

(30.7%) 
58,814 

(25.7%) 
703,491 

(20.4%) 
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Spikevax 

recipients first 
dose 

Spikevax 
recipients 

second dose 

Comparison 
cohort 

Patients with 

unstable health 

conditions and 

morbidities, N (%) 

7,295 (2.1%) 6,278 (2.7%) 
102,135 

(3.0%) 

Patients with 

autoimmune or 

inflammatory 

disorders, N (%) 

1,522 (0.4%) 1,186 (0.5%) 
10,623 

(0.3%) 

Indicators of 

immunocompromised 

status, N (%) 
2,946 (0.8%) 2,539 (1.1%) 

15,881 

(0.5%) 

Patients 

previously 

diagnosed with 

COVID-19 

infection, N (%) 

20,082 

(5.8%) 
4,470 (1.9%) NA 

Abbreviations: NA=not available. 
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Appendix Table 3.B. Characteristics of persons included in the signal detection (before exclusions due to AESIs before start of 
follow-up) in Spain. 

  
Spikevax 

recipients first 
dose 

Spikevax 
recipients 

second dose 

Comparison 
cohort 

Total, N (%) 
235,782 

(100%) 
174,243 

(100%) 
5,733,596 

(100%) 

Sex, N (%)    

Female 
121,569 

(51.6%) 
92,588 

(53.1%) 
2,901,129 

(50.6%) 

Male 
114,213 

(48.4%) 
81,655 

(46.9%) 
2,832,467 

(49.4%) 

Age    

Mean (SD) 51.7 (12.5) 54.0 (12.5) -Inf (NA) 

Median (Q1-Q3) 
52.6 (45.9-

57.3) 
54.1 (50.0-

58.7) 
39.9 (16.9-

57.3) 

Age groups, N (%)    

Children and 

adolescents 
261 (0.1%) 123 (0.1%) 

1,487,192 

(25.9%) 

<12 years 0 (0.0%) 0 (0.0%) 
1,177,996 

(20.5%) 

12-17 years 261 (0.1%) 123 (0.1%) 
309,196 

(5.4%) 
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Spikevax 

recipients first 
dose 

Spikevax 
recipients 

second dose 

Comparison 
cohort 

Adults (18-64 

years) 
203,640 

(86.4%) 
143,621 

(82.4%) 
3,273,529 

(57.1%) 

18-24 years 8,231 (3.5%) 5,981 (3.4%) 
336,095 

(5.9%) 

25-34 years 
17,335 

(7.4%) 
8,843 (5.1%) 

604,357 

(10.5%) 

35-44 years 
29,280 

(12.4%) 
14,519 

(8.3%) 
915,725 

(16.0%) 

45-54 years 
94,879 

(40.2%) 
66,619 

(38.2%) 
800,829 

(14.0%) 

55-64 years 
53,915 

(22.9%) 
47,659 

(27.4%) 
616,523 

(10.8%) 

Elderly (≥ 65 

years) 
31,881 

(13.5%) 
30,499 

(17.5%) 
972,875 

(17.0%) 

65-74 years 
24,710 

(10.5%) 
23,477 

(13.5%) 
486,472 

(8.5%) 

75-79 years 4,121 (1.7%) 4,051 (2.3%) 
164,905 

(2.9%) 

≥ 80 years 3,050 (1.3%) 2,971 (1.7%) 
321,498 

(5.6%) 

Women of 

childbearing age, 

N (%) 

45,989 

(19.5%) 
27,410 

(15.7%) 
1,260,398 

(22.0%) 
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Spikevax 

recipients first 
dose 

Spikevax 
recipients 

second dose 

Comparison 
cohort 

Patients with 

unstable health 

conditions and 

morbidities, N (%) 

29,230 

(12.4%) 
24,376 

(14.0%) 
511,333 

(8.9%) 

Patients with 

autoimmune or 

inflammatory 

disorders, N (%) 

6,777 (2.9%) 5,854 (3.4%) 
58,492 

(1.0%) 

Indicators of 

immunocompromised 

status, N (%) 

10,199 

(4.3%) 
8,684 (5.0%) 

102,903 

(1.8%) 

Patients 

previously 

diagnosed with 

COVID-19 

infection, N (%) 

22,900 

(9.7%) 
11,467 

(6.6%) 
NA 

Abbreviations: NA=not available. 
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Appendix Table 3.C. Characteristics of persons included in the signal detection (before exclusions due to AESIs before start of 
follow-up) in United Kingdom. 

  
Spikevax 

recipients first 
dose 

Spikevax 
recipients 

second dose 

Spikevax 
recipients third 

dose 

Comparison 
cohort 

Total, N (%) 
212,310 

(100%) 
184,168 

(100%) 
245 (100%) 

11,202,885 

(100%) 

Sex, N (%)     

Female 
91,991 

(43.3%) 
80,613 

(43.8%) 
119 (48.6%) 

5,545,851 

(49.5%) 

Male 
120,319 

(56.7%) 
103,555 

(56.2%) 
126 (51.4%) 

5,657,034 

(50.5%) 

Age     

Mean (SD) 33.4 (9.6) 33.6 (9.3) 40.0 (10.7) 40.2 (23.9) 

Median (Q1-Q3) 
32.9 (25.9-

39.9) 
33.1 (26.2-

40.0) 
41.4 (33.4-

47.4) 
40.5 (20.5-

58.5) 

Age groups, N (%)     

Children and 

adolescents 
1,699 (0.8%) 14 (0.0%) 0 (0.0%) 

2,539,382 

(22.7%) 

<12 years <5 <5 0 (0.0%) 
1,811,609 

(16.2%) 

12-17 years ≥1,690 ≥5 0 (0.0%) 
727,773 

(6.5%) 
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Spikevax 

recipients first 
dose 

Spikevax 
recipients 

second dose 

Spikevax 
recipients third 

dose 

Comparison 
cohort 

Adults (18-64 

years) 
209,845 

(98.8%) 
183,699 

(99.7%) 
≥240 

6,696,968 

(59.8%) 

18-24 years 
48,135 

(22.7%) 
37,861 

(20.6%) 
≥25 

823,805 

(7.4%) 

25-34 years 
76,372 

(36.0%) 
64,714 

(35.1%) 
≥45 

1,411,018 

(12.6%) 

35-44 years 
55,839 

(26.3%) 
53,884 

(29.3%) 
≥65 

1,495,544 

(13.3%) 

45-54 years 
27,643 

(13.0%) 
25,925 

(14.1%) 
≥90 

1,655,313 

(14.8%) 

55-64 years 1,856 (0.9%) 1,315 (0.7%) ≥5 
1,311,288 

(11.7%) 

Elderly (≥ 65 

years) 
766 (0.4%) 455 (0.2%) <5 

1,966,535 

(17.6%) 

65-74 years 545 (0.3%) 352 (0.2%) <5 
1,079,043 

(9.6%) 

75-79 years 97 (0.0%) 56 (0.0%) <5 
360,071 

(3.2%) 

≥ 80 years 124 (0.1%) 47 (0.0%) <5 
527,421 

(4.7%) 

Women of 

childbearing age, 

N (%) 

89,892 

(42.3%) 
78,206 

(42.5%) 
105 (42.9%) 

2,546,198 

(22.7%) 
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Spikevax 

recipients first 
dose 

Spikevax 
recipients 

second dose 

Spikevax 
recipients third 

dose 

Comparison 
cohort 

Patients with 

unstable health 

conditions and 

morbidities, N (%) 

1,058 (0.5%) 888 (0.5%) 5 (2.0%) 
393,010 

(3.5%) 

Patients with 

autoimmune or 

inflammatory 

disorders, N (%) 

273 (0.1%) 224 (0.1%) <5 
49,630 

(0.4%) 

Indicators of 

immunocompromised 

status, N (%) 
273 (0.1%) 224 (0.1%) <5 

49,630 

(0.4%) 

Patients 

previously 

diagnosed with 

COVID-19 

infection, N (%) 

NA NA NA NA 

Abbreviations: NA=not available. 
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Appendix Table 4.1.i.A. Historical incidence rates and standardized morbidity ratios of Guillain-Barré Syndrome in Italy for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 2.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 5.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
3.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 7.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.1.i.C. Historical incidence rates and standardized morbidity ratios of Guillain-Barré Syndrome in United 
Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 2.20 0 (NA-NA) 0 (NA-NA) 
3.96 (0.05-

22.03) 
2.66 (0.03-

14.81) 
2.98 (0.33-

10.74) 

Children and 

adolescents 
0.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.46 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.22 0 (NA-NA) 0 (NA-NA) 

4.05 (0.05-

22.52) 
2.72 (0.04-

15.13) 
3.04 (0.34-

10.96) 

18-24 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
9.30 (0.12-

51.74) 

25-34 years 1.67 0 (NA-NA) 0 (NA-NA) 
10.52 (0.14-

58.56) 
7.08 (0.09-

39.39) 
4.09 (0.05-

22.76) 

35-44 years 1.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
4.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 4.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.17 (0.04-

17.61) 

Children and 

adolescents 
0.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.53 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

3.21 (0.04-

17.88) 

18-24 years 1.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
15.63 (0.20-

86.94) 

25-34 years 1.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 1.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 3.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 4.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 2.49 0 (NA-NA) 0 (NA-NA) 
7.65 (0.10-

42.57) 
5.14 (0.07-

28.61) 
2.81 (0.04-

15.62) 

Children and 

adolescents 
0.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.38 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 1.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.52 0 (NA-NA) 0 (NA-NA) 

7.87 (0.10-

43.77) 
5.28 (0.07-

29.40) 
2.88 (0.04-

16.02) 

18-24 years 0.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 1.51 0 (NA-NA) 0 (NA-NA) 
20.08 (0.26-

111.73) 
13.50 (0.18-

75.09) 
7.65 (0.10-

42.57) 

35-44 years 1.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 5.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.1.ii.A. Historical incidence rates and standardized morbidity ratios of Guillain-Barré Syndrome in Italy for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 2.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 5.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
3.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 7.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.1.ii.C. Historical incidence rates and standardized morbidity ratios of Guillain-Barré Syndrome in United 
Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 2.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.46 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
4.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 4.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 5.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.53 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 3.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 4.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 2.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.38 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 1.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
5.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 5.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.1.iii.C. Historical incidence rates and standardized morbidity ratios of Guillain-Barré Syndrome in United 
Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 2.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.62 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.46 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.98 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
2.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
4.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 4.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 5.22 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 2.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.59 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.53 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.72 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 3.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 4.90 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1.91 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 2.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.64 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.38 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 1.22 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
2.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
5.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 5.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.58 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 4.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.1.iv.A. Historical incidence rates and standardized morbidity ratios of Guillain-Barré Syndrome in Italy for 
any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 2.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 5.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
3.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 7.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.1.iv.C. Historical incidence rates and standardized morbidity ratios of Guillain-Barré Syndrome in United 
Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 2.20 0 (NA-NA) 0 (NA-NA) 
2.10 (0.03-

11.71) 
1.42 (0.02-

7.87) 
1.27 (0.14-

4.59) 

Children and 

adolescents 
0.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.46 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.22 0 (NA-NA) 0 (NA-NA) 

2.14 (0.03-

11.88) 
1.44 (0.02-

7.99) 
1.29 (0.14-

4.65) 

18-24 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
4.78 (0.06-

26.60) 

25-34 years 1.67 0 (NA-NA) 0 (NA-NA) 
5.71 (0.07-

31.75) 
3.84 (0.05-

21.36) 
1.86 (0.02-

10.34) 

35-44 years 1.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
4.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 4.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.35 (0.02-

7.50) 

Children and 

adolescents 
0.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.53 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

1.36 (0.02-

7.57) 

18-24 years 1.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
8.04 (0.11-

44.76) 

25-34 years 1.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 1.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 3.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 4.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 2.49 0 (NA-NA) 0 (NA-NA) 
4.07 (0.05-

22.65) 
2.74 (0.04-

15.22) 
1.20 (0.02-

6.70) 

Children and 

adolescents 
0.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.38 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 1.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.52 0 (NA-NA) 0 (NA-NA) 

4.14 (0.05-

23.06) 
2.78 (0.04-

15.49) 
1.22 (0.02-

6.80) 

18-24 years 0.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 1.51 0 (NA-NA) 0 (NA-NA) 
10.94 (0.14-

60.84) 
7.35 (0.10-

40.90) 
3.54 (0.05-

19.70) 

35-44 years 1.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 5.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.2.i.A. Historical incidence rates and standardized morbidity ratios of acute disseminated encephalomyelitis in 
Italy for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

201



 

Page 202 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

203



 

Page 204 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.2.i.C. Historical incidence rates and standardized morbidity ratios of acute disseminated encephalomyelitis in 
United Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.17 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.22 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

206



 

Page 207 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.2.ii.A. Historical incidence rates and standardized morbidity ratios of acute disseminated encephalomyelitis 
in Italy for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.2.ii.C. Historical incidence rates and standardized morbidity ratios of acute disseminated encephalomyelitis 
in United Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.17 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.22 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.2.iii.C. Historical incidence rates and standardized morbidity ratios of acute disseminated encephalomyelitis 
in United Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.18 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.17 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0.23 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.22 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.22 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.21 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.22 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0.11 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.19 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.15 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.19 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.05 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.17 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0.28 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.2.iv.A. Historical incidence rates and standardized morbidity ratios of acute disseminated encephalomyelitis 
in Italy for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

222



 

Page 223 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.2.iv.C. Historical incidence rates and standardized morbidity ratios of acute disseminated encephalomyelitis 
in United Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.17 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.22 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.3.i.A. Historical incidence rates and standardized morbidity ratios of narcolepsy in Italy for first dose during 
specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.3.i.C. Historical incidence rates and standardized morbidity ratios of narcolepsy in United Kingdom for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
1.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 2.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.40 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
1.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 2.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.3.ii.A. Historical incidence rates and standardized morbidity ratios of narcolepsy in Italy for second dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.3.ii.C. Historical incidence rates and standardized morbidity ratios of narcolepsy in United Kingdom for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1.25 0 (NA-NA) 
8.83 (0.12-

49.12) 
8.91 (1.00-

32.16) 
5.99 (0.67-

21.64) 
2.26 (0.25-

8.14) 

Children and 

adolescents 
1.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 2.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.45 0 (NA-NA) 

8.84 (0.12-

49.18) 
8.92 (1.00-

32.19) 
6.00 (0.67-

21.67) 
2.26 (0.25-

8.15) 

18-24 years 1.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.86 0 (NA-NA) 
27.10 (0.35-

150.77) 
13.63 (0.18-

75.83) 
9.14 (0.12-

50.84) 
3.11 (0.04-

17.31) 

45-54 years 1.14 0 (NA-NA) 0 (NA-NA) 
39.61 (0.52-

220.36) 
26.49 (0.35-

147.39) 
7.78 (0.10-

43.29) 

55-64 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.38 0 (NA-NA) 
16.52 (0.22-

91.91) 
16.68 (1.87-

60.21) 
11.23 (1.26-

40.56) 
4.23 (0.48-

15.29) 

Children and 

adolescents 
0.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.40 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.64 0 (NA-NA) 

16.54 (0.22-

92.04) 
16.70 (1.88-

60.30) 
11.25 (1.26-

40.62) 
4.24 (0.48-

15.31) 

18-24 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.45 0 (NA-NA) 
42.94 (0.56-

238.92) 
21.60 (0.28-

120.20) 
14.49 (0.19-

80.63) 
4.95 (0.06-

27.56) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 1.01 0 (NA-NA) 0 (NA-NA) 
104.36 

(1.36-

580.62) 

69.80 (0.91-

388.32) 
20.43 (0.27-

113.64) 

55-64 years 1.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
1.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 2.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 1.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 

  

244



 

Page 245 of 1342 

Appendix Table 4.3.iii.C. Historical incidence rates and standardized morbidity ratios of narcolepsy in United Kingdom for third 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
1.05 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.61 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.07 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1.33 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.90 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.40 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.07 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.10 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.71 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 1.89 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1.36 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
1.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.80 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.06 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

247



 

Page 248 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.67 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.3.iv.A. Historical incidence rates and standardized morbidity ratios of narcolepsy in Italy for any dose during 
specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

250



 

Page 251 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.3.iv.C. Historical incidence rates and standardized morbidity ratios of narcolepsy in United Kingdom for any 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1.25 0 (NA-NA) 
4.09 (0.05-

22.74) 
4.12 (0.46-

14.88) 
2.77 (0.31-

10) 
1.27 (0.14-

4.59) 

Children and 

adolescents 
1.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 2.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.45 0 (NA-NA) 

4.11 (0.05-

22.89) 
4.15 (0.47-

14.98) 
2.79 (0.31-

10.07) 
1.28 (0.14-

4.62) 

18-24 years 1.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.86 0 (NA-NA) 
13.39 (0.18-

74.51) 
6.74 (0.09-

37.48) 
4.52 (0.06-

25.13) 
1.94 (0.03-

10.77) 

45-54 years 1.14 0 (NA-NA) 0 (NA-NA) 
18.60 (0.24-

103.46) 
12.44 (0.16-

69.22) 
4.64 (0.06-

25.84) 

55-64 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.38 0 (NA-NA) 
7.69 (0.10-

42.77) 
7.76 (0.87-

28.00) 
5.22 (0.59-

18.84) 
2.42 (0.27-

8.73) 

Children and 

adolescents 
0.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.40 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.64 0 (NA-NA) 

7.74 (0.10-

43.07) 
7.81 (0.88-

28.19) 
5.25 (0.59-

18.97) 
2.43 (0.27-

8.78) 

18-24 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.45 0 (NA-NA) 
21.16 (0.28-

117.75) 
10.65 (0.14-

59.24) 
7.14 (0.09-

39.73) 
3.08 (0.04-

17.16) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 1.01 0 (NA-NA) 0 (NA-NA) 
49.82 (0.65-

277.16) 
33.33 (0.44-

185.46) 
12.34 (0.16-

68.67) 

55-64 years 1.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
1.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 2.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 1.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.4.i.A. Historical incidence rates and standardized morbidity ratios of acute aseptic arthritis in Italy for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

259



 

Page 260 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.4.i.C. Historical incidence rates and standardized morbidity ratios of acute aseptic arthritis in United 
Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 469.35 
1.22 (0.25-

3.56) 
0.65 (0.32-

1.16) 
0.98 (0.67-

1.37) 
0.90 (0.65-

1.20) 
0.99 (0.80-

1.21) 

Children and 

adolescents 
8.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 5.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 14.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
410.87 

1.25 (0.25-

3.64) 
0.66 (0.33-

1.18) 
1.00 (0.69-

1.40) 
0.91 (0.66-

1.22) 
1.00 (0.81-

1.23) 

18-24 years 44.52 0 (NA-NA) 
2.46 (0.28-

8.87) 
1.24 (0.14-

4.48) 
0.83 (0.09-

3.01) 
0.48 (0.05-

1.73) 

25-34 years 131.44 0 (NA-NA) 
0.25 (0-

1.38) 
0.88 (0.35-

1.80) 
0.84 (0.40-

1.55) 
1.10 (0.70-

1.65) 

35-44 years 293.10 
2.31 (0.26-

8.34) 
0.66 (0.18-

1.70) 
1.09 (0.58-

1.86) 
1.01 (0.60-

1.59) 
0.98 (0.67-

1.40) 

45-54 years 548.98 
1.32 (0.02-

7.36) 
0.76 (0.20-

1.95) 
0.96 (0.46-

1.76) 
0.90 (0.49-

1.51) 
1.06 (0.74-

1.49) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 872.65 0 (NA-NA) 0 (NA-NA) 
0.89 (0.01-

4.96) 
0.61 (0.01-

3.42) 
0.65 (0.07-

2.36) 

Elderly (≥ 65 

years) 
1,300.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1,178.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1,455.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,478.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 350.83 0 (NA-NA) 
0.25 (0-

1.41) 
0.64 (0.21-

1.49) 
0.69 (0.30-

1.36) 
0.56 (0.29-

0.98) 

Children and 

adolescents 
9.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 6.31 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 16.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
264.91 0 (NA-NA) 

0.26 (0-

1.46) 
0.66 (0.21-

1.54) 
0.71 (0.31-

1.40) 
0.58 (0.30-

1.01) 

18-24 years 31.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 63.81 0 (NA-NA) 0 (NA-NA) 
0.64 (0.01-

3.54) 
0.86 (0.10-

3.09) 
0.76 (0.15-

2.21) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 147.87 0 (NA-NA) 0 (NA-NA) 
0.77 (0.09-

2.80) 
0.52 (0.06-

1.88) 
0.45 (0.09-

1.32) 

45-54 years 350.65 0 (NA-NA) 
0.76 (0.01-

4.22) 
0.76 (0.09-

2.76) 
1.02 (0.28-

2.62) 
0.74 (0.27-

1.62) 

55-64 years 607.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1,031.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 882.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1,199.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,233.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 586.13 
1.59 (0.32-

4.64) 
0.76 (0.37-

1.41) 
1.08 (0.72-

1.56) 
0.96 (0.67-

1.32) 
1.12 (0.88-

1.39) 

Children and 

adolescents 
6.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 4.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 11.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
549.22 

1.62 (0.32-

4.72) 
0.78 (0.37-

1.43) 
1.10 (0.73-

1.58) 
0.97 (0.68-

1.34) 
1.13 (0.90-

1.41) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 54.70 0 (NA-NA) 
3.50 (0.39-

12.65) 
1.77 (0.20-

6.38) 
1.19 (0.13-

4.29) 
0.67 (0.08-

2.43) 

25-34 years 193.02 0 (NA-NA) 
0.31 (0-

1.72) 
0.93 (0.34-

2.03) 
0.84 (0.36-

1.65) 
1.18 (0.72-

1.83) 

35-44 years 434.04 
2.95 (0.33-

10.64) 
0.85 (0.23-

2.17) 
1.17 (0.58-

2.10) 
1.14 (0.65-

1.86) 
1.13 (0.75-

1.63) 

45-54 years 744.41 
1.77 (0.02-

9.83) 
0.76 (0.15-

2.23) 
1.02 (0.44-

2.01) 
0.86 (0.41-

1.57) 
1.17 (0.78-

1.69) 

55-64 years 1,139.34 0 (NA-NA) 0 (NA-NA) 
1.24 (0.02-

6.92) 
0.86 (0.01-

4.77) 
0.90 (0.10-

3.26) 

Elderly (≥ 65 

years) 
1,625.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1,505.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1,769.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,850.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.4.ii.A. Historical incidence rates and standardized morbidity ratios of acute aseptic arthritis in Italy for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.4.ii.C. Historical incidence rates and standardized morbidity ratios of acute aseptic arthritis in United 
Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 469.35 
0.89 (0.10-

3.23) 
0.77 (0.40-

1.35) 
0.68 (0.42-

1.04) 
0.87 (0.62-

1.18) 
0.89 (0.74-

1.06) 

Children and 

adolescents 
8.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 5.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 14.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
410.87 

0.91 (0.10-

3.27) 
0.72 (0.36-

1.28) 
0.65 (0.40-

1.01) 
0.83 (0.59-

1.15) 
0.88 (0.73-

1.05) 

18-24 years 44.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.53 (0.01-

2.97) 
0.75 (0.15-

2.19) 

25-34 years 131.44 0 (NA-NA) 
0.29 (0-

1.62) 
0.44 (0.09-

1.29) 
0.49 (0.16-

1.15) 
0.83 (0.52-

1.27) 

35-44 years 293.10 
2.39 (0.27-

8.63) 
1.03 (0.38-

2.24) 
0.69 (0.30-

1.36) 
1.21 (0.75-

1.85) 
1.08 (0.81-

1.40) 

45-54 years 548.98 0 (NA-NA) 
0.79 (0.21-

2.03) 
0.90 (0.41-

1.70) 
0.73 (0.37-

1.31) 
0.75 (0.53-

1.03) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 872.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.32 (0-

1.79) 

Elderly (≥ 65 

years) 
1,300.30 0 (NA-NA) 

4.81 (0.06-

26.74) 
2.46 (0.03-

13.71) 
3.36 (0.38-

12.14) 
1.85 (0.37-

5.42) 

65-74 years 1,178.34 0 (NA-NA) 
6.71 (0.09-

37.35) 
3.45 (0.05-

19.18) 
4.69 (0.53-

16.92) 
2.57 (0.52-

7.52) 

75-79 years 1,455.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,478.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 350.83 
1.92 (0.03-

10.69) 
0.83 (0.17-

2.42) 
0.56 (0.15-

1.42) 
0.84 (0.38-

1.60) 
0.63 (0.38-

0.97) 

Children and 

adolescents 
9.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 6.31 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 16.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
264.91 

1.97 (0.03-

10.94) 
0.85 (0.17-

2.48) 
0.57 (0.15-

1.46) 
0.86 (0.39-

1.63) 
0.61 (0.37-

0.95) 

18-24 years 31.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

270



 

Page 271 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 63.81 0 (NA-NA) 
1.45 (0.02-

8.09) 
0.73 (0.01-

4.08) 
0.99 (0.11-

3.56) 
0.98 (0.32-

2.29) 

35-44 years 147.87 
5.56 (0.07-

30.96) 
0.80 (0.01-

4.44) 
0.40 (0.01-

2.23) 
1.08 (0.29-

2.76) 
0.72 (0.31-

1.43) 

45-54 years 350.65 0 (NA-NA) 
0.78 (0.01-

4.36) 
0.79 (0.09-

2.84) 
0.79 (0.16-

2.30) 
0.46 (0.17-

1.01) 

55-64 years 607.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1,031.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

1.56 (0.02-

8.67) 

65-74 years 882.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.16 (0.03-

12.04) 

75-79 years 1,199.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,233.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 586.13 
0.58 (0.01-

3.24) 
0.75 (0.34-

1.43) 
0.72 (0.42-

1.15) 
0.88 (0.59-

1.24) 
0.97 (0.79-

1.18) 

Children and 

adolescents 
6.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 4.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

12-17 years 11.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
549.22 

0.59 (0.01-

3.27) 
0.68 (0.29-

1.33) 
0.68 (0.39-

1.10) 
0.83 (0.55-

1.19) 
0.96 (0.78-

1.17) 

18-24 years 54.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.77 (0.01-

4.28) 
1.08 (0.22-

3.15) 

25-34 years 193.02 0 (NA-NA) 0 (NA-NA) 
0.37 (0.04-

1.33) 
0.37 (0.07-

1.08) 
0.79 (0.45-

1.29) 

35-44 years 434.04 
1.52 (0.02-

8.46) 
1.09 (0.35-

2.55) 
0.77 (0.31-

1.58) 
1.25 (0.73-

2.00) 
1.18 (0.86-

1.56) 

45-54 years 744.41 0 (NA-NA) 
0.80 (0.16-

2.33) 
0.93 (0.37-

1.92) 
0.71 (0.31-

1.41) 
0.84 (0.58-

1.19) 

55-64 years 1,139.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.45 (0.01-

2.49) 

Elderly (≥ 65 

years) 
1,625.50 0 (NA-NA) 

7.98 (0.10-

44.38) 
4.10 (0.05-

22.79) 
5.59 (0.63-

20.19) 
2.05 (0.23-

7.40) 

65-74 years 1,505.73 0 (NA-NA) 
11.40 (0.15-

63.41) 
5.85 (0.08-

32.54) 
7.95 (0.89-

28.69) 
2.84 (0.32-

10.26) 

75-79 years 1,769.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 1,850.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.4.iii.C. Historical incidence rates and standardized morbidity ratios of acute aseptic arthritis in United 
Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 469.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
8.10 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 5.49 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 14.03 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
410.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 44.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 131.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 293.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 548.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 872.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1,300.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1,178.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1,455.70 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1,478.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 350.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
9.46 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 6.31 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 16.78 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
264.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 31.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 63.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 147.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 350.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 607.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1,031.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 882.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1,199.08 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1,233.60 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 586.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
6.83 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 4.70 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 11.54 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
549.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 54.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 193.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 434.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 744.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1,139.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

276



 

Page 277 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
1,625.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1,505.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1,769.31 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1,850.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.4.iv.A. Historical incidence rates and standardized morbidity ratios of acute aseptic arthritis in Italy for any 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.4.iv.C. Historical incidence rates and standardized morbidity ratios of acute aseptic arthritis in United 
Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 469.35 
1.06 (0.34-

2.48) 
0.70 (0.45-

1.06) 
0.83 (0.63-

1.09) 
0.88 (0.70-

1.09) 
0.93 (0.81-

1.06) 

Children and 

adolescents 
8.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 5.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 14.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
410.87 

1.08 (0.35-

2.53) 
0.69 (0.43-

1.04) 
0.83 (0.62-

1.09) 
0.87 (0.70-

1.08) 
0.93 (0.81-

1.06) 

18-24 years 44.52 0 (NA-NA) 
1.37 (0.15-

4.95) 
0.69 (0.08-

2.51) 
0.70 (0.14-

2.05) 
0.61 (0.20-

1.42) 

25-34 years 131.44 0 (NA-NA) 
0.27 (0.03-

0.97) 
0.68 (0.32-

1.24) 
0.68 (0.38-

1.12) 
0.95 (0.69-

1.28) 

35-44 years 293.10 
2.35 (0.63-

6.01) 
0.84 (0.40-

1.55) 
0.89 (0.55-

1.36) 
1.11 (0.79-

1.52) 
1.04 (0.83-

1.29) 

45-54 years 548.98 
0.68 (0.01-

3.76) 
0.78 (0.33-

1.53) 
0.93 (0.56-

1.45) 
0.82 (0.53-

1.21) 
0.87 (0.68-

1.09) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 872.65 0 (NA-NA) 0 (NA-NA) 
0.51 (0.01-

2.84) 
0.35 (0-

1.95) 
0.49 (0.10-

1.42) 

Elderly (≥ 65 

years) 
1,300.30 0 (NA-NA) 

1.86 (0.02-

10.33) 
0.99 (0.01-

5.49) 
1.39 (0.16-

5.03) 
0.96 (0.19-

2.82) 

65-74 years 1,178.34 0 (NA-NA) 
2.74 (0.04-

15.22) 
1.44 (0.02-

8.01) 
2.01 (0.23-

7.26) 
1.39 (0.28-

4.08) 

75-79 years 1,455.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,478.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 350.83 
0.91 (0.01-

5.09) 
0.53 (0.14-

1.35) 
0.60 (0.27-

1.14) 
0.76 (0.44-

1.22) 
0.60 (0.41-

0.85) 

Children and 

adolescents 
9.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 6.31 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 16.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
264.91 

0.94 (0.01-

5.25) 
0.54 (0.15-

1.39) 
0.62 (0.28-

1.17) 
0.78 (0.46-

1.25) 
0.60 (0.41-

0.85) 

18-24 years 31.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 63.81 0 (NA-NA) 
0.68 (0.01-

3.76) 
0.68 (0.08-

2.46) 
0.92 (0.25-

2.35) 
0.88 (0.38-

1.74) 

35-44 years 147.87 
2.73 (0.04-

15.17) 
0.39 (0.01-

2.18) 
0.59 (0.12-

1.73) 
0.79 (0.29-

1.73) 
0.62 (0.31-

1.11) 

45-54 years 350.65 0 (NA-NA) 
0.77 (0.09-

2.78) 
0.77 (0.21-

1.98) 
0.91 (0.36-

1.87) 
0.57 (0.29-

1.00) 

55-64 years 607.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1,031.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.79 (0.01-

4.38) 

65-74 years 882.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.13 (0.01-

6.31) 

75-79 years 1,199.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,233.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 586.13 
1.11 (0.30-

2.84) 
0.76 (0.46-

1.18) 
0.91 (0.66-

1.21) 
0.92 (0.71-

1.16) 
1.03 (0.89-

1.19) 

Children and 

adolescents 
6.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 4.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

12-17 years 11.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
549.22 

1.12 (0.30-

2.88) 
0.73 (0.43-

1.15) 
0.90 (0.65-

1.20) 
0.90 (0.70-

1.15) 
1.03 (0.88-

1.19) 

18-24 years 54.70 0 (NA-NA) 
1.96 (0.22-

7.09) 
0.99 (0.11-

3.59) 
1.00 (0.20-

2.94) 
0.87 (0.28-

2.03) 

25-34 years 193.02 0 (NA-NA) 
0.17 (0-

0.93) 
0.67 (0.29-

1.33) 
0.62 (0.31-

1.12) 
0.97 (0.68-

1.35) 

35-44 years 434.04 
2.24 (0.45-

6.56) 
0.97 (0.44-

1.84) 
0.97 (0.58-

1.54) 
1.20 (0.82-

1.68) 
1.16 (0.91-

1.45) 

45-54 years 744.41 
0.90 (0.01-

5.03) 
0.78 (0.28-

1.70) 
0.98 (0.55-

1.61) 
0.79 (0.47-

1.24) 
0.97 (0.74-

1.25) 

55-64 years 1,139.34 0 (NA-NA) 0 (NA-NA) 
0.72 (0.01-

3.99) 
0.49 (0.01-

2.74) 
0.67 (0.14-

1.97) 

Elderly (≥ 65 

years) 
1,625.50 0 (NA-NA) 

3.09 (0.04-

17.21) 
1.65 (0.02-

9.19) 
2.33 (0.26-

8.42) 
1.08 (0.12-

3.91) 

65-74 years 1,505.73 0 (NA-NA) 
4.63 (0.06-

25.75) 
2.45 (0.03-

13.62) 
3.42 (0.38-

12.35) 
1.58 (0.18-

5.69) 

75-79 years 1,769.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 1,850.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.5.i.A. Historical incidence rates and standardized morbidity ratios of diabetes type 1 in Italy for first dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.5.i.C. Historical incidence rates and standardized morbidity ratios of diabetes type 1 in United Kingdom for 
first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 46.18 
1.93 (0.03-

10.73) 
0.83 (0.17-

2.44) 
0.70 (0.23-

1.63) 
0.47 (0.15-

1.10) 
0.47 (0.22-

0.90) 

Children and 

adolescents 
37.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 29.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 53.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
48.18 

1.96 (0.03-

10.89) 
0.85 (0.17-

2.47) 
0.71 (0.23-

1.66) 
0.48 (0.15-

1.11) 
0.48 (0.22-

0.91) 

18-24 years 49.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.21 (0-

1.19) 

25-34 years 39.63 0 (NA-NA) 
1.72 (0.19-

6.21) 
1.30 (0.26-

3.80) 
0.87 (0.18-

2.55) 
0.84 (0.27-

1.96) 

35-44 years 43.00 
7.72 (0.10-

42.95) 
1.11 (0.01-

6.18) 
0.56 (0.01-

3.11) 
0.37 (0-

2.08) 
0.43 (0.05-

1.54) 

45-54 years 51.50 0 (NA-NA) 0 (NA-NA) 
0.94 (0.01-

5.25) 
0.63 (0.01-

3.52) 
0.31 (0-

1.71) 

55-64 years 57.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
50.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 52.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 55.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 44.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 40.99 
5.10 (0.07-

28.35) 
0.73 (0.01-

4.09) 
0.37 (0-

2.06) 
0.25 (0-

1.39) 
0.43 (0.09-

1.24) 

Children and 

adolescents 
35.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 30.31 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 46.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
41.87 

5.19 (0.07-

28.87) 
0.75 (0.01-

4.16) 
0.38 (0-

2.10) 
0.25 (0-

1.41) 
0.43 (0.09-

1.26) 

18-24 years 43.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.59 (0.01-

3.28) 

25-34 years 35.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.46 (0.01-

2.54) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 36.60 
20.09 (0.26-

111.80) 
2.89 (0.04-

16.08) 
1.45 (0.02-

8.09) 
0.97 (0.01-

5.42) 
0.57 (0.01-

3.15) 

45-54 years 44.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 49.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
45.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 46.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 46.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 40.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 51.24 0 (NA-NA) 
0.89 (0.10-

3.23) 
0.90 (0.24-

2.31) 
0.60 (0.16-

1.55) 
0.50 (0.18-

1.09) 

Children and 

adolescents 
38.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 29.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 59.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
54.08 0 (NA-NA) 

0.91 (0.10-

3.27) 
0.91 (0.25-

2.34) 
0.61 (0.16-

1.57) 
0.51 (0.19-

1.10) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 54.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 43.56 0 (NA-NA) 
2.76 (0.31-

9.98) 
2.09 (0.42-

6.10) 
1.40 (0.28-

4.10) 
1.06 (0.28-

2.71) 

35-44 years 49.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.34 (0-

1.91) 

45-54 years 57.90 0 (NA-NA) 0 (NA-NA) 
1.50 (0.02-

8.33) 
1.00 (0.01-

5.58) 
0.49 (0.01-

2.72) 

55-64 years 65.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
57.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 57.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 65.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 50.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.5.ii.A. Historical incidence rates and standardized morbidity ratios of diabetes type 1 in Italy for second dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.5.ii.C. Historical incidence rates and standardized morbidity ratios of diabetes type 1 in United Kingdom for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 46.18 
2.24 (0.03-

12.46) 
0.64 (0.07-

2.33) 
0.49 (0.10-

1.42) 
0.33 (0.07-

0.96) 
0.25 (0.09-

0.53) 

Children and 

adolescents 
37.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 29.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 53.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
48.18 

2.25 (0.03-

12.50) 
0.65 (0.07-

2.33) 
0.49 (0.10-

1.43) 
0.33 (0.07-

0.96) 
0.21 (0.07-

0.48) 

18-24 years 49.45 0 (NA-NA) 
1.40 (0.02-

7.81) 
0.71 (0.01-

3.97) 
0.48 (0.01-

2.70) 
0.46 (0.05-

1.65) 

25-34 years 39.63 0 (NA-NA) 0 (NA-NA) 
0.51 (0.01-

2.85) 
0.34 (0-

1.92) 
0.28 (0.03-

1.01) 

35-44 years 43.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 51.50 
13.76 (0.18-

76.58) 
1.97 (0.03-

10.97) 
0.99 (0.01-

5.50) 
0.66 (0.01-

3.68) 
0.19 (0-

1.08) 

55-64 years 57.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
50.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

14.25 (0.19-

79.28) 

65-74 years 52.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
18.39 (0.24-

102.34) 

75-79 years 55.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 44.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 40.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.21 (0.02-

0.77) 

Children and 

adolescents 
35.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 30.31 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 46.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
41.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.11 (0-

0.60) 

18-24 years 43.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 35.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.36 (0-

2.03) 

35-44 years 36.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 44.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 49.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
45.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

31.47 (0.41-

175.11) 

65-74 years 46.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
39.80 (0.52-

221.45) 

75-79 years 46.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 40.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 51.24 
3.62 (0.05-

20.16) 
1.04 (0.12-

3.76) 
0.79 (0.16-

2.30) 
0.53 (0.11-

1.55) 
0.27 (0.07-

0.68) 

Children and 

adolescents 
38.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 29.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 59.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
54.08 

3.63 (0.05-

20.21) 
1.04 (0.12-

3.77) 
0.79 (0.16-

2.31) 
0.53 (0.11-

1.55) 
0.27 (0.07-

0.68) 

18-24 years 54.16 0 (NA-NA) 
2.28 (0.03-

12.71) 
1.16 (0.02-

6.45) 
0.79 (0.01-

4.38) 
0.75 (0.08-

2.69) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 43.56 0 (NA-NA) 0 (NA-NA) 
0.83 (0.01-

4.61) 
0.56 (0.01-

3.10) 
0.23 (0-

1.26) 

35-44 years 49.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 57.90 
21.82 (0.29-

121.43) 
3.13 (0.04-

17.40) 
1.57 (0.02-

8.73) 
1.05 (0.01-

5.84) 
0.31 (0-

1.72) 

55-64 years 65.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
57.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 57.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 65.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 50.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.5.iii.C. Historical incidence rates and standardized morbidity ratios of diabetes type 1 in United Kingdom for 
third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 46.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
37.05 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 29.97 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 53.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
48.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 49.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 39.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 43.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 51.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 57.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
50.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 52.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 55.42 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 44.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 40.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
35.05 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 30.31 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 46.11 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
41.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 43.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 35.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 36.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 44.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 49.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
45.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 46.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 46.73 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 40.48 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 51.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
38.91 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 29.64 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 59.49 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
54.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 54.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 43.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 49.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 57.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 65.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
57.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 57.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 65.73 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 50.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.5.iv.A. Historical incidence rates and standardized morbidity ratios of diabetes type 1 in Italy for any dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.5.iv.C. Historical incidence rates and standardized morbidity ratios of diabetes type 1 in United Kingdom for 
any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 46.18 
2.07 (0.23-

7.48) 
0.75 (0.24-

1.74) 
0.60 (0.26-

1.19) 
0.40 (0.17-

0.80) 
0.35 (0.19-

0.57) 

Children and 

adolescents 
37.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 29.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 53.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
48.18 

2.09 (0.23-

7.55) 
0.75 (0.24-

1.76) 
0.61 (0.26-

1.20) 
0.41 (0.18-

0.80) 
0.32 (0.18-

0.54) 

18-24 years 49.45 0 (NA-NA) 
0.62 (0.01-

3.43) 
0.31 (0-

1.74) 
0.21 (0-

1.17) 
0.33 (0.07-

0.97) 

25-34 years 39.63 0 (NA-NA) 
0.93 (0.10-

3.36) 
0.94 (0.25-

2.40) 
0.63 (0.17-

1.62) 
0.53 (0.21-

1.10) 

35-44 years 43.00 
3.95 (0.05-

21.96) 
0.57 (0.01-

3.16) 
0.29 (0-

1.59) 
0.19 (0-

1.06) 
0.16 (0.02-

0.59) 

45-54 years 51.50 
6.69 (0.09-

37.23) 
0.96 (0.01-

5.35) 
0.97 (0.11-

3.49) 
0.65 (0.07-

2.33) 
0.24 (0.03-

0.86) 

55-64 years 57.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
50.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

7.48 (0.10-

41.64) 

65-74 years 52.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
10.01 (0.13-

55.67) 

75-79 years 55.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 44.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 40.99 
2.72 (0.04-

15.16) 
0.39 (0.01-

2.18) 
0.20 (0-

1.10) 
0.13 (0-

0.74) 
0.31 (0.10-

0.71) 

Children and 

adolescents 
35.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 30.31 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 46.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
41.87 

2.76 (0.04-

15.33) 
0.40 (0.01-

2.21) 
0.20 (0-

1.11) 
0.13 (0-

0.75) 
0.25 (0.07-

0.63) 

18-24 years 43.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.30 (0-

1.64) 

25-34 years 35.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.41 (0.05-

1.46) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 36.60 
10.25 (0.13-

57.04) 
1.47 (0.02-

8.20) 
0.74 (0.01-

4.12) 
0.50 (0.01-

2.77) 
0.21 (0-

1.19) 

45-54 years 44.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 49.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
45.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

16.03 (0.21-

89.19) 

65-74 years 46.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
20.89 (0.27-

116.24) 

75-79 years 46.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 40.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 51.24 
1.67 (0.02-

9.29) 
0.96 (0.26-

2.46) 
0.85 (0.34-

1.75) 
0.57 (0.23-

1.18) 
0.37 (0.18-

0.68) 

Children and 

adolescents 
38.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 29.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 59.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
54.08 

1.68 (0.02-

9.37) 
0.97 (0.26-

2.48) 
0.86 (0.34-

1.76) 
0.57 (0.23-

1.18) 
0.37 (0.18-

0.68) 

313



 

Page 314 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 54.16 0 (NA-NA) 
0.99 (0.01-

5.52) 
0.50 (0.01-

2.79) 
0.34 (0-

1.89) 
0.35 (0.04-

1.28) 

25-34 years 43.56 0 (NA-NA) 
1.50 (0.17-

5.42) 
1.51 (0.41-

3.87) 
1.02 (0.27-

2.60) 
0.61 (0.20-

1.43) 

35-44 years 49.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.13 (0-

0.74) 

45-54 years 57.90 
10.62 (0.14-

59.07) 
1.53 (0.02-

8.48) 
1.53 (0.17-

5.53) 
1.03 (0.12-

3.70) 
0.38 (0.04-

1.37) 

55-64 years 65.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
57.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 57.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 65.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 50.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.6.i.A. Historical incidence rates and standardized morbidity ratios of idiopathic thrombocytopenia in Italy for 
first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.6.i.C. Historical incidence rates and standardized morbidity ratios of idiopathic thrombocytopenia in United 
Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 5.90 0 (NA-NA) 
7.23 (0.81-

26.09) 
3.64 (0.41-

13.16) 
2.45 (0.28-

8.85) 
2.07 (0.42-

6.04) 

Children and 

adolescents 
4.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 5.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 3.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
4.42 0 (NA-NA) 

7.38 (0.83-

26.63) 
3.72 (0.42-

13.42) 
2.50 (0.28-

9.02) 
2.11 (0.42-

6.15) 

18-24 years 2.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 3.42 0 (NA-NA) 
10.39 (0.14-

57.83) 
5.24 (0.07-

29.14) 
3.52 (0.05-

19.60) 
2.05 (0.03-

11.38) 

35-44 years 3.84 0 (NA-NA) 
12.36 (0.16-

68.76) 
6.21 (0.08-

34.57) 
4.17 (0.05-

23.18) 
4.80 (0.54-

17.32) 

45-54 years 4.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 6.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

319



 

Page 320 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
12.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 10.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 12.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 17.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 6.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.13 (0.01-

6.31) 

Children and 

adolescents 
4.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 4.62 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 3.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
5.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

1.15 (0.02-

6.41) 

18-24 years 4.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 4.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 5.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.58 (0.05-

19.90) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 5.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
10.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 9.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 10.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 13.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 5.74 0 (NA-NA) 
18.83 (2.12-

67.99) 
9.50 (1.07-

34.31) 
6.39 (0.72-

23.07) 
3.52 (0.40-

12.70) 

Children and 

adolescents 
5.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 6.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 3.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
3.65 0 (NA-NA) 

19.30 (2.17-

69.70) 
9.73 (1.09-

35.12) 
6.53 (0.73-

23.59) 
3.59 (0.40-

12.97) 

18-24 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 2.24 0 (NA-NA) 
26.74 (0.35-

148.75) 
13.46 (0.18-

74.88) 
9.05 (0.12-

50.33) 
5.12 (0.07-

28.51) 

35-44 years 2.06 0 (NA-NA) 
38.22 (0.50-

212.64) 
19.21 (0.25-

106.90) 
12.88 (0.17-

71.66) 
7.29 (0.10-

40.57) 

45-54 years 4.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 7.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
14.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 12.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 13.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 22.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.6.ii.A. Historical incidence rates and standardized morbidity ratios of idiopathic thrombocytopenia in Italy for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.6.ii.C. Historical incidence rates and standardized morbidity ratios of idiopathic thrombocytopenia in United 
Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 5.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.51 (0.01-

2.86) 

Children and 

adolescents 
4.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 5.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 3.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
4.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.52 (0.01-

2.88) 

18-24 years 2.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 3.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.50 (0.02-

8.34) 

45-54 years 4.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 6.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
12.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 10.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 12.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 17.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 6.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.83 (0.01-

4.59) 

Children and 

adolescents 
4.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 4.62 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 3.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
5.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.83 (0.01-

4.62) 

18-24 years 4.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 4.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 5.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.20 (0.03-

12.22) 

45-54 years 5.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
10.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 9.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 10.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 13.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 5.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
5.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 6.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 3.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
3.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 4.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

329



 

Page 330 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 7.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
14.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 12.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 13.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 22.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.6.iii.C. Historical incidence rates and standardized morbidity ratios of idiopathic thrombocytopenia in United 
Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 5.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
4.79 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 5.36 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 3.50 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
4.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 2.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 3.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 4.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 6.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
12.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 10.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

331



 

Page 332 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 12.07 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 17.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 6.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
4.36 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 4.62 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 3.73 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
5.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 4.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 4.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 5.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 5.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
10.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 9.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 10.57 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 13.38 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 5.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
5.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 6.06 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 3.28 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
3.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 4.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 7.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
14.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 12.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 13.85 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 22.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.6.iv.A. Historical incidence rates and standardized morbidity ratios of idiopathic thrombocytopenia in Italy 
for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.6.iv.C. Historical incidence rates and standardized morbidity ratios of idiopathic thrombocytopenia in United 
Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 5.90 0 (NA-NA) 
3.84 (0.43-

13.86) 
1.94 (0.22-

6.99) 
1.30 (0.15-

4.70) 
1.18 (0.32-

3.02) 

Children and 

adolescents 
4.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 5.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 3.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
4.42 0 (NA-NA) 

3.90 (0.44-

14.07) 
1.96 (0.22-

7.09) 
1.32 (0.15-

4.77) 
1.19 (0.32-

3.05) 

18-24 years 2.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 3.42 0 (NA-NA) 
5.61 (0.07-

31.22) 
2.83 (0.04-

15.74) 
1.90 (0.02-

10.59) 
0.92 (0.01-

5.12) 

35-44 years 3.84 0 (NA-NA) 
6.31 (0.08-

35.10) 
3.17 (0.04-

17.66) 
2.13 (0.03-

11.84) 
2.77 (0.56-

8.09) 

45-54 years 4.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 6.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
12.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 10.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 12.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 17.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 6.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.96 (0.11-

3.45) 

Children and 

adolescents 
4.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 4.62 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 3.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
5.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.96 (0.11-

3.48) 

18-24 years 4.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 4.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 5.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.72 (0.31-

9.82) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 5.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
10.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 9.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 10.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 13.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 5.74 0 (NA-NA) 
10.08 (1.13-

36.41) 
5.09 (0.57-

18.37) 
3.42 (0.38-

12.35) 
1.54 (0.17-

5.54) 

Children and 

adolescents 
5.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 6.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 3.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
3.65 0 (NA-NA) 

10.28 (1.15-

37.11) 
5.18 (0.58-

18.70) 
3.48 (0.39-

12.57) 
1.56 (0.18-

5.63) 

18-24 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

341



 

Page 342 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 2.24 0 (NA-NA) 
14.55 (0.19-

80.97) 
7.33 (0.10-

40.79) 
4.93 (0.06-

27.43) 
2.37 (0.03-

13.21) 

35-44 years 2.06 0 (NA-NA) 
19.57 (0.26-

108.86) 
9.84 (0.13-

54.74) 
6.60 (0.09-

36.70) 
2.87 (0.04-

15.96) 

45-54 years 4.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 7.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
14.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 12.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 13.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 22.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.7.i.A. Historical incidence rates and standardized morbidity ratios of microangiopathy in Italy for first dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.7.i.C. Historical incidence rates and standardized morbidity ratios of microangiopathy in United Kingdom for 
first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.03 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 3.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 4.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 3.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.7.ii.A. Historical incidence rates and standardized morbidity ratios of microangiopathy in Italy for second 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.7.ii.C. Historical incidence rates and standardized morbidity ratios of microangiopathy in United Kingdom for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.03 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 3.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

356



 

Page 357 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 4.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 3.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.7.iii.C. Historical incidence rates and standardized morbidity ratios of microangiopathy in United Kingdom for 
third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1.94 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.03 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 3.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 4.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 3.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.67 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.7.iv.A. Historical incidence rates and standardized morbidity ratios of microangiopathy in Italy for any dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.7.iv.C. Historical incidence rates and standardized morbidity ratios of microangiopathy in United Kingdom for 
any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.03 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 3.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 4.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 3.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.8.i.A. Historical incidence rates and standardized morbidity ratios of heart failure in Italy for first dose during 
specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 85.15 
4.47 (0.50-

16.14) 
1.30 (0.35-

3.32) 
1.65 (0.79-

3.03) 
1.72 (0.89-

3.01) 
2.32 (1.35-

3.71) 

Children and 

adolescents 
0.26 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.38 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
11.99 0 (NA-NA) 0 (NA-NA) 

1.46 (0.29-

4.26) 
1.50 (0.40-

3.84) 
1.81 (0.58-

4.22) 

18-24 years 1.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.03 0 (NA-NA) 0 (NA-NA) 
19.71 (0.26-

109.64) 
15.90 (0.21-

88.47) 
15.57 (0.20-

86.63) 

35-44 years 5.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 12.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.64 (0.02-

9.11) 

55-64 years 28.35 0 (NA-NA) 0 (NA-NA) 
1.73 (0.19-

6.23) 
2.01 (0.40-

5.86) 
1.92 (0.39-

5.61) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
309.18 

6.84 (0.77-

24.70) 
1.98 (0.53-

5.06) 
1.75 (0.70-

3.60) 
1.86 (0.80-

3.67) 
2.62 (1.35-

4.58) 

65-74 years 65.71 
8.65 (0.11-

48.14) 
3.73 (0.75-

10.90) 
2.50 (0.67-

6.40) 
2.25 (0.61-

5.77) 
3.73 (1.50-

7.70) 

75-79 years 203.99 0 (NA-NA) 0 (NA-NA) 
0.57 (0.01-

3.20) 
1.11 (0.12-

4.02) 
1.58 (0.32-

4.61) 

≥ 80 years 815.05 
19.53 (0.26-

108.66) 
2.90 (0.04-

16.16) 
2.99 (0.34-

10.79) 
2.78 (0.31-

10.04) 
2.51 (0.28-

9.06) 

Females 94.30 
5.91 (0.08-

32.91) 
0.86 (0.01-

4.78) 
1.31 (0.26-

3.83) 
1.15 (0.23-

3.37) 
1.09 (0.22-

3.18) 

Children and 

adolescents 
0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
7.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 3.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 8.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 17.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
326.85 

8.25 (0.11-

45.90) 
1.20 (0.02-

6.65) 
1.82 (0.37-

5.31) 
1.69 (0.34-

4.94) 
1.58 (0.32-

4.61) 

65-74 years 57.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 200.70 0 (NA-NA) 0 (NA-NA) 
1.31 (0.02-

7.31) 
1.27 (0.02-

7.06) 
1.20 (0.02-

6.66) 

≥ 80 years 811.36 
47.21 (0.62-

262.69) 
7.13 (0.09-

39.68) 
7.45 (0.84-

26.89) 
6.75 (0.76-

24.38) 
5.99 (0.67-

21.64) 

Males 75.21 
3.59 (0.05-

19.98) 
1.56 (0.31-

4.56) 
1.85 (0.74-

3.81) 
2.07 (0.94-

3.92) 
3.06 (1.67-

5.13) 

Children and 

adolescents 
0.38 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.55 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
16.60 0 (NA-NA) 0 (NA-NA) 

2.11 (0.42-

6.15) 
2.18 (0.59-

5.57) 
2.62 (0.85-

6.12) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 1.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.05 0 (NA-NA) 0 (NA-NA) 
34.09 (0.45-

189.65) 
27.49 (0.36-

152.93) 
26.99 (0.35-

150.18) 

35-44 years 8.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 17.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.43 (0.03-

13.54) 

55-64 years 40.50 0 (NA-NA) 0 (NA-NA) 
2.50 (0.28-

9.01) 
2.92 (0.59-

8.54) 
2.80 (0.56-

8.17) 

Elderly (≥ 65 

years) 
286.01 

5.84 (0.08-

32.52) 
2.53 (0.51-

7.38) 
1.70 (0.46-

4.34) 
1.99 (0.64-

4.64) 
3.37 (1.54-

6.39) 

65-74 years 75.69 
14.17 (0.19-

78.86) 
6.11 (1.23-

17.84) 
4.09 (1.10-

10.48) 
3.69 (0.99-

9.45) 
6.12 (2.45-

12.61) 

75-79 years 208.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.99 (0.01-

5.51) 
1.88 (0.21-

6.78) 

≥ 80 years 821.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.8.i.C. Historical incidence rates and standardized morbidity ratios of heart failure in United Kingdom for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 269.93 0 (NA-NA) 0 (NA-NA) 
0.58 (0.12-

1.68) 
0.39 (0.08-

1.14) 
0.56 (0.24-

1.10) 

Children and 

adolescents 
3.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 4.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
92.67 0 (NA-NA) 0 (NA-NA) 

0.64 (0.13-

1.86) 
0.43 (0.09-

1.25) 
0.61 (0.26-

1.20) 

18-24 years 9.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 15.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.86 (0.10-

3.10) 

35-44 years 35.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.27 (0-

1.53) 

45-54 years 103.44 0 (NA-NA) 0 (NA-NA) 
1.16 (0.13-

4.17) 
0.77 (0.09-

2.80) 
0.56 (0.11-

1.65) 

55-64 years 268.92 0 (NA-NA) 0 (NA-NA) 
3.00 (0.04-

16.71) 
2.07 (0.03-

11.51) 
2.20 (0.25-

7.94) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
1,260.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 671.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1,441.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2,627.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 243.24 0 (NA-NA) 0 (NA-NA) 
0.58 (0.01-

3.23) 
0.39 (0.01-

2.19) 
0.43 (0.05-

1.56) 

Children and 

adolescents 
3.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.60 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 3.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
65.96 0 (NA-NA) 0 (NA-NA) 

0.66 (0.01-

3.67) 
0.44 (0.01-

2.47) 
0.48 (0.05-

1.75) 

18-24 years 8.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 13.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 25.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 68.42 0 (NA-NA) 0 (NA-NA) 
2.08 (0.03-

11.57) 
1.39 (0.02-

7.75) 
1.35 (0.15-

4.86) 

55-64 years 187.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1,093.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 509.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1,187.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2,326.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 295.96 0 (NA-NA) 0 (NA-NA) 
0.57 (0.06-

2.07) 
0.39 (0.04-

1.40) 
0.62 (0.23-

1.35) 

Children and 

adolescents 
4.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 4.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 5.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
117.66 0 (NA-NA) 0 (NA-NA) 

0.63 (0.07-

2.26) 
0.42 (0.05-

1.52) 
0.67 (0.24-

1.45) 

18-24 years 11.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 16.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.37 (0.15-

4.94) 

35-44 years 43.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.41 (0.01-

2.29) 

45-54 years 137.29 0 (NA-NA) 0 (NA-NA) 
0.80 (0.01-

4.45) 
0.54 (0.01-

2.98) 
0.26 (0-

1.45) 

55-64 years 349.06 0 (NA-NA) 0 (NA-NA) 
4.19 (0.05-

23.33) 
2.89 (0.04-

16.09) 
3.04 (0.34-

10.98) 

Elderly (≥ 65 

years) 
1,458.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 847.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1,747.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 3,080.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.8.ii.A. Historical incidence rates and standardized morbidity ratios of heart failure in Italy for second dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 85.15 
5.11 (0.57-

18.47) 
1.49 (0.40-

3.83) 
1.32 (0.53-

2.72) 
1.27 (0.61-

2.34) 
1.48 (1.00-

2.12) 

Children and 

adolescents 
0.26 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.38 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
11.99 

17.07 (1.92-

61.62) 
5.22 (1.40-

13.35) 
4.01 (1.46-

8.73) 
3.22 (1.29-

6.64) 
2.63 (1.31-

4.71) 

18-24 years 1.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.03 0 (NA-NA) 0 (NA-NA) 
69.74 (0.91-

388.03) 
51.97 (0.68-

289.12) 
23.68 (0.31-

131.74) 

35-44 years 5.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 12.65 
45.90 (0.60-

255.35) 
15.82 (1.78-

57.13) 
12.66 (2.54-

36.99) 
8.95 (1.80-

26.15) 
4.21 (0.85-

12.31) 

55-64 years 28.35 
13.26 (0.17-

73.79) 
3.82 (0.43-

13.80) 
1.92 (0.22-

6.92) 
1.93 (0.39-

5.63) 
2.29 (0.92-

4.71) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
309.18 0 (NA-NA) 0 (NA-NA) 

0.26 (0-

1.46) 
0.53 (0.11-

1.54) 
1.18 (0.71-

1.85) 

65-74 years 65.71 0 (NA-NA) 0 (NA-NA) 
0.65 (0.01-

3.63) 
0.44 (0.01-

2.42) 
0.82 (0.27-

1.93) 

75-79 years 203.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.80 (0.09-

2.88) 
1.38 (0.66-

2.53) 

≥ 80 years 815.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.46 (0.39-

3.75) 

Females 94.30 
6.77 (0.09-

37.65) 
0.99 (0.01-

5.49) 
1.49 (0.30-

4.36) 
1.34 (0.36-

3.43) 
0.92 (0.37-

1.89) 

Children and 

adolescents 
0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
7.57 

27.51 (0.36-

153.08) 
4.22 (0.06-

23.45) 
4.32 (0.49-

15.61) 
2.97 (0.33-

10.74) 
2.42 (0.49-

7.07) 

18-24 years 0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

380



 

Page 381 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 3.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 8.15 
143.27 

(1.87-

797.11) 

25.02 (0.33-

139.20) 
26.86 (3.02-

96.98) 
19.03 (2.14-

68.72) 
9.13 (1.03-

32.96) 

55-64 years 17.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.11 (0.01-

6.17) 

Elderly (≥ 65 

years) 
326.85 0 (NA-NA) 0 (NA-NA) 

0.65 (0.01-

3.60) 
0.87 (0.10-

3.12) 
0.63 (0.17-

1.61) 

65-74 years 57.00 0 (NA-NA) 0 (NA-NA) 
1.69 (0.02-

9.39) 
1.13 (0.01-

6.27) 
0.44 (0.01-

2.44) 

75-79 years 200.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.91 (0.01-

5.08) 
0.32 (0-

1.78) 

≥ 80 years 811.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.06 (0.23-

7.45) 

Males 75.21 
4.11 (0.05-

22.87) 
1.80 (0.36-

5.27) 
1.21 (0.33-

3.11) 
1.23 (0.45-

2.68) 
1.82 (1.16-

2.74) 

Children and 

adolescents 
0.38 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.55 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

381



 

Page 382 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
16.60 

12.37 (0.16-

68.82) 
5.66 (1.14-

16.55) 
3.87 (1.04-

9.91) 
3.33 (1.07-

7.78) 
2.72 (1.17-

5.36) 

18-24 years 1.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.05 0 (NA-NA) 0 (NA-NA) 
130.66 

(1.71-

726.99) 

97.31 (1.27-

541.39) 
44.59 (0.58-

248.07) 

35-44 years 8.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 17.36 0 (NA-NA) 
11.57 (0.15-

64.39) 
6.15 (0.08-

34.24) 
4.35 (0.06-

24.18) 
2.03 (0.03-

11.29) 

55-64 years 40.50 
19.31 (0.25-

107.45) 
5.57 (0.63-

20.10) 
2.79 (0.31-

10.08) 
2.81 (0.56-

8.20) 
2.78 (1.01-

6.04) 

Elderly (≥ 65 

years) 
286.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.30 (0-

1.65) 
1.55 (0.87-

2.56) 

65-74 years 75.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.06 (0.28-

2.71) 

75-79 years 208.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.71 (0.01-

3.93) 
2.18 (1.00-

4.14) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 821.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.13 (0.13-

4.10) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.8.ii.C. Historical incidence rates and standardized morbidity ratios of heart failure in United Kingdom for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 269.93 0 (NA-NA) 
0.86 (0.10-

3.09) 
1.08 (0.35-

2.52) 
1.02 (0.41-

2.09) 
0.49 (0.24-

0.90) 

Children and 

adolescents 
3.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 4.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
92.67 0 (NA-NA) 

0.46 (0.01-

2.55) 
0.92 (0.25-

2.37) 
0.93 (0.34-

2.03) 
0.47 (0.21-

0.89) 

18-24 years 9.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.13 (0.01-

6.31) 

25-34 years 15.36 0 (NA-NA) 0 (NA-NA) 
1.31 (0.02-

7.26) 
0.88 (0.01-

4.88) 
0.70 (0.08-

2.54) 

35-44 years 35.11 0 (NA-NA) 0 (NA-NA) 
0.75 (0.01-

4.15) 
0.50 (0.01-

2.78) 
0.17 (0-

0.94) 

45-54 years 103.44 0 (NA-NA) 
1.18 (0.02-

6.54) 
1.18 (0.13-

4.26) 
1.58 (0.43-

4.05) 
0.47 (0.13-

1.20) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 268.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.08 (0.01-

6.01) 

Elderly (≥ 65 

years) 
1,260.17 0 (NA-NA) 

6.45 (0.08-

35.90) 
3.30 (0.04-

18.35) 
2.25 (0.03-

12.53) 
0.83 (0.01-

4.59) 

65-74 years 671.96 0 (NA-NA) 
12.54 (0.16-

69.80) 
6.46 (0.08-

35.92) 
4.39 (0.06-

24.45) 
1.61 (0.02-

8.94) 

75-79 years 1,441.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2,627.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 243.24 0 (NA-NA) 0 (NA-NA) 
0.66 (0.01-

3.69) 
1.34 (0.27-

3.91) 
0.77 (0.25-

1.79) 

Children and 

adolescents 
3.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.60 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 3.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
65.96 0 (NA-NA) 0 (NA-NA) 

0.72 (0.01-

4.01) 
1.45 (0.29-

4.25) 
0.83 (0.27-

1.93) 

18-24 years 8.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.14 (0.04-

17.45) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 13.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 25.95 0 (NA-NA) 0 (NA-NA) 
2.23 (0.03-

12.38) 
1.49 (0.02-

8.30) 
0.50 (0.01-

2.81) 

45-54 years 68.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.87 (0.32-

10.35) 
0.84 (0.09-

3.05) 

55-64 years 187.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.82 (0.05-

21.26) 

Elderly (≥ 65 

years) 
1,093.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 509.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1,187.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2,326.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 295.96 0 (NA-NA) 
1.27 (0.14-

4.59) 
1.28 (0.34-

3.28) 
0.86 (0.23-

2.20) 
0.36 (0.12-

0.85) 

Children and 

adolescents 
4.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 4.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 5.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

386



 

Page 387 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
117.66 0 (NA-NA) 

0.68 (0.01-

3.76) 
1.02 (0.20-

2.98) 
0.68 (0.14-

2.00) 
0.31 (0.08-

0.78) 

18-24 years 11.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 16.73 0 (NA-NA) 0 (NA-NA) 
2.13 (0.03-

11.85) 
1.43 (0.02-

7.96) 
1.15 (0.13-

4.17) 

35-44 years 43.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 137.29 0 (NA-NA) 
1.62 (0.02-

9.03) 
1.63 (0.18-

5.89) 
1.09 (0.12-

3.94) 
0.32 (0.04-

1.17) 

55-64 years 349.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1,458.37 0 (NA-NA) 

10.65 (0.14-

59.28) 
5.45 (0.07-

30.34) 
3.73 (0.05-

20.77) 
1.38 (0.02-

7.70) 

65-74 years 847.64 0 (NA-NA) 
21.56 (0.28-

119.95) 
11.10 (0.15-

61.74) 
7.55 (0.10-

42.02) 
2.71 (0.04-

15.10) 

75-79 years 1,747.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 3,080.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.8.iii.C. Historical incidence rates and standardized morbidity ratios of heart failure in United Kingdom for 
third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 269.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
3.99 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 3.84 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 4.33 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
92.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 9.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 15.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 35.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 103.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 268.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1,260.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 671.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1,441.49 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 2,627.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 243.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
3.55 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 3.60 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 3.42 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
65.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 8.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 13.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 25.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 68.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 187.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1,093.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 509.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1,187.77 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 2,326.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 295.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
4.41 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 4.07 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 5.16 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
117.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 11.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 16.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 43.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 137.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 349.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
1,458.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 847.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1,747.92 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 3,080.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.8.iv.A. Historical incidence rates and standardized morbidity ratios of heart failure in Italy for any dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 85.15 
4.77 (1.28-

12.21) 
1.39 (0.60-

2.74) 
1.50 (0.87-

2.39) 
1.48 (0.93-

2.25) 
1.70 (1.25-

2.27) 

Children and 

adolescents 
0.26 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.38 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
11.99 

7.34 (0.82-

26.51) 
2.19 (0.59-

5.60) 
2.53 (1.15-

4.80) 
2.27 (1.13-

4.07) 
2.30 (1.32-

3.74) 

18-24 years 1.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.03 0 (NA-NA) 0 (NA-NA) 
30.73 (3.45-

110.94) 
24.35 (2.73-

87.92) 
18.79 (2.11-

67.83) 

35-44 years 5.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 12.65 
17.15 (0.22-

95.42) 
5.35 (0.60-

19.33) 
4.25 (0.85-

12.41) 
3.24 (0.65-

9.47) 
3.02 (0.81-

7.74) 

55-64 years 28.35 
6.21 (0.08-

34.52) 
1.79 (0.20-

6.48) 
1.82 (0.49-

4.65) 
1.97 (0.72-

4.28) 
2.16 (1.03-

3.98) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
309.18 

3.53 (0.40-

12.75) 
1.02 (0.27-

2.60) 
1.02 (0.44-

2.02) 
1.10 (0.55-

1.97) 
1.50 (1.02-

2.13) 

65-74 years 65.71 
4.43 (0.06-

24.68) 
1.91 (0.38-

5.58) 
1.60 (0.51-

3.73) 
1.23 (0.40-

2.87) 
1.51 (0.78-

2.64) 

75-79 years 203.99 0 (NA-NA) 0 (NA-NA) 
0.29 (0-

1.63) 
0.93 (0.25-

2.38) 
1.42 (0.76-

2.43) 

≥ 80 years 815.05 
10.54 (0.14-

58.62) 
1.55 (0.02-

8.60) 
1.58 (0.18-

5.70) 
1.25 (0.14-

4.50) 
1.70 (0.62-

3.70) 

Females 94.30 
6.31 (0.71-

22.79) 
0.92 (0.10-

3.32) 
1.40 (0.51-

3.04) 
1.25 (0.50-

2.58) 
0.96 (0.46-

1.77) 

Children and 

adolescents 
0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
7.57 

11.88 (0.16-

66.08) 
1.77 (0.02-

9.85) 
1.82 (0.20-

6.58) 
1.33 (0.15-

4.81) 
1.43 (0.29-

4.17) 

18-24 years 0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 3.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 8.15 
53.22 (0.70-

296.10) 
8.34 (0.11-

46.40) 
8.82 (0.99-

31.84) 
6.72 (0.75-

24.27) 
4.77 (0.54-

17.24) 

55-64 years 17.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.72 (0.01-

4.00) 

Elderly (≥ 65 

years) 
326.85 

4.30 (0.06-

23.91) 
0.62 (0.01-

3.45) 
1.25 (0.34-

3.20) 
1.22 (0.39-

2.85) 
0.85 (0.34-

1.74) 

65-74 years 57.00 0 (NA-NA) 0 (NA-NA) 
0.82 (0.01-

4.58) 
0.63 (0.01-

3.52) 
0.33 (0-

1.85) 

75-79 years 200.70 0 (NA-NA) 0 (NA-NA) 
0.67 (0.01-

3.73) 
1.06 (0.12-

3.83) 
0.50 (0.06-

1.82) 

≥ 80 years 811.36 
26.58 (0.35-

147.86) 
3.95 (0.05-

21.96) 
4.08 (0.46-

14.73) 
3.20 (0.36-

11.56) 
3.07 (0.83-

7.86) 

Males 75.21 
3.83 (0.43-

13.84) 
1.67 (0.61-

3.64) 
1.55 (0.77-

2.78) 
1.62 (0.91-

2.68) 
2.15 (1.51-

2.97) 

Children and 

adolescents 
0.38 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.55 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
16.60 

5.31 (0.07-

29.57) 
2.37 (0.48-

6.93) 
2.85 (1.14-

5.87) 
2.70 (1.23-

5.12) 
2.68 (1.43-

4.59) 

18-24 years 1.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.05 0 (NA-NA) 0 (NA-NA) 
54.07 (6.07-

195.21) 
42.87 (4.81-

154.77) 
33.63 (3.78-

121.41) 

35-44 years 8.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 17.36 0 (NA-NA) 
3.94 (0.05-

21.94) 
2.08 (0.03-

11.60) 
1.59 (0.02-

8.86) 
2.21 (0.25-

7.99) 

55-64 years 40.50 
9.00 (0.12-

50.09) 
2.60 (0.29-

9.40) 
2.64 (0.71-

6.75) 
2.86 (1.05-

6.23) 
2.78 (1.27-

5.28) 

Elderly (≥ 65 

years) 
286.01 

3.00 (0.04-

16.68) 
1.29 (0.26-

3.78) 
0.87 (0.23-

2.22) 
1.02 (0.37-

2.22) 
1.94 (1.24-

2.89) 

65-74 years 75.69 
7.25 (0.09-

40.33) 
3.12 (0.63-

9.11) 
2.09 (0.56-

5.34) 
1.61 (0.43-

4.11) 
2.23 (1.11-

3.99) 

75-79 years 208.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.83 (0.09-

2.98) 
2.12 (1.06-

3.79) 

≥ 80 years 821.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.90 (0.10-

3.24) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.8.iv.C. Historical incidence rates and standardized morbidity ratios of heart failure in United Kingdom for any 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 269.93 0 (NA-NA) 
0.40 (0.04-

1.45) 
0.81 (0.35-

1.60) 
0.69 (0.33-

1.26) 
0.52 (0.31-

0.82) 

Children and 

adolescents 
3.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 4.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
92.67 0 (NA-NA) 

0.22 (0-

1.22) 
0.77 (0.31-

1.60) 
0.67 (0.31-

1.27) 
0.53 (0.31-

0.84) 

18-24 years 9.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.55 (0.01-

3.07) 

25-34 years 15.36 0 (NA-NA) 0 (NA-NA) 
0.60 (0.01-

3.34) 
0.40 (0.01-

2.25) 
0.77 (0.21-

1.98) 

35-44 years 35.11 0 (NA-NA) 0 (NA-NA) 
0.37 (0-

2.04) 
0.25 (0-

1.37) 
0.21 (0.02-

0.75) 

45-54 years 103.44 0 (NA-NA) 
0.58 (0.01-

3.23) 
1.17 (0.31-

2.99) 
1.17 (0.43-

2.55) 
0.50 (0.20-

1.04) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 268.92 0 (NA-NA) 0 (NA-NA) 
1.72 (0.02-

9.56) 
1.18 (0.02-

6.56) 
1.63 (0.33-

4.77) 

Elderly (≥ 65 

years) 
1,260.17 0 (NA-NA) 

2.31 (0.03-

12.88) 
1.24 (0.02-

6.93) 
0.89 (0.01-

4.95) 
0.41 (0.01-

2.30) 

65-74 years 671.96 0 (NA-NA) 
5.04 (0.07-

28.07) 
2.66 (0.03-

14.81) 
1.86 (0.02-

10.35) 
0.86 (0.01-

4.80) 

75-79 years 1,441.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2,627.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 243.24 0 (NA-NA) 0 (NA-NA) 
0.62 (0.07-

2.23) 
0.84 (0.23-

2.14) 
0.63 (0.25-

1.29) 

Children and 

adolescents 
3.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.60 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 3.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
65.96 0 (NA-NA) 0 (NA-NA) 

0.69 (0.08-

2.49) 
0.93 (0.25-

2.37) 
0.69 (0.28-

1.42) 

18-24 years 8.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.57 (0.02-

8.75) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 13.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 25.95 0 (NA-NA) 0 (NA-NA) 
1.09 (0.01-

6.04) 
0.73 (0.01-

4.05) 
0.31 (0-

1.74) 

45-54 years 68.42 0 (NA-NA) 0 (NA-NA) 
1.05 (0.01-

5.87) 
2.12 (0.43-

6.19) 
1.04 (0.28-

2.66) 

55-64 years 187.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.95 (0.03-

10.84) 

Elderly (≥ 65 

years) 
1,093.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 509.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1,187.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2,326.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 295.96 0 (NA-NA) 
0.60 (0.07-

2.15) 
0.91 (0.33-

1.97) 
0.61 (0.22-

1.33) 
0.47 (0.23-

0.84) 

Children and 

adolescents 
4.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 4.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 5.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
117.66 0 (NA-NA) 

0.32 (0-

1.80) 
0.81 (0.26-

1.90) 
0.55 (0.18-

1.28) 
0.45 (0.22-

0.83) 

18-24 years 11.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 16.73 0 (NA-NA) 0 (NA-NA) 
0.98 (0.01-

5.43) 
0.66 (0.01-

3.65) 
1.25 (0.34-

3.21) 

35-44 years 43.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.16 (0-

0.87) 

45-54 years 137.29 0 (NA-NA) 
0.80 (0.01-

4.47) 
1.21 (0.24-

3.54) 
0.81 (0.16-

2.37) 
0.30 (0.06-

0.88) 

55-64 years 349.06 0 (NA-NA) 0 (NA-NA) 
2.42 (0.03-

13.45) 
1.66 (0.02-

9.22) 
1.51 (0.17-

5.46) 

Elderly (≥ 65 

years) 
1,458.37 0 (NA-NA) 

3.87 (0.05-

21.53) 
2.08 (0.03-

11.58) 
1.49 (0.02-

8.28) 
0.70 (0.01-

3.90) 

65-74 years 847.64 0 (NA-NA) 
8.61 (0.11-

47.88) 
4.56 (0.06-

25.36) 
3.19 (0.04-

17.72) 
1.48 (0.02-

8.24) 

75-79 years 1,747.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 3,080.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.9.i.A. Historical incidence rates and standardized morbidity ratios of stress-induced cardiomyopathy in Italy 
for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.9.i.C. Historical incidence rates and standardized morbidity ratios of stress-induced cardiomyopathy in 
United Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 2.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
7.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 6.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 9.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 6.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 3.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
2.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 8.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
12.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 12.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 15.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 10.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.9.ii.A. Historical incidence rates and standardized morbidity ratios of stress-induced cardiomyopathy in Italy 
for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.9.ii.C. Historical incidence rates and standardized morbidity ratios of stress-induced cardiomyopathy in 
United Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 2.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
4.50 (0.06-

25.06) 

Children and 

adolescents 
0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

4.70 (0.06-

26.13) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
9.92 (0.13-

55.18) 

55-64 years 4.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
7.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 6.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 9.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 6.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 3.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
2.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 8.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
12.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 12.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 15.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 10.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
23.21 (0.30-

129.12) 

Children and 

adolescents 
0.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

23.59 (0.31-

131.24) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
109.69 

(1.43-

610.32) 

55-64 years 0.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.9.iii.C. Historical incidence rates and standardized morbidity ratios of stress-induced cardiomyopathy in 
United Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 2.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.05 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
7.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 6.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 9.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 6.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 3.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
2.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 8.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
12.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

419



 

Page 420 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 12.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 15.47 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 10.65 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.03 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.76 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 1.79 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.9.iv.A. Historical incidence rates and standardized morbidity ratios of stress-induced cardiomyopathy in Italy 
for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 

  

425



 

Page 426 of 1342 

Appendix Table 4.9.iv.C. Historical incidence rates and standardized morbidity ratios of stress-induced cardiomyopathy in 
United Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 2.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.70 (0.04-

15.01) 

Children and 

adolescents 
0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

2.83 (0.04-

15.76) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
6.12 (0.08-

34.03) 

55-64 years 4.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
7.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 6.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 9.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 6.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 3.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
2.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 8.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
12.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 12.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 15.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 10.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
13.79 (0.18-

76.73) 

Children and 

adolescents 
0.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

14.02 (0.18-

78.02) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
66.10 (0.86-

367.77) 

55-64 years 0.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.10.i.A. Historical incidence rates and standardized morbidity ratios of coronary artery disease in Italy for 
first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 176.93 
3.73 (1.70-

7.08) 
1.50 (0.97-

2.22) 
1.10 (0.77-

1.52) 
0.99 (0.70-

1.35) 
0.97 (0.69-

1.32) 

Children and 

adolescents 
0.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 1.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
101.55 

2.97 (0.80-

7.61) 
0.97 (0.44-

1.85) 
0.67 (0.35-

1.17) 
0.64 (0.36-

1.06) 
0.62 (0.35-

1.02) 

18-24 years 0.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 4.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 29.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.44 (0.01-

2.46) 
0.43 (0.01-

2.41) 

45-54 years 112.64 
3.07 (0.04-

17.05) 
0.91 (0.10-

3.27) 
0.95 (0.26-

2.44) 
0.76 (0.20-

1.95) 
0.74 (0.20-

1.88) 

55-64 years 266.99 
3.39 (0.68-

9.91) 
1.15 (0.46-

2.36) 
0.67 (0.29-

1.32) 
0.64 (0.31-

1.18) 
0.61 (0.29-

1.13) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
464.62 

4.69 (1.51-

10.94) 
2.16 (1.23-

3.51) 
1.63 (1.04-

2.42) 
1.48 (0.95-

2.20) 
1.46 (0.94-

2.15) 

65-74 years 362.96 
1.43 (0.02-

7.94) 
2.05 (0.98-

3.77) 
1.44 (0.79-

2.42) 
1.27 (0.69-

2.13) 
1.29 (0.72-

2.13) 

75-79 years 453.71 
12.98 (3.49-

33.23) 
2.33 (0.75-

5.43) 
1.64 (0.66-

3.38) 
1.59 (0.64-

3.27) 
1.50 (0.60-

3.10) 

≥ 80 years 648.17 0 (NA-NA) 
2.60 (0.03-

14.46) 
3.99 (0.80-

11.67) 
3.77 (0.76-

11.01) 
3.44 (0.69-

10.04) 

Females 96.74 
8.91 (2.40-

22.81) 
2.58 (1.11-

5.09) 
1.65 (0.79-

3.03) 
1.63 (0.84-

2.84) 
1.55 (0.80-

2.70) 

Children and 

adolescents 
0.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.39 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
38.79 

4.09 (0.05-

22.73) 
2.38 (0.64-

6.10) 
1.22 (0.33-

3.13) 
1.40 (0.51-

3.06) 
1.35 (0.49-

2.93) 

18-24 years 0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 10.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 39.36 0 (NA-NA) 
2.71 (0.04-

15.06) 
1.42 (0.02-

7.92) 
1.13 (0.01-

6.31) 
1.09 (0.01-

6.06) 

55-64 years 104.51 
5.98 (0.08-

33.29) 
2.60 (0.52-

7.60) 
1.33 (0.27-

3.87) 
1.68 (0.54-

3.91) 
1.60 (0.52-

3.74) 

Elderly (≥ 65 

years) 
269.56 

14.71 (2.96-

42.98) 
2.83 (0.76-

7.24) 
2.14 (0.78-

4.65) 
1.93 (0.71-

4.21) 
1.82 (0.67-

3.96) 

65-74 years 152.44 0 (NA-NA) 
1.13 (0.01-

6.30) 
1.14 (0.13-

4.11) 
1.00 (0.11-

3.60) 
0.94 (0.11-

3.41) 

75-79 years 230.90 
47.46 (9.54-

138.66) 
6.82 (1.37-

19.92) 
3.43 (0.69-

10.02) 
3.31 (0.67-

9.67) 
3.12 (0.63-

9.11) 

≥ 80 years 466.21 0 (NA-NA) 0 (NA-NA) 
5.69 (0.07-

31.67) 
5.19 (0.07-

28.86) 
4.65 (0.06-

25.87) 

Males 264.65 
2.55 (0.82-

5.94) 
1.25 (0.73-

2.01) 
0.98 (0.64-

1.43) 
0.84 (0.55-

1.22) 
0.83 (0.55-

1.20) 

Children and 

adolescents 
0.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
167.26 

2.72 (0.55-

7.96) 
0.66 (0.21-

1.54) 
0.54 (0.23-

1.07) 
0.47 (0.22-

0.90) 
0.46 (0.21-

0.86) 

18-24 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 7.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 49.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.53 (0.01-

2.94) 
0.52 (0.01-

2.89) 

45-54 years 189.89 
3.68 (0.05-

20.49) 
0.54 (0.01-

3.03) 
0.86 (0.17-

2.51) 
0.68 (0.14-

2.00) 
0.66 (0.13-

1.94) 

55-64 years 445.49 
2.79 (0.31-

10.07) 
0.81 (0.22-

2.07) 
0.52 (0.17-

1.20) 
0.40 (0.13-

0.92) 
0.38 (0.12-

0.88) 

Elderly (≥ 65 

years) 
725.35 

2.32 (0.26-

8.38) 
2.00 (1.03-

3.49) 
1.51 (0.89-

2.38) 
1.37 (0.81-

2.17) 
1.37 (0.82-

2.14) 

65-74 years 607.56 
1.74 (0.02-

9.69) 
2.25 (1.03-

4.27) 
1.51 (0.78-

2.63) 
1.33 (0.69-

2.32) 
1.37 (0.73-

2.34) 

75-79 years 744.80 
4.08 (0.05-

22.71) 
1.17 (0.13-

4.23) 
1.18 (0.32-

3.01) 
1.14 (0.31-

2.92) 
1.08 (0.29-

2.77) 

≥ 80 years 966.12 0 (NA-NA) 
3.41 (0.04-

18.97) 
3.48 (0.39-

12.55) 
3.31 (0.37-

11.96) 
3.04 (0.34-

10.98) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.10.i.C. Historical incidence rates and standardized morbidity ratios of coronary artery disease in United 
Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 43.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.24 (0-

1.32) 

Children and 

adolescents 
0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
30.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.25 (0-

1.37) 

18-24 years 0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 11.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 42.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.45 (0.01-

2.51) 

55-64 years 84.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
145.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 121.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 157.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 195.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 27.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
15.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 5.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 20.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 42.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
98.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 71.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 104.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 153.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 58.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.30 (0-

1.67) 

Children and 

adolescents 
0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
44.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.31 (0-

1.72) 

18-24 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 3.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 17.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 62.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.57 (0.01-

3.20) 

55-64 years 124.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
201.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 176.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 221.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 257.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.10.ii.A. Historical incidence rates and standardized morbidity ratios of coronary artery disease in Italy for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 176.93 
1.45 (0.29-

4.22) 
1.06 (0.59-

1.75) 
1.04 (0.69-

1.49) 
1.13 (0.83-

1.51) 
1.06 (0.86-

1.29) 

Children and 

adolescents 
0.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.38 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 1.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
101.55 

0.94 (0.01-

5.26) 
0.57 (0.15-

1.46) 
0.65 (0.30-

1.24) 
0.74 (0.41-

1.22) 
0.82 (0.56-

1.16) 

18-24 years 0.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 4.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 29.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.66 (0.01-

3.67) 

45-54 years 112.64 0 (NA-NA) 0 (NA-NA) 
0.94 (0.11-

3.38) 
0.66 (0.07-

2.39) 
0.93 (0.34-

2.03) 

55-64 years 266.99 
1.28 (0.02-

7.11) 
0.74 (0.20-

1.89) 
0.65 (0.26-

1.33) 
0.80 (0.43-

1.38) 
0.81 (0.52-

1.19) 

439



 

Page 440 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
464.62 

1.97 (0.22-

7.10) 
1.55 (0.77-

2.77) 
1.41 (0.86-

2.18) 
1.51 (1.03-

2.13) 
1.22 (0.95-

1.55) 

65-74 years 362.96 
1.49 (0.02-

8.31) 
1.71 (0.74-

3.37) 
1.50 (0.82-

2.51) 
1.43 (0.87-

2.21) 
1.30 (0.96-

1.74) 

75-79 years 453.71 
3.38 (0.04-

18.81) 
1.45 (0.29-

4.25) 
1.21 (0.39-

2.83) 
1.62 (0.78-

2.98) 
1.01 (0.60-

1.59) 

≥ 80 years 648.17 0 (NA-NA) 0 (NA-NA) 
1.41 (0.02-

7.87) 
1.90 (0.21-

6.87) 
1.52 (0.49-

3.55) 

Females 96.74 
2.59 (0.03-

14.41) 
1.52 (0.41-

3.89) 
0.96 (0.31-

2.24) 
0.90 (0.36-

1.86) 
1.26 (0.79-

1.91) 

Children and 

adolescents 
0.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.39 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
38.79 0 (NA-NA) 

0.77 (0.01-

4.31) 
0.39 (0.01-

2.19) 
0.27 (0-

1.49) 
1.01 (0.40-

2.08) 

18-24 years 0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 10.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 39.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.80 (0.56-

8.19) 

55-64 years 104.51 0 (NA-NA) 
0.98 (0.01-

5.44) 
0.49 (0.01-

2.73) 
0.33 (0-

1.83) 
0.71 (0.19-

1.83) 

Elderly (≥ 65 

years) 
269.56 

5.20 (0.07-

28.95) 
2.24 (0.45-

6.54) 
1.50 (0.40-

3.83) 
1.50 (0.55-

3.26) 
1.44 (0.80-

2.37) 

65-74 years 152.44 
8.29 (0.11-

46.11) 
3.56 (0.72-

10.40) 
1.78 (0.36-

5.21) 
1.98 (0.64-

4.63) 
1.94 (1.00-

3.39) 

75-79 years 230.90 0 (NA-NA) 0 (NA-NA) 
1.19 (0.02-

6.62) 
0.80 (0.01-

4.42) 
0.84 (0.17-

2.44) 

≥ 80 years 466.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 264.65 
1.18 (0.13-

4.27) 
0.96 (0.48-

1.71) 
1.06 (0.68-

1.57) 
1.19 (0.85-

1.61) 
1.01 (0.80-

1.26) 

Children and 

adolescents 
0.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.37 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
167.26 

1.16 (0.02-

6.43) 
0.52 (0.11-

1.53) 
0.71 (0.31-

1.40) 
0.85 (0.46-

1.42) 
0.78 (0.50-

1.15) 

18-24 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 7.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 49.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.79 (0.01-

4.40) 

45-54 years 189.89 0 (NA-NA) 0 (NA-NA) 
1.12 (0.13-

4.06) 
0.79 (0.09-

2.87) 
0.56 (0.11-

1.63) 

55-64 years 445.49 
1.58 (0.02-

8.76) 
0.68 (0.14-

1.99) 
0.68 (0.25-

1.49) 
0.91 (0.47-

1.60) 
0.83 (0.51-

1.27) 

Elderly (≥ 65 

years) 
725.35 

1.21 (0.02-

6.75) 
1.39 (0.60-

2.74) 
1.39 (0.80-

2.26) 
1.51 (0.99-

2.21) 
1.18 (0.89-

1.53) 

65-74 years 607.56 0 (NA-NA) 
1.30 (0.42-

3.04) 
1.44 (0.72-

2.57) 
1.31 (0.73-

2.16) 
1.17 (0.82-

1.63) 

75-79 years 744.80 
4.25 (0.06-

23.63) 
1.83 (0.37-

5.33) 
1.22 (0.33-

3.12) 
1.83 (0.84-

3.48) 
1.05 (0.59-

1.73) 

≥ 80 years 966.12 0 (NA-NA) 0 (NA-NA) 
1.80 (0.02-

10.03) 
2.42 (0.27-

8.75) 
1.91 (0.61-

4.45) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.10.ii.C. Historical incidence rates and standardized morbidity ratios of coronary artery disease in United 
Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 43.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.48 (0.01-

2.68) 
0.15 (0-

0.86) 

Children and 

adolescents 
0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
30.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.50 (0.01-

2.77) 
0.16 (0-

0.89) 

18-24 years 0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 11.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.55 (0.02-

8.64) 
0.52 (0.01-

2.88) 

45-54 years 42.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 84.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
145.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 121.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 157.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 195.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 27.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
15.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 5.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 20.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 42.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
98.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 71.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 104.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 153.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 58.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.61 (0.01-

3.38) 
0.20 (0-

1.09) 

Children and 

adolescents 
0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
44.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.62 (0.01-

3.47) 
0.20 (0-

1.11) 

18-24 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 3.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 17.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.93 (0.03-

10.74) 
0.64 (0.01-

3.58) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 62.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 124.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
201.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 176.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 221.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 257.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.10.iii.C. Historical incidence rates and standardized morbidity ratios of coronary artery disease in United 
Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 43.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.06 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.10 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
30.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 11.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 42.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 84.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
145.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 121.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 157.41 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 195.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 27.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.06 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.10 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
15.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 5.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 20.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 42.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
98.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 71.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 104.24 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 153.77 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 58.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.06 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
44.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 3.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 17.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 62.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 124.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
201.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 176.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 221.47 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 257.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.10.iv.A. Historical incidence rates and standardized morbidity ratios of coronary artery disease in Italy for 
any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 176.93 
2.67 (1.38-

4.67) 
1.30 (0.93-

1.77) 
1.07 (0.83-

1.37) 
1.06 (0.85-

1.31) 
1.03 (0.87-

1.22) 

Children and 

adolescents 
0.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 1.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
101.55 

2.08 (0.67-

4.85) 
0.80 (0.43-

1.37) 
0.66 (0.41-

1.01) 
0.69 (0.46-

0.98) 
0.74 (0.55-

0.99) 

18-24 years 0.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 4.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 29.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.30 (0-

1.69) 
0.52 (0.06-

1.89) 

45-54 years 112.64 
1.92 (0.03-

10.66) 
0.60 (0.07-

2.16) 
0.95 (0.35-

2.06) 
0.72 (0.26-

1.58) 
0.84 (0.40-

1.55) 

55-64 years 266.99 
2.40 (0.65-

6.15) 
0.95 (0.48-

1.71) 
0.66 (0.37-

1.09) 
0.72 (0.46-

1.09) 
0.74 (0.52-

1.03) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
464.62 

3.36 (1.35-

6.92) 
1.86 (1.23-

2.71) 
1.52 (1.11-

2.04) 
1.50 (1.13-

1.94) 
1.28 (1.03-

1.56) 

65-74 years 362.96 
1.46 (0.16-

5.27) 
1.88 (1.12-

2.98) 
1.47 (0.98-

2.12) 
1.36 (0.94-

1.90) 
1.30 (1.00-

1.67) 

75-79 years 453.71 
8.28 (2.67-

19.32) 
1.90 (0.82-

3.74) 
1.43 (0.74-

2.50) 
1.61 (0.94-

2.57) 
1.11 (0.72-

1.64) 

≥ 80 years 648.17 0 (NA-NA) 
1.35 (0.02-

7.50) 
2.74 (0.74-

7.02) 
2.71 (0.87-

6.31) 
1.92 (0.83-

3.79) 

Females 96.74 
5.99 (1.93-

13.97) 
2.10 (1.08-

3.66) 
1.33 (0.74-

2.19) 
1.26 (0.76-

1.96) 
1.35 (0.94-

1.89) 

Children and 

adolescents 
0.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.39 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
38.79 

2.28 (0.03-

12.68) 
1.68 (0.54-

3.93) 
0.86 (0.28-

2.01) 
0.87 (0.35-

1.80) 
1.14 (0.61-

1.95) 

18-24 years 0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 10.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 39.36 0 (NA-NA) 
1.79 (0.02-

9.93) 
0.94 (0.01-

5.25) 
0.72 (0.01-

4.01) 
2.01 (0.54-

5.15) 

55-64 years 104.51 
3.18 (0.04-

17.69) 
1.84 (0.49-

4.71) 
0.93 (0.25-

2.38) 
1.00 (0.36-

2.17) 
1.03 (0.47-

1.96) 

Elderly (≥ 65 

years) 
269.56 

10.10 (2.72-

25.85) 
2.54 (1.02-

5.23) 
1.82 (0.87-

3.36) 
1.69 (0.87-

2.95) 
1.53 (0.95-

2.34) 

65-74 years 152.44 
4.04 (0.05-

22.47) 
2.32 (0.62-

5.93) 
1.45 (0.47-

3.39) 
1.55 (0.62-

3.19) 
1.68 (0.92-

2.83) 

75-79 years 230.90 
24.30 (4.88-

70.99) 
3.49 (0.70-

10.18) 
2.33 (0.63-

5.97) 
1.85 (0.50-

4.73) 
1.32 (0.48-

2.87) 

≥ 80 years 466.21 0 (NA-NA) 0 (NA-NA) 
3.05 (0.04-

16.98) 
2.39 (0.03-

13.29) 
1.13 (0.01-

6.30) 

Males 264.65 
1.92 (0.77-

3.95) 
1.12 (0.74-

1.62) 
1.01 (0.75-

1.34) 
1.02 (0.79-

1.29) 
0.96 (0.79-

1.16) 

Children and 

adolescents 
0.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
167.26 

2.03 (0.55-

5.21) 
0.60 (0.26-

1.19) 
0.62 (0.35-

1.00) 
0.65 (0.41-

0.97) 
0.66 (0.45-

0.92) 

18-24 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 7.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 49.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.36 (0-

2.02) 
0.63 (0.07-

2.26) 

45-54 years 189.89 
2.30 (0.03-

12.81) 
0.36 (0-

2.00) 
0.95 (0.31-

2.22) 
0.72 (0.23-

1.69) 
0.61 (0.22-

1.32) 

55-64 years 445.49 
2.22 (0.45-

6.48) 
0.75 (0.30-

1.54) 
0.59 (0.30-

1.06) 
0.66 (0.38-

1.06) 
0.67 (0.44-

0.99) 

Elderly (≥ 65 

years) 
725.35 

1.78 (0.36-

5.20) 
1.70 (1.04-

2.63) 
1.45 (1.01-

2.03) 
1.45 (1.05-

1.95) 
1.22 (0.96-

1.53) 

65-74 years 607.56 
0.89 (0.01-

4.95) 
1.79 (0.98-

3.00) 
1.47 (0.93-

2.21) 
1.32 (0.87-

1.92) 
1.22 (0.90-

1.62) 

75-79 years 744.80 
4.16 (0.47-

15.03) 
1.49 (0.48-

3.48) 
1.20 (0.52-

2.36) 
1.55 (0.82-

2.64) 
1.05 (0.63-

1.65) 

≥ 80 years 966.12 0 (NA-NA) 
1.75 (0.02-

9.71) 
2.65 (0.53-

7.76) 
2.80 (0.75-

7.17) 
2.13 (0.86-

4.40) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.10.iv.C. Historical incidence rates and standardized morbidity ratios of coronary artery disease in United 
Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 43.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.23 (0-

1.30) 
0.19 (0.02-

0.68) 

Children and 

adolescents 
0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
30.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.24 (0-

1.35) 
0.19 (0.02-

0.70) 

18-24 years 0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 11.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.77 (0.01-

4.30) 
0.32 (0-

1.80) 

45-54 years 42.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.17 (0-

0.96) 

55-64 years 84.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
145.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 121.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 157.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 195.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 27.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
15.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 5.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 20.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 42.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
98.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 71.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 104.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 153.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 58.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.30 (0-

1.64) 
0.24 (0.03-

0.85) 

Children and 

adolescents 
0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
44.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.31 (0-

1.70) 
0.24 (0.03-

0.88) 

18-24 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 3.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 17.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.96 (0.01-

5.35) 
0.40 (0.01-

2.24) 

45-54 years 62.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.22 (0-

1.22) 

55-64 years 124.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
201.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 176.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 221.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 257.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.11.i.A. Historical incidence rates and standardized morbidity ratios of arrhythmia in Italy for first dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 131.98 
1.48 (0.17-

5.35) 
0.75 (0.30-

1.55) 
0.88 (0.50-

1.42) 
1.02 (0.64-

1.55) 
0.98 (0.61-

1.48) 

Children and 

adolescents 
7.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 5.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 9.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
44.30 0 (NA-NA) 

0.25 (0-

1.38) 
0.64 (0.21-

1.50) 
0.99 (0.47-

1.82) 
0.95 (0.46-

1.75) 

18-24 years 7.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 8.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 19.05 0 (NA-NA) 0 (NA-NA) 
0.92 (0.01-

5.10) 
0.67 (0.01-

3.75) 
0.66 (0.01-

3.66) 

45-54 years 40.25 0 (NA-NA) 0 (NA-NA) 
0.66 (0.01-

3.69) 
0.53 (0.01-

2.93) 
0.51 (0.01-

2.84) 

55-64 years 112.75 0 (NA-NA) 
0.41 (0.01-

2.29) 
0.63 (0.13-

1.84) 
1.29 (0.56-

2.55) 
1.24 (0.53-

2.44) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
416.77 

2.66 (0.30-

9.60) 
1.15 (0.42-

2.50) 
1.06 (0.53-

1.90) 
1.06 (0.55-

1.86) 
1.01 (0.52-

1.76) 

65-74 years 236.50 
2.33 (0.03-

12.95) 
1.34 (0.36-

3.43) 
1.01 (0.37-

2.20) 
1.05 (0.42-

2.16) 
0.99 (0.40-

2.05) 

75-79 years 415.79 
3.78 (0.05-

21.01) 
1.08 (0.12-

3.91) 
1.09 (0.29-

2.79) 
1.06 (0.28-

2.70) 
1.00 (0.27-

2.56) 

≥ 80 years 732.51 0 (NA-NA) 0 (NA-NA) 
1.32 (0.02-

7.35) 
1.24 (0.02-

6.90) 
1.13 (0.01-

6.28) 

Females 121.42 0 (NA-NA) 
0.61 (0.07-

2.22) 
1.26 (0.54-

2.48) 
1.73 (0.92-

2.96) 
1.64 (0.87-

2.81) 

Children and 

adolescents 
6.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 4.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 11.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
32.37 0 (NA-NA) 0 (NA-NA) 

1.12 (0.22-

3.26) 
2.00 (0.80-

4.12) 
1.92 (0.77-

3.96) 

18-24 years 5.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 8.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 15.11 0 (NA-NA) 0 (NA-NA) 
2.47 (0.03-

13.76) 
1.83 (0.02-

10.17) 
1.78 (0.02-

9.92) 

45-54 years 28.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 79.28 0 (NA-NA) 0 (NA-NA) 
1.25 (0.14-

4.52) 
2.88 (1.05-

6.26) 
2.75 (1.00-

5.98) 

Elderly (≥ 65 

years) 
370.73 0 (NA-NA) 

1.09 (0.12-

3.95) 
1.38 (0.44-

3.22) 
1.51 (0.55-

3.29) 
1.42 (0.52-

3.10) 

65-74 years 188.08 0 (NA-NA) 
0.94 (0.01-

5.24) 
1.42 (0.29-

4.16) 
1.68 (0.45-

4.30) 
1.59 (0.43-

4.07) 

75-79 years 333.88 0 (NA-NA) 
1.58 (0.02-

8.79) 
0.79 (0.01-

4.42) 
0.77 (0.01-

4.27) 
0.72 (0.01-

4.03) 

≥ 80 years 664.85 0 (NA-NA) 0 (NA-NA) 
3.86 (0.05-

21.46) 
3.52 (0.05-

19.56) 
3.16 (0.04-

17.56) 

Males 143.47 
2.28 (0.26-

8.23) 
0.83 (0.27-

1.93) 
0.67 (0.29-

1.32) 
0.64 (0.29-

1.22) 
0.61 (0.28-

1.17) 

Children and 

adolescents 
7.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 6.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 8.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
56.74 0 (NA-NA) 

0.38 (0-

2.11) 
0.39 (0.04-

1.41) 
0.45 (0.09-

1.32) 
0.44 (0.09-

1.27) 

18-24 years 10.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 9.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 23.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 52.40 0 (NA-NA) 0 (NA-NA) 
1.01 (0.01-

5.63) 
0.80 (0.01-

4.47) 
0.78 (0.01-

4.33) 

55-64 years 149.17 0 (NA-NA) 
0.62 (0.01-

3.45) 
0.32 (0-

1.76) 
0.49 (0.05-

1.76) 
0.47 (0.05-

1.68) 

Elderly (≥ 65 

years) 
477.54 

4.10 (0.46-

14.80) 
1.18 (0.32-

3.02) 
0.89 (0.32-

1.94) 
0.82 (0.30-

1.79) 
0.78 (0.28-

1.69) 

65-74 years 292.09 
3.61 (0.05-

20.10) 
1.56 (0.31-

4.55) 
0.78 (0.16-

2.28) 
0.70 (0.14-

2.04) 
0.66 (0.13-

1.93) 

75-79 years 521.39 
5.75 (0.08-

32.01) 
0.83 (0.01-

4.59) 
1.24 (0.25-

3.63) 
1.21 (0.24-

3.53) 
1.14 (0.23-

3.34) 

≥ 80 years 849.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.11.i.C. Historical incidence rates and standardized morbidity ratios of arrhythmia in United Kingdom for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 556.33 
1.18 (0.13-

4.26) 
0.94 (0.47-

1.68) 
0.91 (0.56-

1.39) 
0.99 (0.69-

1.39) 
0.94 (0.71-

1.21) 

Children and 

adolescents 
49.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

4.56 (0.06-

25.35) 
2.77 (0.04-

15.42) 

<12 years 33.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 87.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
4.56 (0.06-

25.36) 
2.77 (0.04-

15.42) 

Adults (18-64 

years) 
264.44 

1.25 (0.14-

4.52) 
0.90 (0.43-

1.66) 
0.86 (0.52-

1.35) 
0.95 (0.64-

1.35) 
0.91 (0.69-

1.19) 

18-24 years 113.93 
3.40 (0.04-

18.93) 
0.49 (0.01-

2.73) 
0.50 (0.06-

1.79) 
0.83 (0.27-

1.95) 
0.58 (0.21-

1.27) 

25-34 years 112.54 0 (NA-NA) 
1.26 (0.34-

3.22) 
0.95 (0.35-

2.07) 
0.85 (0.37-

1.68) 
0.93 (0.52-

1.53) 

35-44 years 149.91 
2.31 (0.03-

12.86) 
1.00 (0.20-

2.91) 
0.67 (0.18-

1.71) 
1.01 (0.46-

1.91) 
0.83 (0.44-

1.42) 

45-54 years 277.55 0 (NA-NA) 
0.81 (0.09-

2.94) 
1.43 (0.57-

2.95) 
1.23 (0.56-

2.34) 
1.20 (0.71-

1.90) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 619.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.97 (0.11-

3.49) 

Elderly (≥ 65 

years) 
2,361.67 0 (NA-NA) 

1.87 (0.02-

10.42) 
2.07 (0.23-

7.46) 
1.51 (0.17-

5.46) 
1.28 (0.26-

3.75) 

65-74 years 1,491.23 0 (NA-NA) 
3.83 (0.05-

21.33) 
4.13 (0.46-

14.90) 
2.94 (0.33-

10.62) 
2.55 (0.51-

7.44) 

75-79 years 2,811.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4,335.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 525.59 0 (NA-NA) 
0.66 (0.18-

1.70) 
0.59 (0.23-

1.21) 
0.90 (0.52-

1.47) 
0.89 (0.59-

1.29) 

Children and 

adolescents 
57.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

6.44 (0.08-

35.86) 
3.94 (0.05-

21.95) 

<12 years 33.47 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 115.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
6.44 (0.08-

35.86) 
3.94 (0.05-

21.95) 

Adults (18-64 

years) 
248.22 0 (NA-NA) 

0.69 (0.19-

1.78) 
0.61 (0.25-

1.26) 
0.88 (0.49-

1.45) 
0.90 (0.59-

1.30) 

18-24 years 165.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.53 (0.06-

1.92) 
0.47 (0.09-

1.38) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 146.33 0 (NA-NA) 
1.10 (0.12-

3.98) 
0.83 (0.17-

2.44) 
0.94 (0.30-

2.18) 
1.10 (0.53-

2.03) 

35-44 years 168.05 0 (NA-NA) 
1.29 (0.14-

4.64) 
0.97 (0.19-

2.83) 
1.30 (0.47-

2.83) 
0.88 (0.35-

1.81) 

45-54 years 248.33 0 (NA-NA) 0 (NA-NA) 
0.51 (0.01-

2.82) 
0.68 (0.08-

2.45) 
1.15 (0.46-

2.37) 

55-64 years 479.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2,024.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1,150.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2,300.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 3,855.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 586.32 
2.44 (0.27-

8.80) 
1.24 (0.50-

2.55) 
1.26 (0.69-

2.11) 
1.09 (0.65-

1.72) 
0.98 (0.66-

1.40) 

Children and 

adolescents 
42.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 33.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 62.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
279.61 

2.61 (0.29-

9.42) 
1.13 (0.41-

2.46) 
1.14 (0.59-

1.99) 
1.02 (0.58-

1.66) 
0.93 (0.61-

1.35) 

18-24 years 72.29 
9.16 (0.12-

50.95) 
1.32 (0.02-

7.35) 
1.33 (0.15-

4.81) 
1.34 (0.27-

3.93) 
0.76 (0.15-

2.22) 

25-34 years 81.99 0 (NA-NA) 
1.47 (0.16-

5.30) 
1.11 (0.22-

3.24) 
0.74 (0.15-

2.18) 
0.70 (0.23-

1.64) 

35-44 years 132.57 
4.79 (0.06-

26.63) 
0.69 (0.01-

3.83) 
0.35 (0-

1.93) 
0.70 (0.14-

2.03) 
0.78 (0.29-

1.71) 

45-54 years 305.79 0 (NA-NA) 
1.36 (0.15-

4.92) 
2.06 (0.75-

4.48) 
1.61 (0.64-

3.31) 
1.23 (0.61-

2.21) 

55-64 years 757.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.41 (0.16-

5.07) 

Elderly (≥ 65 

years) 
2,769.81 0 (NA-NA) 

3.15 (0.04-

17.54) 
3.49 (0.39-

12.59) 
2.55 (0.29-

9.22) 
2.23 (0.45-

6.52) 

65-74 years 1,867.11 0 (NA-NA) 
6.51 (0.09-

36.23) 
7.06 (0.79-

25.49) 
5.04 (0.57-

18.20) 
4.49 (0.90-

13.12) 

75-79 years 3,441.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 5,072.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.11.ii.A. Historical incidence rates and standardized morbidity ratios of arrhythmia in Italy for second dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 131.98 
5.15 (1.88-

11.21) 
1.63 (0.87-

2.79) 
1.52 (0.98-

2.27) 
1.37 (0.94-

1.94) 
0.95 (0.71-

1.24) 

Children and 

adolescents 
7.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 5.88 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 9.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
44.30 

4.43 (0.50-

16.00) 
1.35 (0.36-

3.45) 
1.21 (0.48-

2.48) 
1.42 (0.73-

2.48) 
0.93 (0.52-

1.53) 

18-24 years 7.86 0 (NA-NA) 0 (NA-NA) 
10.84 (0.14-

60.34) 
9.11 (0.12-

50.67) 
5.67 (0.07-

31.57) 

25-34 years 8.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 19.05 0 (NA-NA) 0 (NA-NA) 
1.75 (0.02-

9.71) 
1.34 (0.02-

7.47) 
0.96 (0.01-

5.32) 

45-54 years 40.25 0 (NA-NA) 
2.46 (0.03-

13.71) 
1.32 (0.02-

7.32) 
0.93 (0.01-

5.18) 
0.88 (0.10-

3.17) 

55-64 years 112.75 
6.41 (0.72-

23.13) 
1.38 (0.28-

4.04) 
0.93 (0.25-

2.37) 
1.39 (0.64-

2.65) 
0.88 (0.44-

1.58) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
416.77 

5.60 (1.51-

14.35) 
1.81 (0.82-

3.43) 
1.71 (1.00-

2.74) 
1.34 (0.82-

2.08) 
0.96 (0.68-

1.31) 

65-74 years 236.50 
2.44 (0.03-

13.60) 
1.05 (0.21-

3.07) 
1.58 (0.72-

2.99) 
1.05 (0.48-

2.00) 
0.85 (0.51-

1.33) 

75-79 years 415.79 
7.89 (0.89-

28.48) 
2.26 (0.61-

5.79) 
1.70 (0.62-

3.70) 
1.70 (0.78-

3.23) 
1.11 (0.65-

1.78) 

≥ 80 years 732.51 
19.54 (0.26-

108.72) 
5.63 (0.63-

20.33) 
2.85 (0.32-

10.28) 
1.91 (0.21-

6.91) 
0.92 (0.19-

2.69) 

Females 121.42 
9.93 (2.67-

25.43) 
2.19 (0.80-

4.76) 
1.66 (0.76-

3.15) 
1.24 (0.60-

2.29) 
0.79 (0.44-

1.30) 

Children and 

adolescents 
6.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 4.88 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 11.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
32.37 

6.46 (0.08-

35.93) 
0.98 (0.01-

5.48) 
0.50 (0.01-

2.81) 
0.35 (0-

1.93) 
0.19 (0-

1.03) 

18-24 years 5.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 8.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 15.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 28.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 79.28 
9.49 (0.12-

52.80) 
1.37 (0.02-

7.61) 
0.69 (0.01-

3.82) 
0.46 (0.01-

2.55) 
0.25 (0-

1.37) 

Elderly (≥ 65 

years) 
370.73 

12.11 (2.43-

35.38) 
2.89 (0.93-

6.75) 
2.32 (1.00-

4.57) 
1.74 (0.80-

3.31) 
1.02 (0.56-

1.71) 

65-74 years 188.08 
6.91 (0.09-

38.46) 
0.99 (0.01-

5.51) 
1.49 (0.30-

4.35) 
0.99 (0.20-

2.90) 
0.79 (0.29-

1.72) 

75-79 years 333.88 
11.56 (0.15-

64.31) 
3.31 (0.37-

11.96) 
2.49 (0.50-

7.27) 
2.22 (0.60-

5.67) 
0.97 (0.31-

2.27) 

≥ 80 years 664.85 
60.42 (0.79-

336.15) 
17.53 (1.97-

63.30) 
8.93 (1.00-

32.24) 
6.02 (0.68-

21.72) 
3.05 (0.61-

8.90) 

Males 143.47 
2.62 (0.29-

9.47) 
1.34 (0.54-

2.77) 
1.45 (0.81-

2.40) 
1.44 (0.90-

2.18) 
1.03 (0.73-

1.41) 

Children and 

adolescents 
7.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 6.81 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 8.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

472



 

Page 473 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
56.74 

3.37 (0.04-

18.78) 
1.53 (0.31-

4.48) 
1.57 (0.57-

3.41) 
1.97 (0.98-

3.53) 
1.30 (0.71-

2.18) 

18-24 years 10.19 0 (NA-NA) 0 (NA-NA) 
17.33 (0.23-

96.44) 
14.47 (0.19-

80.50) 
8.83 (0.12-

49.13) 

25-34 years 9.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 23.19 0 (NA-NA) 0 (NA-NA) 
2.68 (0.04-

14.92) 
2.07 (0.03-

11.49) 
1.49 (0.02-

8.27) 

45-54 years 52.40 0 (NA-NA) 
3.76 (0.05-

20.92) 
2.01 (0.03-

11.16) 
1.42 (0.02-

7.90) 
1.34 (0.15-

4.83) 

55-64 years 149.17 
4.84 (0.06-

26.91) 
1.39 (0.16-

5.03) 
1.05 (0.21-

3.06) 
1.87 (0.81-

3.69) 
1.19 (0.57-

2.19) 

Elderly (≥ 65 

years) 
477.54 

2.15 (0.03-

11.94) 
1.23 (0.33-

3.15) 
1.39 (0.63-

2.63) 
1.13 (0.56-

2.02) 
0.92 (0.60-

1.36) 

65-74 years 292.09 0 (NA-NA) 
1.08 (0.12-

3.91) 
1.63 (0.59-

3.54) 
1.09 (0.40-

2.36) 
0.89 (0.47-

1.52) 

75-79 years 521.39 
5.99 (0.08-

33.31) 
1.72 (0.19-

6.19) 
1.29 (0.26-

3.77) 
1.44 (0.46-

3.35) 
1.18 (0.61-

2.06) 

≥ 80 years 849.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.11.ii.C. Historical incidence rates and standardized morbidity ratios of arrhythmia in United Kingdom for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 556.33 
2.05 (0.41-

5.98) 
0.79 (0.34-

1.55) 
0.89 (0.53-

1.41) 
0.90 (0.59-

1.31) 
0.79 (0.61-

1.01) 

Children and 

adolescents 
49.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 33.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 87.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
264.44 

2.11 (0.42-

6.17) 
0.81 (0.35-

1.60) 
0.92 (0.54-

1.45) 
0.86 (0.56-

1.27) 
0.79 (0.61-

1.01) 

18-24 years 113.93 0 (NA-NA) 
1.24 (0.14-

4.49) 
1.58 (0.51-

3.69) 
1.07 (0.35-

2.51) 
1.41 (0.77-

2.37) 

25-34 years 112.54 0 (NA-NA) 
0.37 (0-

2.06) 
0.19 (0-

1.04) 
0.38 (0.08-

1.10) 
0.61 (0.32-

1.07) 

35-44 years 149.91 
7.19 (1.45-

21.02) 
1.03 (0.21-

3.02) 
1.04 (0.38-

2.26) 
0.81 (0.33-

1.67) 
0.59 (0.33-

0.97) 

45-54 years 277.55 0 (NA-NA) 
0.84 (0.09-

3.04) 
1.06 (0.34-

2.47) 
1.27 (0.58-

2.42) 
0.84 (0.51-

1.29) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 619.28 0 (NA-NA) 0 (NA-NA) 
1.76 (0.02-

9.77) 
1.20 (0.02-

6.67) 
1.42 (0.29-

4.14) 

Elderly (≥ 65 

years) 
2,361.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

2.26 (0.25-

8.16) 
0.84 (0.09-

3.02) 

65-74 years 1,491.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.98 (0.45-

14.39) 
1.46 (0.16-

5.27) 

75-79 years 2,811.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4,335.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 525.59 0 (NA-NA) 
0.76 (0.20-

1.95) 
1.15 (0.60-

2.02) 
0.91 (0.50-

1.52) 
0.93 (0.66-

1.27) 

Children and 

adolescents 
57.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 33.47 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 115.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
248.22 0 (NA-NA) 

0.78 (0.21-

2.00) 
1.18 (0.61-

2.06) 
0.93 (0.51-

1.56) 
0.95 (0.67-

1.30) 

18-24 years 165.58 0 (NA-NA) 
0.97 (0.01-

5.42) 
1.98 (0.53-

5.08) 
1.35 (0.36-

3.46) 
1.74 (0.87-

3.11) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 146.33 0 (NA-NA) 
0.64 (0.01-

3.58) 
0.32 (0-

1.81) 
0.22 (0-

1.22) 
0.53 (0.19-

1.15) 

35-44 years 168.05 0 (NA-NA) 0 (NA-NA) 
1.01 (0.20-

2.95) 
0.68 (0.14-

1.98) 
0.54 (0.21-

1.10) 

45-54 years 248.33 0 (NA-NA) 
2.09 (0.24-

7.56) 
2.10 (0.57-

5.38) 
2.11 (0.77-

4.59) 
1.34 (0.71-

2.30) 

55-64 years 479.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.98 (0.33-

10.75) 

Elderly (≥ 65 

years) 
2,024.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1,150.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2,300.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 3,855.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 586.32 
4.23 (0.85-

12.35) 
0.81 (0.22-

2.07) 
0.61 (0.22-

1.33) 
0.89 (0.47-

1.53) 
0.65 (0.43-

0.95) 

Children and 

adolescents 
42.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 33.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

12-17 years 62.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
279.61 

4.39 (0.88-

12.84) 
0.84 (0.23-

2.16) 
0.64 (0.23-

1.38) 
0.78 (0.39-

1.40) 
0.63 (0.41-

0.93) 

18-24 years 72.29 0 (NA-NA) 
1.72 (0.02-

9.54) 
0.87 (0.01-

4.85) 
0.59 (0.01-

3.29) 
0.84 (0.17-

2.45) 

25-34 years 81.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.59 (0.07-

2.14) 
0.73 (0.26-

1.58) 

35-44 years 132.57 
14.83 (2.98-

43.34) 
2.13 (0.43-

6.22) 
1.07 (0.21-

3.12) 
0.96 (0.26-

2.45) 
0.65 (0.28-

1.28) 

45-54 years 305.79 0 (NA-NA) 0 (NA-NA) 
0.35 (0-

1.97) 
0.71 (0.14-

2.08) 
0.49 (0.20-

1.01) 

55-64 years 757.35 0 (NA-NA) 0 (NA-NA) 
2.63 (0.03-

14.63) 
1.79 (0.02-

9.96) 
0.69 (0.01-

3.85) 

Elderly (≥ 65 

years) 
2,769.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

3.76 (0.42-

13.59) 
1.41 (0.16-

5.09) 

65-74 years 1,867.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
6.86 (0.77-

24.77) 
2.47 (0.28-

8.93) 

75-79 years 3,441.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 5,072.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.11.iii.C. Historical incidence rates and standardized morbidity ratios of arrhythmia in United Kingdom for 
third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 556.33 0 (NA-NA) 
82.40 (1.08-

458.45) 
62.26 (0.81-

346.42) 
52.96 (0.69-

294.65) 
24.55 (0.32-

136.57) 

Children and 

adolescents 
49.88 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 33.40 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 87.32 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
264.44 0 (NA-NA) 

129.79 

(1.70-

722.12) 

109.79 

(1.44-

610.83) 

100.42 

(1.31-

558.69) 

88.89 (1.16-

494.54) 

18-24 years 113.93 0 (NA-NA) 
1,079.25 

(14.11-

6,004.68) 

1,079.25 

(14.11-

6,004.68) 

1,079.25 

(14.11-

6,004.68) 

1,079.25 

(14.11-

6,004.68) 

25-34 years 112.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 149.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 277.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 619.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
2,361.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1,491.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2,811.25 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 4,335.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 525.59 0 (NA-NA) 
224.97 

(2.94-

1,251.66) 

193.36 

(2.53-

1,075.80) 

180.57 

(2.36-

1,004.63) 

160.47 

(2.10-

892.79) 

Children and 

adolescents 
57.95 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 33.47 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 115.05 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
248.22 0 (NA-NA) 

250.03 

(3.27-

1,391.08) 

218.96 

(2.86-

1,218.22) 

202.70 

(2.65-

1,127.76) 

177.71 

(2.32-

988.72) 

18-24 years 165.58 0 (NA-NA) 
1,714.42 

(22.41-

9,538.62) 

1,714.42 

(22.41-

9,538.62) 

1,714.42 

(22.41-

9,538.62) 

1,714.42 

(22.41-

9,538.62) 

25-34 years 146.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 168.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 248.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 479.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2,024.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1,150.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2,300.56 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 3,855.72 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 586.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
42.31 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 33.33 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 62.23 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
279.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 72.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 81.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 132.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 305.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 757.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2,769.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1,867.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 3,441.82 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 5,072.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.11.iv.A. Historical incidence rates and standardized morbidity ratios of arrhythmia in Italy for any dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 131.98 
3.18 (1.37-

6.27) 
1.16 (0.71-

1.79) 
1.18 (0.84-

1.60) 
1.20 (0.90-

1.57) 
0.96 (0.75-

1.20) 

Children and 

adolescents 
7.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 5.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 9.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
44.30 

1.93 (0.22-

6.96) 
0.71 (0.23-

1.67) 
0.88 (0.46-

1.54) 
1.18 (0.74-

1.79) 
0.94 (0.61-

1.38) 

18-24 years 7.86 0 (NA-NA) 0 (NA-NA) 
3.23 (0.04-

17.96) 
2.56 (0.03-

14.23) 
2.15 (0.03-

11.98) 

25-34 years 8.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 19.05 0 (NA-NA) 0 (NA-NA) 
1.20 (0.13-

4.34) 
0.90 (0.10-

3.24) 
0.78 (0.09-

2.81) 

45-54 years 40.25 0 (NA-NA) 
0.83 (0.01-

4.64) 
0.88 (0.10-

3.19) 
0.67 (0.08-

2.43) 
0.71 (0.14-

2.07) 

55-64 years 112.75 
3.01 (0.34-

10.87) 
0.87 (0.23-

2.23) 
0.77 (0.31-

1.59) 
1.34 (0.78-

2.15) 
1.00 (0.60-

1.57) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
416.77 

4.09 (1.49-

8.91) 
1.47 (0.82-

2.42) 
1.38 (0.92-

1.99) 
1.22 (0.84-

1.73) 
0.97 (0.72-

1.27) 

65-74 years 236.50 
2.38 (0.27-

8.61) 
1.20 (0.48-

2.47) 
1.29 (0.72-

2.12) 
1.05 (0.60-

1.71) 
0.89 (0.58-

1.30) 

75-79 years 415.79 
5.79 (1.16-

16.91) 
1.66 (0.61-

3.61) 
1.39 (0.66-

2.55) 
1.43 (0.76-

2.45) 
1.09 (0.67-

1.66) 

≥ 80 years 732.51 
9.20 (0.12-

51.17) 
2.69 (0.30-

9.72) 
2.06 (0.41-

6.01) 
1.62 (0.33-

4.73) 
0.97 (0.26-

2.47) 

Females 121.42 
4.57 (1.23-

11.70) 
1.33 (0.57-

2.63) 
1.44 (0.84-

2.31) 
1.48 (0.94-

2.22) 
1.04 (0.69-

1.50) 

Children and 

adolescents 
6.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 4.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 11.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
32.37 

2.80 (0.04-

15.57) 
0.42 (0.01-

2.32) 
0.86 (0.23-

2.19) 
1.25 (0.54-

2.47) 
0.89 (0.38-

1.75) 

18-24 years 5.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 8.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 15.11 0 (NA-NA) 0 (NA-NA) 
1.65 (0.02-

9.21) 
1.24 (0.02-

6.89) 
1.07 (0.01-

5.96) 

45-54 years 28.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 79.28 
4.47 (0.06-

24.88) 
0.65 (0.01-

3.60) 
0.98 (0.20-

2.87) 
1.64 (0.66-

3.38) 
1.12 (0.45-

2.30) 

Elderly (≥ 65 

years) 
370.73 

5.86 (1.18-

17.13) 
1.97 (0.79-

4.05) 
1.84 (0.98-

3.14) 
1.64 (0.92-

2.71) 
1.12 (0.68-

1.72) 

65-74 years 188.08 
3.36 (0.04-

18.71) 
0.97 (0.11-

3.48) 
1.45 (0.53-

3.16) 
1.30 (0.52-

2.67) 
0.99 (0.47-

1.82) 

75-79 years 333.88 
5.63 (0.07-

31.34) 
2.43 (0.49-

7.09) 
1.62 (0.44-

4.16) 
1.61 (0.52-

3.75) 
0.92 (0.34-

2.00) 

≥ 80 years 664.85 
27.14 (0.35-

151.00) 
8.04 (0.90-

29.03) 
6.21 (1.25-

18.14) 
4.86 (0.98-

14.21) 
3.07 (0.83-

7.87) 

Males 143.47 
2.44 (0.66-

6.24) 
1.06 (0.55-

1.86) 
1.03 (0.66-

1.55) 
1.06 (0.72-

1.50) 
0.91 (0.67-

1.21) 

Children and 

adolescents 
7.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 6.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 8.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
56.74 

1.47 (0.02-

8.17) 
0.87 (0.23-

2.23) 
0.89 (0.39-

1.76) 
1.15 (0.63-

1.92) 
0.96 (0.56-

1.54) 

18-24 years 10.19 0 (NA-NA) 0 (NA-NA) 
4.98 (0.07-

27.69) 
3.95 (0.05-

22.00) 
3.32 (0.04-

18.47) 

25-34 years 9.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 23.19 0 (NA-NA) 0 (NA-NA) 
0.94 (0.01-

5.25) 
0.70 (0.01-

3.91) 
0.61 (0.01-

3.41) 

45-54 years 52.40 0 (NA-NA) 
1.27 (0.02-

7.08) 
1.35 (0.15-

4.86) 
1.03 (0.12-

3.70) 
1.08 (0.22-

3.16) 

55-64 years 149.17 
2.27 (0.03-

12.62) 
0.98 (0.20-

2.87) 
0.66 (0.18-

1.70) 
1.19 (0.57-

2.19) 
0.95 (0.49-

1.65) 

Elderly (≥ 65 

years) 
477.54 

3.14 (0.63-

9.19) 
1.20 (0.52-

2.37) 
1.13 (0.63-

1.87) 
1.00 (0.58-

1.60) 
0.89 (0.60-

1.26) 

65-74 years 292.09 
1.85 (0.02-

10.28) 
1.32 (0.43-

3.09) 
1.20 (0.55-

2.27) 
0.92 (0.42-

1.74) 
0.83 (0.48-

1.35) 

75-79 years 521.39 
5.87 (0.66-

21.19) 
1.26 (0.25-

3.69) 
1.27 (0.46-

2.76) 
1.34 (0.58-

2.64) 
1.17 (0.66-

1.93) 

≥ 80 years 849.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.11.iv.C. Historical incidence rates and standardized morbidity ratios of arrhythmia in United Kingdom for any 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 556.33 
1.58 (0.51-

3.69) 
0.91 (0.56-

1.41) 
0.92 (0.66-

1.26) 
0.96 (0.74-

1.24) 
0.86 (0.72-

1.03) 

Children and 

adolescents 
49.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

4.53 (0.06-

25.20) 
2.74 (0.04-

15.27) 

<12 years 33.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 87.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
4.53 (0.06-

25.21) 
2.74 (0.04-

15.27) 

Adults (18-64 

years) 
264.44 

1.65 (0.53-

3.86) 
0.91 (0.55-

1.42) 
0.91 (0.65-

1.25) 
0.92 (0.70-

1.19) 
0.85 (0.70-

1.02) 

18-24 years 113.93 
1.90 (0.02-

10.56) 
1.10 (0.30-

2.81) 
1.11 (0.48-

2.19) 
1.03 (0.52-

1.85) 
1.04 (0.64-

1.59) 

25-34 years 112.54 0 (NA-NA) 
0.85 (0.27-

1.99) 
0.60 (0.24-

1.24) 
0.63 (0.32-

1.14) 
0.75 (0.50-

1.10) 

35-44 years 149.91 
4.70 (1.27-

12.04) 
1.01 (0.37-

2.21) 
0.85 (0.41-

1.56) 
0.91 (0.52-

1.48) 
0.68 (0.45-

0.99) 

45-54 years 277.55 0 (NA-NA) 
0.83 (0.22-

2.12) 
1.25 (0.64-

2.18) 
1.25 (0.74-

1.98) 
0.98 (0.69-

1.34) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 619.28 0 (NA-NA) 0 (NA-NA) 
0.75 (0.01-

4.19) 
0.52 (0.01-

2.87) 
1.19 (0.39-

2.79) 

Elderly (≥ 65 

years) 
2,361.67 0 (NA-NA) 

1.18 (0.02-

6.56) 
1.27 (0.14-

4.57) 
1.81 (0.49-

4.62) 
1.05 (0.34-

2.45) 

65-74 years 1,491.23 0 (NA-NA) 
2.29 (0.03-

12.73) 
2.42 (0.27-

8.72) 
3.38 (0.91-

8.65) 
1.96 (0.63-

4.58) 

75-79 years 2,811.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4,335.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 525.59 0 (NA-NA) 
0.80 (0.36-

1.51) 
0.89 (0.55-

1.38) 
0.93 (0.64-

1.33) 
0.93 (0.72-

1.17) 

Children and 

adolescents 
57.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

6.42 (0.08-

35.70) 
3.92 (0.05-

21.80) 

<12 years 33.47 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 115.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
6.42 (0.08-

35.70) 
3.92 (0.05-

21.80) 

Adults (18-64 

years) 
248.22 0 (NA-NA) 

0.83 (0.38-

1.57) 
0.93 (0.57-

1.43) 
0.93 (0.63-

1.33) 
0.94 (0.73-

1.20) 

18-24 years 165.58 0 (NA-NA) 
0.87 (0.10-

3.13) 
1.10 (0.35-

2.57) 
1.04 (0.42-

2.15) 
1.18 (0.66-

1.95) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 146.33 0 (NA-NA) 
0.89 (0.18-

2.60) 
0.60 (0.16-

1.53) 
0.60 (0.22-

1.32) 
0.78 (0.45-

1.27) 

35-44 years 168.05 0 (NA-NA) 
0.66 (0.07-

2.36) 
0.99 (0.36-

2.15) 
0.99 (0.45-

1.89) 
0.67 (0.36-

1.12) 

45-54 years 248.33 0 (NA-NA) 
1.03 (0.12-

3.70) 
1.29 (0.42-

3.01) 
1.38 (0.59-

2.72) 
1.27 (0.77-

1.96) 

55-64 years 479.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.52 (0.17-

5.48) 

Elderly (≥ 65 

years) 
2,024.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1,150.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2,300.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 3,855.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 586.32 
3.26 (1.05-

7.62) 
1.04 (0.52-

1.86) 
0.95 (0.58-

1.47) 
1.00 (0.68-

1.41) 
0.79 (0.60-

1.03) 

Children and 

adolescents 
42.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 33.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

12-17 years 62.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
279.61 

3.45 (1.11-

8.04) 
0.99 (0.48-

1.83) 
0.90 (0.53-

1.42) 
0.91 (0.60-

1.32) 
0.75 (0.56-

0.99) 

18-24 years 72.29 
5.17 (0.07-

28.75) 
1.49 (0.17-

5.39) 
1.13 (0.23-

3.31) 
1.02 (0.27-

2.61) 
0.80 (0.29-

1.74) 

25-34 years 81.99 0 (NA-NA) 
0.80 (0.09-

2.88) 
0.60 (0.12-

1.76) 
0.67 (0.22-

1.58) 
0.71 (0.36-

1.28) 

35-44 years 132.57 
9.72 (2.62-

24.89) 
1.40 (0.38-

3.58) 
0.70 (0.19-

1.80) 
0.82 (0.33-

1.70) 
0.70 (0.38-

1.18) 

45-54 years 305.79 0 (NA-NA) 
0.69 (0.08-

2.50) 
1.22 (0.49-

2.51) 
1.17 (0.56-

2.14) 
0.78 (0.46-

1.23) 

55-64 years 757.35 0 (NA-NA) 0 (NA-NA) 
1.12 (0.01-

6.21) 
0.76 (0.01-

4.26) 
1.05 (0.21-

3.06) 

Elderly (≥ 65 

years) 
2,769.81 0 (NA-NA) 

1.97 (0.03-

10.95) 
2.12 (0.24-

7.64) 
3.02 (0.81-

7.74) 
1.79 (0.58-

4.18) 

65-74 years 1,867.11 0 (NA-NA) 
3.91 (0.05-

21.74) 
4.14 (0.47-

14.96) 
5.80 (1.56-

14.85) 
3.38 (1.09-

7.90) 

75-79 years 3,441.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 5,072.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.12.i.A. Historical incidence rates and standardized morbidity ratios of myocarditis in Italy for first dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 37.10 
3.83 (0.05-

21.32) 
1.11 (0.12-

4.01) 
0.85 (0.17-

2.48) 
0.74 (0.15-

2.17) 
0.71 (0.14-

2.06) 

Children and 

adolescents 
1.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 2.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.06 

12.91 (0.17-

71.84) 
3.77 (0.42-

13.60) 
1.94 (0.22-

7.01) 
1.50 (0.17-

5.42) 
1.44 (0.16-

5.21) 

18-24 years 0.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 4.66 
74.75 (0.98-

415.91) 
22.09 (2.48-

79.76) 
11.62 (1.31-

41.97) 
9.25 (1.04-

33.40) 
8.93 (1.00-

32.23) 

55-64 years 16.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
131.71 0 (NA-NA) 0 (NA-NA) 

0.40 (0.01-

2.24) 
0.37 (0-

2.08) 
0.35 (0-

1.96) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 50.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 122.02 0 (NA-NA) 0 (NA-NA) 
0.98 (0.01-

5.43) 
0.95 (0.01-

5.26) 
0.89 (0.01-

4.97) 

≥ 80 years 279.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 42.51 
8.22 (0.11-

45.73) 
2.38 (0.27-

8.61) 
1.82 (0.37-

5.31) 
1.58 (0.32-

4.62) 
1.50 (0.30-

4.37) 

Children and 

adolescents 
0.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.39 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 1.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.04 

25.67 (0.34-

142.83) 
7.49 (0.84-

27.03) 
3.85 (0.43-

13.91) 
2.95 (0.33-

10.64) 
2.83 (0.32-

10.21) 

18-24 years 0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 3.96 
175.80 

(2.30-

978.13) 

51.93 (5.83-

187.50) 
27.25 (3.06-

98.38) 
21.60 (2.43-

78.00) 
20.76 (2.33-

74.95) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 16.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
140.98 0 (NA-NA) 0 (NA-NA) 

0.89 (0.01-

4.95) 
0.82 (0.01-

4.59) 
0.77 (0.01-

4.31) 

65-74 years 47.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 130.21 0 (NA-NA) 0 (NA-NA) 
2.01 (0.03-

11.16) 
1.94 (0.03-

10.77) 
1.82 (0.02-

10.15) 

≥ 80 years 284.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 31.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
1.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 3.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

496



 

Page 497 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 5.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 15.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
119.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 53.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 111.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 272.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.12.i.C. Historical incidence rates and standardized morbidity ratios of myocarditis in United Kingdom for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 3.71 
17.66 (0.23-

98.28) 
10.18 (2.74-

26.07) 
6.41 (2.07-

14.96) 
4.31 (1.39-

10.05) 
3.84 (1.65-

7.56) 

Children and 

adolescents 
1.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.30 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
4.68 

17.86 (0.23-

99.37) 
10.29 (2.77-

26.35) 
6.48 (2.09-

15.12) 
4.35 (1.40-

10.15) 
3.88 (1.67-

7.64) 

18-24 years 5.69 
65.47 (0.86-

364.24) 
28.34 (5.70-

82.82) 
14.29 (2.87-

41.76) 
9.61 (1.93-

28.08) 
7.30 (1.96-

18.69) 

25-34 years 4.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 4.30 0 (NA-NA) 
10.95 (0.14-

60.92) 
11.01 (1.24-

39.75) 
7.38 (0.83-

26.65) 
8.40 (2.26-

21.51) 

45-54 years 4.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
3.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 4.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 2.67 0 (NA-NA) 
11.83 (0.15-

65.81) 
11.93 (1.34-

43.06) 
8.02 (0.90-

28.94) 
4.52 (0.51-

16.32) 

Children and 

adolescents 
0.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.31 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
3.22 0 (NA-NA) 

11.94 (0.16-

66.45) 
12.04 (1.35-

43.46) 
8.09 (0.91-

29.20) 
4.56 (0.51-

16.47) 

18-24 years 1.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.35 0 (NA-NA) 
33.71 (0.44-

187.56) 
33.91 (3.81-

122.45) 
22.74 (2.55-

82.11) 
13.18 (1.48-

47.57) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 3.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 4.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 3.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 4.72 
22.51 (0.29-

125.26) 
9.73 (1.96-

28.43) 
4.90 (0.98-

14.32) 
3.29 (0.66-

9.61) 
3.65 (1.33-

7.95) 

Children and 

adolescents 
1.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.30 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 5.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.04 

22.77 (0.30-

126.68) 
9.84 (1.98-

28.75) 
4.95 (1.00-

14.48) 
3.33 (0.67-

9.72) 
3.69 (1.35-

8.04) 

18-24 years 8.75 
76.28 (1.00-

424.40) 
33.02 (6.64-

96.48) 
16.65 (3.35-

48.64) 
11.19 (2.25-

32.70) 
8.44 (2.27-

21.61) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 6.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 5.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
6.17 (0.69-

22.27) 

45-54 years 5.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 4.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.12.ii.A. Historical incidence rates and standardized morbidity ratios of myocarditis in Italy for second dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 37.10 
4.34 (0.06-

24.14) 
0.63 (0.01-

3.51) 
0.95 (0.19-

2.78) 
1.07 (0.34-

2.49) 
1.50 (0.89-

2.37) 

Children and 

adolescents 
1.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.66 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.47 (0.01-

2.60) 

18-24 years 0.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 4.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 16.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.61 (0.01-

3.39) 

Elderly (≥ 65 

years) 
131.71 

5.85 (0.08-

32.53) 
0.84 (0.01-

4.66) 
1.26 (0.25-

3.68) 
1.40 (0.45-

3.28) 
1.72 (1.00-

2.75) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 50.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.57 (0.01-

3.19) 
1.10 (0.35-

2.56) 

75-79 years 122.02 
14.12 (0.18-

78.56) 
2.02 (0.03-

11.25) 
3.04 (0.61-

8.88) 
2.71 (0.73-

6.93) 
2.58 (1.29-

4.61) 

≥ 80 years 279.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.94 (0.01-

5.26) 

Females 42.51 
9.34 (0.12-

51.99) 
1.36 (0.02-

7.55) 
2.05 (0.41-

6.00) 
1.38 (0.28-

4.04) 
2.22 (1.15-

3.89) 

Children and 

adolescents 
0.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.39 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 1.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.94 (0.01-

5.24) 

18-24 years 0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 3.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 16.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.18 (0.02-

6.57) 

Elderly (≥ 65 

years) 
140.98 

13.06 (0.17-

72.64) 
1.87 (0.02-

10.42) 
2.82 (0.57-

8.23) 
1.88 (0.38-

5.50) 
2.54 (1.27-

4.54) 

65-74 years 47.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.06 (0.12-

3.81) 

75-79 years 130.21 
29.12 (0.38-

162.01) 
4.17 (0.05-

23.21) 
6.27 (1.26-

18.32) 
4.19 (0.84-

12.24) 
4.40 (2.01-

8.35) 

≥ 80 years 284.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 31.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.80 (0.09-

2.88) 
0.90 (0.33-

1.97) 

Children and 

adolescents 
1.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.92 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 3.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 5.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 15.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
119.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

1.02 (0.11-

3.67) 
1.08 (0.39-

2.35) 

65-74 years 53.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.00 (0.01-

5.58) 
1.12 (0.23-

3.28) 

75-79 years 111.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.31 (0.02-

7.31) 
0.90 (0.10-

3.25) 

≥ 80 years 272.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.50 (0.02-

8.36) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.12.ii.C. Historical incidence rates and standardized morbidity ratios of myocarditis in United Kingdom for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 3.71 
20.65 (0.27-

114.89) 
14.85 (4.79-

34.66) 
7.49 (2.41-

17.49) 
5.04 (1.63-

11.77) 
2.68 (1.07-

5.52) 

Children and 

adolescents 
1.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.30 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
4.68 

20.70 (0.27-

115.15) 
14.89 (4.80-

34.74) 
7.51 (2.42-

17.52) 
5.05 (1.63-

11.79) 
2.69 (1.08-

5.53) 

18-24 years 5.69 0 (NA-NA) 
36.87 (7.41-

107.74) 
18.74 (3.77-

54.75) 
12.72 (2.56-

37.17) 
6.04 (1.21-

17.65) 

25-34 years 4.37 
61.47 (0.80-

341.98) 
8.84 (0.12-

49.19) 
4.46 (0.06-

24.81) 
3.00 (0.04-

16.68) 
2.44 (0.27-

8.82) 

35-44 years 4.30 0 (NA-NA) 
11.08 (0.14-

61.64) 
5.57 (0.07-

31.00) 
3.73 (0.05-

20.78) 
2.56 (0.29-

9.25) 

45-54 years 4.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
3.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 4.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 2.67 0 (NA-NA) 
13.22 (0.17-

73.56) 
6.67 (0.09-

37.10) 
4.49 (0.06-

24.97) 
1.61 (0.02-

8.96) 

Children and 

adolescents 
0.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.31 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
3.22 0 (NA-NA) 

13.29 (0.17-

73.92) 
6.70 (0.09-

37.28) 
4.51 (0.06-

25.09) 
1.62 (0.02-

9.00) 

18-24 years 1.91 0 (NA-NA) 
84.30 (1.10-

469.05) 
43.00 (0.56-

239.22) 
29.34 (0.38-

163.21) 
13.85 (0.18-

77.06) 

25-34 years 1.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 3.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 4.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 3.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 4.72 
26.63 (0.35-

148.16) 
15.32 (4.12-

39.23) 
7.73 (2.08-

19.80) 
5.20 (1.40-

13.32) 
3.01 (1.10-

6.56) 

Children and 

adolescents 
1.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.30 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 5.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.04 

26.67 (0.35-

148.38) 
15.35 (4.13-

39.29) 
7.74 (2.08-

19.82) 
5.21 (1.40-

13.34) 
3.02 (1.10-

6.57) 

18-24 years 8.75 0 (NA-NA) 
28.78 (3.23-

103.90) 
14.61 (1.64-

52.77) 
9.91 (1.11-

35.79) 
4.71 (0.53-

17.01) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 6.72 
73.91 (0.97-

411.23) 
10.63 (0.14-

59.15) 
5.36 (0.07-

29.82) 
3.60 (0.05-

20.06) 
2.94 (0.33-

10.63) 

35-44 years 5.22 0 (NA-NA) 
16.25 (0.21-

90.43) 
8.17 (0.11-

45.46) 
5.48 (0.07-

30.47) 
3.78 (0.42-

13.66) 

45-54 years 5.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 4.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.12.iii.C. Historical incidence rates and standardized morbidity ratios of myocarditis in United Kingdom for 
third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 3.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
1.11 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.30 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.95 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
4.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 5.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 4.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 4.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 4.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 4.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 2.86 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 2.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 2.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.40 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.31 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.62 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
3.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 3.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 4.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 3.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1.91 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 4.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
1.78 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.30 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 5.07 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
6.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 8.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 6.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 5.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 5.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
3.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 4.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.68 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 2.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.12.iv.A. Historical incidence rates and standardized morbidity ratios of myocarditis in Italy for any dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 37.10 
4.07 (0.46-

14.69) 
0.89 (0.18-

2.59) 
0.90 (0.33-

1.95) 
0.92 (0.40-

1.81) 
1.29 (0.80-

1.97) 

Children and 

adolescents 
1.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 2.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.06 

7.31 (0.10-

40.64) 
2.16 (0.24-

7.82) 
1.11 (0.12-

4.01) 
0.82 (0.09-

2.95) 
0.85 (0.17-

2.49) 

18-24 years 0.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 4.66 
46.73 (0.61-

260.02) 
14.59 (1.64-

52.68) 
7.71 (0.87-

27.85) 
5.89 (0.66-

21.25) 
4.11 (0.46-

14.83) 

55-64 years 16.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.40 (0.01-

2.25) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
131.71 

2.84 (0.04-

15.81) 
0.41 (0.01-

2.27) 
0.82 (0.22-

2.10) 
0.96 (0.35-

2.09) 
1.41 (0.84-

2.23) 

65-74 years 50.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.32 (0-

1.80) 
0.83 (0.27-

1.95) 

75-79 years 122.02 
6.91 (0.09-

38.45) 
0.99 (0.01-

5.51) 
1.99 (0.54-

5.09) 
1.97 (0.64-

4.60) 
2.23 (1.15-

3.89) 

≥ 80 years 279.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.74 (0.01-

4.10) 

Females 42.51 
8.75 (0.98-

31.58) 
1.90 (0.38-

5.56) 
1.93 (0.70-

4.20) 
1.47 (0.54-

3.21) 
2.03 (1.13-

3.34) 

Children and 

adolescents 
0.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.39 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 1.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.04 

14.42 (0.19-

80.20) 
4.26 (0.48-

15.38) 
2.19 (0.25-

7.89) 
1.59 (0.18-

5.75) 
1.70 (0.34-

4.95) 

18-24 years 0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 3.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 3.96 
109.67 

(1.43-

610.20) 

34.37 (3.86-

124.11) 
18.17 (2.04-

65.60) 
13.85 (1.56-

49.99) 
9.75 (1.10-

35.21) 

55-64 years 16.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.77 (0.01-

4.26) 

Elderly (≥ 65 

years) 
140.98 

6.31 (0.08-

35.09) 
0.91 (0.01-

5.05) 
1.83 (0.49-

4.68) 
1.43 (0.38-

3.65) 
2.13 (1.10-

3.73) 

65-74 years 47.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.80 (0.09-

2.88) 

75-79 years 130.21 
14.21 (0.19-

79.06) 
2.04 (0.03-

11.34) 
4.09 (1.10-

10.48) 
3.24 (0.87-

8.31) 
3.86 (1.85-

7.09) 

≥ 80 years 284.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 31.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.43 (0.05-

1.56) 
0.68 (0.25-

1.47) 

Children and 

adolescents 
1.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 3.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
6.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 5.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 15.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
119.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.58 (0.07-

2.10) 
0.84 (0.31-

1.84) 

65-74 years 53.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.57 (0.01-

3.15) 
0.86 (0.17-

2.52) 

75-79 years 111.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.77 (0.01-

4.27) 
0.72 (0.08-

2.59) 

≥ 80 years 272.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.20 (0.02-

6.65) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.12.iv.C. Historical incidence rates and standardized morbidity ratios of myocarditis in United Kingdom for 
any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 3.71 
19.03 (2.14-

68.70) 
12.33 (5.63-

23.41) 
6.91 (3.31-

12.71) 
4.64 (2.22-

8.54) 
3.19 (1.79-

5.27) 

Children and 

adolescents 
1.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.30 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
4.68 

19.16 (2.15-

69.18) 
12.42 (5.67-

23.57) 
6.96 (3.33-

12.79) 
4.68 (2.24-

8.60) 
3.21 (1.80-

5.30) 

18-24 years 5.69 
36.97 (0.48-

205.70) 

32.04 

(11.70-

69.75) 

16.21 (5.92-

35.29) 
10.95 (4.00-

23.83) 
6.70 (2.68-

13.80) 

25-34 years 4.37 
28.06 (0.37-

156.12) 
4.04 (0.05-

22.47) 
2.04 (0.03-

11.33) 
1.37 (0.02-

7.62) 
1.32 (0.15-

4.77) 

35-44 years 4.30 0 (NA-NA) 
11.01 (1.24-

39.75) 
8.31 (1.67-

24.27) 
5.57 (1.12-

16.27) 
4.77 (1.74-

10.39) 

45-54 years 4.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
3.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 4.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 2.67 0 (NA-NA) 
12.48 (1.40-

45.06) 
9.44 (1.90-

27.59) 
6.35 (1.28-

18.56) 
2.82 (0.57-

8.24) 

Children and 

adolescents 
0.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.31 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
3.22 0 (NA-NA) 

12.57 (1.41-

45.40) 
9.51 (1.91-

27.79) 
6.40 (1.29-

18.69) 
2.84 (0.57-

8.30) 

18-24 years 1.91 0 (NA-NA) 
37.24 (0.49-

207.18) 
18.89 (0.25-

105.09) 
12.79 (0.17-

71.19) 
6.83 (0.09-

38.01) 

25-34 years 1.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.35 0 (NA-NA) 
17.12 (0.22-

95.25) 
17.22 (1.93-

62.19) 
11.55 (1.30-

41.71) 
4.95 (0.56-

17.88) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 3.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 4.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 3.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 4.72 
24.39 (2.74-

88.05) 
12.29 (4.92-

25.33) 
6.20 (2.48-

12.77) 
4.17 (1.67-

8.58) 
3.30 (1.70-

5.77) 

Children and 

adolescents 
1.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.30 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 5.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.04 

24.55 (2.76-

88.65) 
12.37 (4.96-

25.50) 
6.24 (2.50-

12.85) 
4.19 (1.68-

8.64) 
3.32 (1.71-

5.80) 

18-24 years 8.75 
43.17 (0.56-

240.20) 

31.17 

(10.05-

72.75) 

15.77 (5.08-

36.80) 
10.64 (3.43-

24.83) 
6.68 (2.44-

14.54) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 6.72 
33.66 (0.44-

187.27) 
4.84 (0.06-

26.95) 
2.44 (0.03-

13.58) 
1.64 (0.02-

9.13) 
1.58 (0.18-

5.71) 

35-44 years 5.22 0 (NA-NA) 
8.11 (0.11-

45.15) 
4.08 (0.05-

22.70) 
2.73 (0.04-

15.22) 
4.69 (1.26-

12.01) 

45-54 years 5.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 4.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.13.i.A. Historical incidence rates and standardized morbidity ratios of pericarditis in Italy for first dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
1.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 3.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.13.i.C. Historical incidence rates and standardized morbidity ratios of pericarditis in United Kingdom for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 10.81 0 (NA-NA) 
2.73 (0.55-

7.96) 
2.75 (1.00-

5.98) 
2.15 (0.86-

4.43) 
1.37 (0.59-

2.70) 

Children and 

adolescents 
2.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 6.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
13.42 0 (NA-NA) 

2.75 (0.55-

8.05) 
2.77 (1.01-

6.04) 
2.17 (0.87-

4.48) 
1.38 (0.60-

2.73) 

18-24 years 15.18 0 (NA-NA) 
7.07 (0.79-

25.53) 
3.57 (0.40-

12.88) 
2.40 (0.27-

8.66) 
1.37 (0.15-

4.93) 

25-34 years 13.20 0 (NA-NA) 
2.50 (0.03-

13.94) 
1.26 (0.02-

7.02) 
0.85 (0.01-

4.72) 
0.48 (0.01-

2.70) 

35-44 years 12.01 0 (NA-NA) 0 (NA-NA) 
1.99 (0.03-

11.09) 
1.34 (0.02-

7.43) 
1.52 (0.17-

5.48) 

45-54 years 13.26 0 (NA-NA) 0 (NA-NA) 
6.96 (0.78-

25.14) 
4.66 (0.52-

16.83) 
2.27 (0.26-

8.20) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 14.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
34.76 (0.45-

193.40) 
18.41 (0.24-

102.46) 

Elderly (≥ 65 

years) 
12.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 13.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 13.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 8.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 6.49 0 (NA-NA) 0 (NA-NA) 
4.21 (0.47-

15.19) 
2.83 (0.32-

10.22) 
2.41 (0.48-

7.04) 

Children and 

adolescents 
0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.18 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
7.81 0 (NA-NA) 0 (NA-NA) 

4.25 (0.48-

15.35) 
2.86 (0.32-

10.32) 
2.43 (0.49-

7.11) 

18-24 years 6.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 6.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 7.05 0 (NA-NA) 0 (NA-NA) 
8.00 (0.10-

44.50) 
5.36 (0.07-

29.84) 
6.21 (0.70-

22.41) 

45-54 years 8.24 0 (NA-NA) 0 (NA-NA) 
13.91 (0.18-

77.39) 
9.32 (0.12-

51.84) 
4.49 (0.06-

24.99) 

55-64 years 9.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
8.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 9.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 6.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 15.02 0 (NA-NA) 
3.48 (0.70-

10.18) 
2.34 (0.63-

5.99) 
1.96 (0.63-

4.58) 
1.09 (0.35-

2.54) 

Children and 

adolescents 
3.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 10.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
18.65 0 (NA-NA) 

3.52 (0.71-

10.29) 
2.36 (0.64-

6.05) 
1.98 (0.64-

4.63) 
1.10 (0.35-

2.57) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 22.22 0 (NA-NA) 
8.56 (0.96-

30.89) 
4.31 (0.48-

15.58) 
2.90 (0.33-

10.47) 
1.64 (0.18-

5.91) 

25-34 years 18.92 0 (NA-NA) 
3.19 (0.04-

17.77) 
1.61 (0.02-

8.95) 
1.08 (0.01-

6.01) 
0.61 (0.01-

3.41) 

35-44 years 16.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 18.10 0 (NA-NA) 0 (NA-NA) 
4.64 (0.06-

25.84) 
3.11 (0.04-

17.30) 
1.52 (0.02-

8.45) 

55-64 years 18.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
48.01 (0.63-

267.09) 
25.24 (0.33-

140.40) 

Elderly (≥ 65 

years) 
17.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 18.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 17.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 13.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.13.ii.A. Historical incidence rates and standardized morbidity ratios of pericarditis in Italy for second dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
1.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 3.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.13.ii.C. Historical incidence rates and standardized morbidity ratios of pericarditis in United Kingdom for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 10.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.72 (0.08-

2.59) 
0.41 (0.08-

1.19) 

Children and 

adolescents 
2.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 6.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
13.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.72 (0.08-

2.60) 
0.41 (0.08-

1.19) 

18-24 years 15.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.56 (0.02-

8.68) 
0.73 (0.01-

4.09) 

25-34 years 13.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 12.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.39 (0.02-

7.73) 
0.48 (0.01-

2.64) 

45-54 years 13.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.72 (0.01-

3.99) 

55-64 years 14.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
12.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 13.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 13.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 8.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 6.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.18 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
7.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 6.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 6.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 7.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 8.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 9.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
8.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 9.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 6.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 15.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.92 (0.10-

3.33) 
0.53 (0.11-

1.55) 

Children and 

adolescents 
3.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 10.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
18.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.93 (0.10-

3.34) 
0.53 (0.11-

1.55) 

18-24 years 22.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.89 (0.02-

10.54) 
0.89 (0.01-

4.98) 

25-34 years 18.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 16.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.85 (0.02-

10.30) 
0.64 (0.01-

3.53) 

45-54 years 18.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.97 (0.01-

5.39) 

55-64 years 18.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
17.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 18.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 17.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 13.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.13.iii.C. Historical incidence rates and standardized morbidity ratios of pericarditis in United Kingdom for 
third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 10.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
2.35 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.33 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 6.94 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
13.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 15.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 13.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 12.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 13.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 14.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
12.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 13.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 13.40 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 8.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 6.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.96 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.18 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.80 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
7.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 6.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 6.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 7.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 8.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 9.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
8.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 9.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 10 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 6.14 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 15.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
3.65 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.47 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 10.70 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
18.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 22.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 18.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 16.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 18.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 18.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
17.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 18.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 17.43 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 13.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.13.iv.A. Historical incidence rates and standardized morbidity ratios of pericarditis in Italy for any dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
1.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 3.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.13.iv.C. Historical incidence rates and standardized morbidity ratios of pericarditis in United Kingdom for any 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 10.81 0 (NA-NA) 
1.46 (0.29-

4.28) 
1.48 (0.54-

3.21) 
1.49 (0.68-

2.83) 
0.83 (0.42-

1.49) 

Children and 

adolescents 
2.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 6.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
13.42 0 (NA-NA) 

1.47 (0.30-

4.31) 
1.49 (0.54-

3.24) 
1.50 (0.68-

2.85) 
0.84 (0.42-

1.50) 

18-24 years 15.18 0 (NA-NA) 
3.97 (0.45-

14.33) 
2.01 (0.23-

7.25) 
2.03 (0.41-

5.94) 
1.06 (0.21-

3.10) 

25-34 years 13.20 0 (NA-NA) 
1.36 (0.02-

7.57) 
0.69 (0.01-

3.81) 
0.46 (0.01-

2.57) 
0.22 (0-

1.24) 

35-44 years 12.01 0 (NA-NA) 0 (NA-NA) 
1.02 (0.01-

5.65) 
1.36 (0.15-

4.92) 
0.88 (0.18-

2.56) 

45-54 years 13.26 0 (NA-NA) 0 (NA-NA) 
3.56 (0.40-

12.85) 
2.38 (0.27-

8.60) 
1.32 (0.27-

3.85) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 14.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
19.76 (0.26-

109.93) 
9.12 (0.12-

50.75) 

Elderly (≥ 65 

years) 
12.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 13.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 13.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 8.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 6.49 0 (NA-NA) 0 (NA-NA) 
2.24 (0.25-

8.07) 
1.50 (0.17-

5.43) 
1.02 (0.21-

2.99) 

Children and 

adolescents 
0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.18 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
7.81 0 (NA-NA) 0 (NA-NA) 

2.25 (0.25-

8.13) 
1.52 (0.17-

5.47) 
1.03 (0.21-

3.01) 

18-24 years 6.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 6.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

547



 

Page 548 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 7.05 0 (NA-NA) 0 (NA-NA) 
4.08 (0.05-

22.68) 
2.73 (0.04-

15.21) 
2.35 (0.26-

8.48) 

45-54 years 8.24 0 (NA-NA) 0 (NA-NA) 
7.01 (0.09-

39.00) 
4.69 (0.06-

26.11) 
1.71 (0.02-

9.53) 

55-64 years 9.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
8.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 9.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 6.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 15.02 0 (NA-NA) 
1.88 (0.38-

5.49) 
1.26 (0.34-

3.23) 
1.49 (0.60-

3.06) 
0.78 (0.34-

1.54) 

Children and 

adolescents 
3.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 10.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
18.65 0 (NA-NA) 

1.89 (0.38-

5.53) 
1.27 (0.34-

3.25) 
1.50 (0.60-

3.08) 
0.78 (0.34-

1.55) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 22.22 0 (NA-NA) 
4.81 (0.54-

17.38) 
2.43 (0.27-

8.79) 
2.46 (0.50-

7.20) 
1.28 (0.26-

3.75) 

25-34 years 18.92 0 (NA-NA) 
1.74 (0.02-

9.66) 
0.88 (0.01-

4.87) 
0.59 (0.01-

3.27) 
0.28 (0-

1.58) 

35-44 years 16.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.91 (0.01-

5.05) 
0.39 (0.01-

2.16) 

45-54 years 18.10 0 (NA-NA) 0 (NA-NA) 
2.39 (0.03-

13.27) 
1.60 (0.02-

8.88) 
1.18 (0.13-

4.27) 

55-64 years 18.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
27.39 (0.36-

152.41) 
12.52 (0.16-

69.67) 

Elderly (≥ 65 

years) 
17.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 18.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 17.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 13.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.14.i.A. Historical incidence rates and standardized morbidity ratios of cerebrovascular disease in Italy for 
first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 133.20 0 (NA-NA) 
0.71 (0.26-

1.56) 
0.97 (0.56-

1.58) 
0.82 (0.47-

1.34) 
0.83 (0.49-

1.34) 

Children and 

adolescents 
4.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 6.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
42.42 0 (NA-NA) 

0.78 (0.16-

2.27) 
0.80 (0.29-

1.75) 
0.62 (0.23-

1.35) 
0.60 (0.22-

1.30) 

18-24 years 7.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 10.03 0 (NA-NA) 
7.29 (0.10-

40.54) 
3.94 (0.05-

21.95) 
3.18 (0.04-

17.69) 
3.11 (0.04-

17.32) 

35-44 years 23.50 0 (NA-NA) 
1.45 (0.02-

8.06) 
1.50 (0.17-

5.41) 
1.10 (0.12-

3.98) 
1.08 (0.12-

3.89) 

45-54 years 48.50 0 (NA-NA) 
1.03 (0.01-

5.72) 
0.54 (0.01-

3.00) 
0.43 (0.01-

2.38) 
0.41 (0.01-

2.30) 

55-64 years 89.73 0 (NA-NA) 0 (NA-NA) 
0.52 (0.06-

1.90) 
0.40 (0.05-

1.46) 
0.39 (0.04-

1.40) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
426.34 0 (NA-NA) 

0.67 (0.13-

1.95) 
1.12 (0.54-

2.06) 
1.03 (0.49-

1.90) 
1.07 (0.53-

1.92) 

65-74 years 188.81 0 (NA-NA) 
0.42 (0.01-

2.33) 
0.63 (0.13-

1.85) 
0.56 (0.11-

1.65) 
0.71 (0.19-

1.82) 

75-79 years 385.72 0 (NA-NA) 
1.18 (0.13-

4.26) 
1.19 (0.32-

3.04) 
1.15 (0.31-

2.95) 
1.09 (0.29-

2.79) 

≥ 80 years 870.56 0 (NA-NA) 0 (NA-NA) 
3.64 (0.73-

10.64) 
3.41 (0.69-

9.97) 
3.11 (0.63-

9.10) 

Females 132.40 0 (NA-NA) 
0.92 (0.18-

2.68) 
1.25 (0.54-

2.46) 
1.04 (0.45-

2.06) 
0.99 (0.43-

1.96) 

Children and 

adolescents 
3.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 3.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
36.35 0 (NA-NA) 

1.22 (0.14-

4.40) 
1.26 (0.34-

3.23) 
0.96 (0.26-

2.47) 
0.93 (0.25-

2.38) 

18-24 years 7.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 9.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 23.04 0 (NA-NA) 
3.04 (0.04-

16.93) 
1.57 (0.02-

8.76) 
1.16 (0.02-

6.45) 
1.13 (0.01-

6.28) 

45-54 years 44.05 0 (NA-NA) 
2.28 (0.03-

12.67) 
1.19 (0.02-

6.65) 
0.94 (0.01-

5.25) 
0.91 (0.01-

5.06) 

55-64 years 68.33 0 (NA-NA) 0 (NA-NA) 
1.35 (0.15-

4.86) 
1.02 (0.11-

3.69) 
0.98 (0.11-

3.53) 

Elderly (≥ 65 

years) 
403.12 0 (NA-NA) 

0.62 (0.01-

3.43) 
1.25 (0.33-

3.19) 
1.14 (0.31-

2.93) 
1.08 (0.29-

2.75) 

65-74 years 146.06 0 (NA-NA) 0 (NA-NA) 
0.61 (0.01-

3.40) 
0.54 (0.01-

3.02) 
0.51 (0.01-

2.86) 

75-79 years 336.38 0 (NA-NA) 
1.55 (0.02-

8.65) 
1.56 (0.18-

5.65) 
1.51 (0.17-

5.45) 
1.42 (0.16-

5.13) 

≥ 80 years 826.01 0 (NA-NA) 0 (NA-NA) 
3.34 (0.04-

18.57) 
3.04 (0.04-

16.90) 
2.73 (0.04-

15.21) 

Males 134.08 0 (NA-NA) 
0.59 (0.12-

1.71) 
0.80 (0.34-

1.57) 
0.68 (0.29-

1.34) 
0.73 (0.33-

1.39) 

Children and 

adolescents 
5.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

12-17 years 8.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
48.76 0 (NA-NA) 

0.45 (0.01-

2.51) 
0.47 (0.05-

1.68) 
0.36 (0.04-

1.30) 
0.35 (0.04-

1.26) 

18-24 years 7.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 10.24 0 (NA-NA) 
13.20 (0.17-

73.42) 
7.14 (0.09-

39.75) 
5.78 (0.08-

32.16) 
5.67 (0.07-

31.54) 

35-44 years 23.97 0 (NA-NA) 0 (NA-NA) 
1.43 (0.02-

7.97) 
1.05 (0.01-

5.85) 
1.03 (0.01-

5.73) 

45-54 years 53.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 113.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
456.93 0 (NA-NA) 

0.69 (0.08-

2.51) 
1.05 (0.38-

2.28) 
0.97 (0.35-

2.11) 
1.07 (0.43-

2.21) 

65-74 years 237.84 0 (NA-NA) 
0.64 (0.01-

3.56) 
0.64 (0.07-

2.32) 
0.57 (0.06-

2.07) 
0.82 (0.16-

2.39) 

75-79 years 449.16 0 (NA-NA) 
0.95 (0.01-

5.30) 
0.96 (0.11-

3.46) 
0.93 (0.10-

3.35) 
0.88 (0.10-

3.18) 

≥ 80 years 947.24 0 (NA-NA) 0 (NA-NA) 
3.82 (0.43-

13.77) 
3.64 (0.41-

13.14) 
3.35 (0.38-

12.09) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.14.i.C. Historical incidence rates and standardized morbidity ratios of cerebrovascular disease in United 
Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.14.ii.A. Historical incidence rates and standardized morbidity ratios of cerebrovascular disease in Italy for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 133.20 
0.97 (0.01-

5.40) 
0.43 (0.09-

1.26) 
0.51 (0.20-

1.05) 
0.59 (0.30-

1.03) 
0.97 (0.71-

1.28) 

Children and 

adolescents 
4.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.70 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 6.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
42.42 0 (NA-NA) 

0.37 (0-

2.08) 
0.58 (0.12-

1.69) 
0.53 (0.14-

1.36) 
0.91 (0.48-

1.56) 

18-24 years 7.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 10.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
4.70 (0.06-

26.16) 

35-44 years 23.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 48.50 0 (NA-NA) 0 (NA-NA) 
1.09 (0.01-

6.06) 
0.77 (0.01-

4.30) 
0.74 (0.08-

2.66) 

55-64 years 89.73 0 (NA-NA) 
0.58 (0.01-

3.23) 
0.58 (0.07-

2.10) 
0.59 (0.12-

1.71) 
1.01 (0.48-

1.85) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
426.34 

1.63 (0.02-

9.05) 
0.47 (0.05-

1.68) 
0.47 (0.13-

1.20) 
0.62 (0.27-

1.23) 
0.99 (0.69-

1.38) 

65-74 years 188.81 
3.06 (0.04-

17.03) 
0.44 (0.01-

2.44) 
0.44 (0.05-

1.58) 
0.73 (0.24-

1.71) 
1.13 (0.69-

1.74) 

75-79 years 385.72 0 (NA-NA) 
0.61 (0.01-

3.42) 
0.62 (0.07-

2.22) 
0.62 (0.12-

1.80) 
0.85 (0.44-

1.49) 

≥ 80 years 870.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.85 (0.17-

2.49) 

Females 132.40 
2.55 (0.03-

14.17) 
0.76 (0.09-

2.74) 
0.96 (0.31-

2.25) 
0.92 (0.37-

1.89) 
1.06 (0.64-

1.66) 

Children and 

adolescents 
3.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.52 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 3.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
36.35 0 (NA-NA) 

0.90 (0.01-

5.01) 
0.93 (0.10-

3.37) 
0.97 (0.20-

2.84) 
1.42 (0.61-

2.79) 

18-24 years 7.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 9.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 23.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 44.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.83 (0.01-

4.63) 

55-64 years 68.33 0 (NA-NA) 
1.49 (0.02-

8.30) 
1.50 (0.17-

5.41) 
1.50 (0.30-

4.39) 
1.91 (0.77-

3.93) 

Elderly (≥ 65 

years) 
403.12 

4.56 (0.06-

25.39) 
0.65 (0.01-

3.64) 
0.98 (0.20-

2.88) 
0.88 (0.24-

2.25) 
0.90 (0.45-

1.61) 

65-74 years 146.06 
8.93 (0.12-

49.66) 
1.28 (0.02-

7.11) 
1.28 (0.14-

4.62) 
1.28 (0.26-

3.75) 
1.19 (0.48-

2.46) 

75-79 years 336.38 0 (NA-NA) 0 (NA-NA) 
0.82 (0.01-

4.54) 
0.54 (0.01-

3.03) 
0.76 (0.21-

1.95) 

≥ 80 years 826.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 134.08 0 (NA-NA) 
0.23 (0-

1.28) 
0.23 (0.03-

0.84) 
0.39 (0.13-

0.92) 
0.91 (0.61-

1.31) 

Children and 

adolescents 
5.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.87 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 8.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
48.76 0 (NA-NA) 0 (NA-NA) 

0.33 (0-

1.82) 
0.23 (0-

1.26) 
0.58 (0.19-

1.35) 

18-24 years 7.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 10.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
8.83 (0.12-

49.15) 

35-44 years 23.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 53.17 0 (NA-NA) 0 (NA-NA) 
1.97 (0.03-

10.97) 
1.40 (0.02-

7.77) 
0.66 (0.01-

3.69) 

55-64 years 113.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.48 (0.10-

1.40) 

Elderly (≥ 65 

years) 
456.93 0 (NA-NA) 

0.36 (0-

2.01) 
0.18 (0-

1.01) 
0.48 (0.13-

1.24) 
1.04 (0.67-

1.55) 

65-74 years 237.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.45 (0.05-

1.61) 
1.09 (0.58-

1.87) 

75-79 years 449.16 0 (NA-NA) 
0.99 (0.01-

5.50) 
0.49 (0.01-

2.75) 
0.66 (0.07-

2.39) 
0.91 (0.39-

1.79) 

≥ 80 years 947.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.26 (0.25-

3.68) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 

  

563



 

Page 564 of 1342 

Appendix Table 4.14.ii.C. Historical incidence rates and standardized morbidity ratios of cerebrovascular disease in United 
Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.14.iii.C. Historical incidence rates and standardized morbidity ratios of cerebrovascular disease in United 
Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.14.iv.A. Historical incidence rates and standardized morbidity ratios of cerebrovascular disease in Italy for 
any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 133.20 
0.44 (0.01-

2.47) 
0.59 (0.27-

1.11) 
0.76 (0.48-

1.14) 
0.70 (0.47-

1.02) 
0.93 (0.72-

1.18) 

Children and 

adolescents 
4.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 6.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
42.42 0 (NA-NA) 

0.61 (0.16-

1.57) 
0.71 (0.32-

1.35) 
0.58 (0.28-

1.07) 
0.78 (0.47-

1.22) 

18-24 years 7.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 10.03 0 (NA-NA) 
5.53 (0.07-

30.79) 
3.06 (0.04-

17.02) 
2.42 (0.03-

13.49) 
3.75 (0.42-

13.52) 

35-44 years 23.50 0 (NA-NA) 
0.95 (0.01-

5.26) 
0.99 (0.11-

3.58) 
0.74 (0.08-

2.67) 
0.64 (0.07-

2.32) 

45-54 years 48.50 0 (NA-NA) 
0.68 (0.01-

3.80) 
0.72 (0.08-

2.61) 
0.55 (0.06-

1.99) 
0.58 (0.12-

1.71) 

55-64 years 89.73 0 (NA-NA) 
0.27 (0-

1.52) 
0.55 (0.15-

1.41) 
0.50 (0.16-

1.16) 
0.79 (0.41-

1.39) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
426.34 

0.79 (0.01-

4.40) 
0.57 (0.18-

1.33) 
0.80 (0.44-

1.34) 
0.80 (0.47-

1.26) 
1.01 (0.74-

1.35) 

65-74 years 188.81 
1.49 (0.02-

8.31) 
0.43 (0.05-

1.55) 
0.54 (0.17-

1.25) 
0.66 (0.28-

1.30) 
1.03 (0.66-

1.53) 

75-79 years 385.72 0 (NA-NA) 
0.90 (0.18-

2.64) 
0.91 (0.33-

1.97) 
0.84 (0.34-

1.73) 
0.90 (0.52-

1.46) 

≥ 80 years 870.56 0 (NA-NA) 0 (NA-NA) 
1.89 (0.38-

5.53) 
1.49 (0.30-

4.36) 
1.34 (0.49-

2.91) 

Females 132.40 
1.15 (0.02-

6.41) 
0.85 (0.27-

1.97) 
1.12 (0.60-

1.92) 
0.98 (0.55-

1.62) 
1.04 (0.69-

1.51) 

Children and 

adolescents 
3.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 3.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
36.35 0 (NA-NA) 

1.09 (0.22-

3.19) 
1.13 (0.41-

2.46) 
0.97 (0.39-

1.99) 
1.21 (0.62-

2.11) 

18-24 years 7.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 9.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 23.04 0 (NA-NA) 
2.00 (0.03-

11.10) 
1.05 (0.01-

5.82) 
0.78 (0.01-

4.35) 
0.68 (0.01-

3.77) 

45-54 years 44.05 0 (NA-NA) 
1.52 (0.02-

8.43) 
0.80 (0.01-

4.46) 
0.61 (0.01-

3.39) 
0.87 (0.10-

3.14) 

55-64 years 68.33 0 (NA-NA) 
0.70 (0.01-

3.90) 
1.42 (0.38-

3.63) 
1.27 (0.41-

2.95) 
1.58 (0.72-

2.99) 

Elderly (≥ 65 

years) 
403.12 

2.21 (0.03-

12.27) 
0.63 (0.07-

2.29) 
1.12 (0.45-

2.30) 
0.99 (0.43-

1.96) 
0.94 (0.53-

1.55) 

65-74 years 146.06 
4.34 (0.06-

24.16) 
0.62 (0.01-

3.47) 
0.94 (0.19-

2.74) 
0.96 (0.26-

2.45) 
1.02 (0.44-

2.02) 

75-79 years 336.38 0 (NA-NA) 
0.80 (0.01-

4.43) 
1.20 (0.24-

3.50) 
0.95 (0.19-

2.77) 
0.90 (0.33-

1.96) 

≥ 80 years 826.01 0 (NA-NA) 0 (NA-NA) 
1.79 (0.02-

9.97) 
1.40 (0.02-

7.81) 
0.66 (0.01-

3.69) 

Males 134.08 0 (NA-NA) 
0.42 (0.11-

1.08) 
0.54 (0.26-

0.99) 
0.53 (0.28-

0.91) 
0.86 (0.61-

1.18) 

Children and 

adolescents 
5.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

12-17 years 8.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
48.76 0 (NA-NA) 

0.26 (0-

1.47) 
0.41 (0.08-

1.19) 
0.30 (0.06-

0.88) 
0.49 (0.19-

1.00) 

18-24 years 7.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 10.24 0 (NA-NA) 
10.11 (0.13-

56.27) 
5.58 (0.07-

31.07) 
4.44 (0.06-

24.70) 
6.91 (0.78-

24.93) 

35-44 years 23.97 0 (NA-NA) 0 (NA-NA) 
0.94 (0.01-

5.24) 
0.70 (0.01-

3.91) 
0.61 (0.01-

3.39) 

45-54 years 53.17 0 (NA-NA) 0 (NA-NA) 
0.66 (0.01-

3.66) 
0.50 (0.01-

2.78) 
0.35 (0-

1.97) 

55-64 years 113.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.32 (0.06-

0.93) 

Elderly (≥ 65 

years) 
456.93 0 (NA-NA) 

0.53 (0.11-

1.55) 
0.62 (0.25-

1.28) 
0.69 (0.33-

1.27) 
1.05 (0.71-

1.48) 

65-74 years 237.84 0 (NA-NA) 
0.33 (0-

1.82) 
0.33 (0.04-

1.18) 
0.50 (0.14-

1.29) 
1.03 (0.59-

1.67) 

75-79 years 449.16 0 (NA-NA) 
0.97 (0.11-

3.50) 
0.73 (0.15-

2.13) 
0.77 (0.21-

1.98) 
0.90 (0.43-

1.66) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 947.24 0 (NA-NA) 0 (NA-NA) 
1.95 (0.22-

7.03) 
1.54 (0.17-

5.56) 
1.68 (0.54-

3.92) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.14.iv.C. Historical incidence rates and standardized morbidity ratios of cerebrovascular disease in United 
Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

578



 

Page 579 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.15.i.A. Historical incidence rates and standardized morbidity ratios of deep vein thrombosis in Italy for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 4.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 6.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
4.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 1.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 7.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
2.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.15.i.C. Historical incidence rates and standardized morbidity ratios of deep vein thrombosis in United 
Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 163.85 
2.03 (0.23-

7.34) 
0.73 (0.24-

1.71) 
0.74 (0.35-

1.36) 
0.70 (0.38-

1.17) 
0.60 (0.38-

0.91) 

Children and 

adolescents 
4.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 9.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
136.38 

2.07 (0.23-

7.49) 
0.75 (0.24-

1.74) 
0.75 (0.36-

1.38) 
0.71 (0.39-

1.19) 
0.61 (0.38-

0.93) 

18-24 years 32.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.35 (0-

1.94) 

25-34 years 70.61 
6.93 (0.78-

25.04) 
1.00 (0.11-

3.61) 
0.76 (0.15-

2.21) 
0.68 (0.18-

1.73) 
0.59 (0.21-

1.28) 

35-44 years 115.39 0 (NA-NA) 
0.87 (0.10-

3.13) 
1.09 (0.35-

2.54) 
1.02 (0.41-

2.11) 
0.75 (0.34-

1.43) 

45-54 years 169.48 0 (NA-NA) 
0.60 (0.01-

3.36) 
0.30 (0-

1.69) 
0.41 (0.05-

1.47) 
0.49 (0.16-

1.15) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 243.94 0 (NA-NA) 0 (NA-NA) 
3.30 (0.04-

18.34) 
2.27 (0.03-

12.62) 
1.21 (0.02-

6.73) 

Elderly (≥ 65 

years) 
466.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 392.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 519.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 608.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 185.38 0 (NA-NA) 
0.27 (0-

1.52) 
0.69 (0.22-

1.61) 
0.74 (0.32-

1.47) 
0.78 (0.44-

1.29) 

Children and 

adolescents 
5.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 1.91 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 12.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
148.76 0 (NA-NA) 

0.28 (0-

1.55) 
0.70 (0.23-

1.64) 
0.76 (0.33-

1.49) 
0.79 (0.44-

1.31) 

18-24 years 44.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.60 (0.01-

3.36) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 93.49 0 (NA-NA) 0 (NA-NA) 
0.43 (0.01-

2.41) 
0.58 (0.07-

2.10) 
0.52 (0.10-

1.51) 

35-44 years 135.16 0 (NA-NA) 
0.80 (0.01-

4.46) 
1.61 (0.43-

4.13) 
1.35 (0.44-

3.16) 
1.10 (0.44-

2.26) 

45-54 years 177.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.44 (0.01-

2.44) 
0.85 (0.23-

2.17) 

55-64 years 235.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
510.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 412.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 570.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 676.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 142.93 
4.38 (0.49-

15.80) 
1.26 (0.34-

3.23) 
0.80 (0.26-

1.86) 
0.64 (0.23-

1.40) 
0.40 (0.16-

0.83) 

Children and 

adolescents 
3.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 6.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
124.83 

4.46 (0.50-

16.09) 
1.28 (0.35-

3.29) 
0.81 (0.26-

1.89) 
0.65 (0.24-

1.42) 
0.41 (0.16-

0.84) 

18-24 years 22.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 49.92 
16.61 (1.87-

59.96) 
2.39 (0.27-

8.63) 
1.20 (0.14-

4.34) 
0.81 (0.09-

2.92) 
0.69 (0.14-

2.00) 

35-44 years 96.49 0 (NA-NA) 
0.94 (0.01-

5.24) 
0.47 (0.01-

2.63) 
0.63 (0.07-

2.29) 
0.36 (0.04-

1.29) 

45-54 years 161.98 0 (NA-NA) 
1.13 (0.01-

6.28) 
0.57 (0.01-

3.16) 
0.38 (0-

2.11) 
0.19 (0-

1.03) 

55-64 years 252.09 0 (NA-NA) 0 (NA-NA) 
5.53 (0.07-

30.79) 
3.82 (0.05-

21.23) 
2.00 (0.03-

11.14) 

Elderly (≥ 65 

years) 
416.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 371.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 458.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 509.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 

588



 

Page 589 of 1342 

  

589



 

Page 590 of 1342 

Appendix Table 4.15.ii.A. Historical incidence rates and standardized morbidity ratios of deep vein thrombosis in Italy for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 4.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 6.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
4.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 1.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 7.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
2.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.15.ii.C. Historical incidence rates and standardized morbidity ratios of deep vein thrombosis in United 
Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 163.85 
1.13 (0.01-

6.28) 
0.32 (0.04-

1.17) 
0.25 (0.05-

0.72) 
0.27 (0.09-

0.64) 
0.48 (0.31-

0.71) 

Children and 

adolescents 
4.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 9.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
136.38 

1.14 (0.01-

6.36) 
0.33 (0.04-

1.18) 
0.25 (0.05-

0.72) 
0.28 (0.09-

0.65) 
0.48 (0.31-

0.71) 

18-24 years 32.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.76 (0.01-

4.23) 
1.06 (0.21-

3.10) 

25-34 years 70.61 0 (NA-NA) 0 (NA-NA) 
0.29 (0-

1.64) 
0.20 (0-

1.10) 
0.71 (0.33-

1.36) 

35-44 years 115.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.15 (0-

0.84) 
0.36 (0.14-

0.74) 

45-54 years 169.48 
4.42 (0.06-

24.61) 
1.27 (0.14-

4.58) 
0.64 (0.07-

2.30) 
0.43 (0.05-

1.54) 
0.38 (0.14-

0.82) 

55-64 years 243.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
466.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 392.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 519.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 608.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 185.38 
2.11 (0.03-

11.73) 
0.30 (0-

1.69) 
0.31 (0.03-

1.10) 
0.31 (0.06-

0.90) 
0.40 (0.20-

0.71) 

Children and 

adolescents 
5.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 1.91 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 12.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
148.76 

2.13 (0.03-

11.87) 
0.31 (0-

1.71) 
0.31 (0.03-

1.11) 
0.31 (0.06-

0.91) 
0.40 (0.20-

0.72) 

18-24 years 44.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.59 (0.01-

3.27) 

25-34 years 93.49 0 (NA-NA) 0 (NA-NA) 
0.50 (0.01-

2.80) 
0.34 (0-

1.88) 
0.81 (0.30-

1.76) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 135.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.28 (0-

1.56) 
0.28 (0.06-

0.83) 

45-54 years 177.26 
9.53 (0.12-

53.03) 
1.37 (0.02-

7.60) 
0.68 (0.01-

3.81) 
0.46 (0.01-

2.55) 
0.13 (0-

0.75) 

55-64 years 235.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
510.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 412.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 570.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 676.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 142.93 0 (NA-NA) 
0.35 (0-

1.94) 
0.18 (0-

0.98) 
0.24 (0.03-

0.85) 
0.57 (0.31-

0.96) 

Children and 

adolescents 
3.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 6.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
124.83 0 (NA-NA) 

0.35 (0-

1.97) 
0.18 (0-

0.99) 
0.24 (0.03-

0.86) 
0.58 (0.31-

0.97) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 22.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.89 (0.02-

10.54) 
1.79 (0.20-

6.45) 

25-34 years 49.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.58 (0.12-

1.69) 

35-44 years 96.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.45 (0.12-

1.14) 

45-54 years 161.98 0 (NA-NA) 
1.18 (0.02-

6.58) 
0.59 (0.01-

3.30) 
0.40 (0.01-

2.21) 
0.59 (0.19-

1.37) 

55-64 years 252.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
416.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 371.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 458.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 509.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.15.iii.C. Historical incidence rates and standardized morbidity ratios of deep vein thrombosis in United 
Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 163.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
4.23 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 2.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 9.26 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
136.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 32.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 70.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 115.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 169.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 243.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
466.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 392.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 519.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 608.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 185.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
5.01 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 1.91 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 12.22 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
148.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 44.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 93.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 135.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 177.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 235.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
510.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 412.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 570.67 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 676.07 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 142.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
3.50 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 2.12 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 6.57 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
124.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 22.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 49.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 96.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 161.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 252.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
416.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 371.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 458.53 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 509.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.15.iv.A. Historical incidence rates and standardized morbidity ratios of deep vein thrombosis in Italy for any 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 4.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 6.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
4.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 1.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 7.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
2.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.15.iv.C. Historical incidence rates and standardized morbidity ratios of deep vein thrombosis in United 
Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 163.85 
1.60 (0.32-

4.68) 
0.54 (0.22-

1.11) 
0.50 (0.27-

0.86) 
0.50 (0.30-

0.77) 
0.53 (0.39-

0.70) 

Children and 

adolescents 
4.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 9.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
136.38 

1.63 (0.33-

4.76) 
0.55 (0.22-

1.13) 
0.51 (0.27-

0.88) 
0.50 (0.30-

0.78) 
0.54 (0.39-

0.71) 

18-24 years 32.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.34 (0-

1.87) 
0.70 (0.19-

1.80) 

25-34 years 70.61 
3.74 (0.42-

13.50) 
0.54 (0.06-

1.94) 
0.54 (0.15-

1.39) 
0.46 (0.15-

1.06) 
0.66 (0.37-

1.09) 

35-44 years 115.39 0 (NA-NA) 
0.44 (0.05-

1.59) 
0.55 (0.18-

1.29) 
0.59 (0.26-

1.17) 
0.51 (0.29-

0.83) 

45-54 years 169.48 
2.15 (0.03-

11.97) 
0.93 (0.19-

2.71) 
0.47 (0.09-

1.36) 
0.42 (0.11-

1.06) 
0.42 (0.21-

0.75) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 243.94 0 (NA-NA) 0 (NA-NA) 
1.88 (0.02-

10.44) 
1.29 (0.02-

7.17) 
0.60 (0.01-

3.33) 

Elderly (≥ 65 

years) 
466.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 392.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 519.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 608.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 185.38 
1.00 (0.01-

5.55) 
0.29 (0.03-

1.04) 
0.51 (0.20-

1.05) 
0.54 (0.27-

0.96) 
0.55 (0.36-

0.81) 

Children and 

adolescents 
5.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 1.91 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 12.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
148.76 

1.01 (0.01-

5.65) 
0.29 (0.03-

1.06) 
0.52 (0.21-

1.06) 
0.54 (0.27-

0.97) 
0.56 (0.37-

0.82) 

18-24 years 44.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.60 (0.07-

2.15) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 93.49 0 (NA-NA) 0 (NA-NA) 
0.46 (0.05-

1.68) 
0.47 (0.09-

1.37) 
0.68 (0.31-

1.29) 

35-44 years 135.16 0 (NA-NA) 
0.41 (0.01-

2.27) 
0.82 (0.22-

2.10) 
0.83 (0.30-

1.80) 
0.59 (0.28-

1.09) 

45-54 years 177.26 
4.63 (0.06-

25.75) 
0.67 (0.01-

3.70) 
0.33 (0-

1.86) 
0.45 (0.05-

1.62) 
0.41 (0.13-

0.96) 

55-64 years 235.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
510.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 412.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 570.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 676.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 142.93 
2.30 (0.26-

8.31) 
0.83 (0.27-

1.93) 
0.50 (0.18-

1.09) 
0.45 (0.19-

0.88) 
0.50 (0.31-

0.77) 

Children and 

adolescents 
3.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 6.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
124.83 

2.34 (0.26-

8.44) 
0.84 (0.27-

1.96) 
0.51 (0.19-

1.11) 
0.45 (0.20-

0.90) 
0.51 (0.31-

0.78) 

18-24 years 22.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.82 (0.01-

4.58) 
0.86 (0.10-

3.09) 

25-34 years 49.92 
8.99 (1.01-

32.45) 
1.29 (0.15-

4.67) 
0.65 (0.07-

2.35) 
0.44 (0.05-

1.58) 
0.63 (0.23-

1.36) 

35-44 years 96.49 0 (NA-NA) 
0.48 (0.01-

2.66) 
0.24 (0-

1.34) 
0.32 (0.04-

1.16) 
0.41 (0.15-

0.90) 

45-54 years 161.98 0 (NA-NA) 
1.15 (0.13-

4.17) 
0.58 (0.07-

2.09) 
0.39 (0.04-

1.40) 
0.43 (0.16-

0.94) 

55-64 years 252.09 0 (NA-NA) 0 (NA-NA) 
3.18 (0.04-

17.72) 
2.18 (0.03-

12.15) 
1.00 (0.01-

5.54) 

Elderly (≥ 65 

years) 
416.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 371.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 458.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 509.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.16.i.A. Historical incidence rates and standardized morbidity ratios of pulmonary embolism in Italy for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.16.i.C. Historical incidence rates and standardized morbidity ratios of pulmonary embolism in United 
Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 82.33 0 (NA-NA) 
0.77 (0.09-

2.76) 
0.77 (0.21-

1.98) 
0.91 (0.36-

1.87) 
1.00 (0.55-

1.68) 

Children and 

adolescents 
1.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 4.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
58.46 0 (NA-NA) 

0.79 (0.09-

2.84) 
0.79 (0.21-

2.03) 
0.93 (0.37-

1.92) 
1.02 (0.56-

1.72) 

18-24 years 15.32 0 (NA-NA) 
3.68 (0.05-

20.45) 
1.86 (0.02-

10.33) 
1.25 (0.02-

6.95) 
2.18 (0.44-

6.38) 

25-34 years 26.82 0 (NA-NA) 0 (NA-NA) 
0.67 (0.01-

3.75) 
0.45 (0.01-

2.52) 
0.53 (0.06-

1.90) 

35-44 years 39.96 0 (NA-NA) 
1.25 (0.02-

6.97) 
1.26 (0.14-

4.55) 
0.84 (0.09-

3.05) 
0.48 (0.05-

1.74) 

45-54 years 69.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.57 (0.31-

4.58) 
1.78 (0.71-

3.67) 

55-64 years 121.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
269.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 218.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 312.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 360.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 87.54 0 (NA-NA) 
1.38 (0.16-

4.99) 
1.05 (0.21-

3.05) 
1.17 (0.38-

2.74) 
1.05 (0.45-

2.07) 

Children and 

adolescents 
1.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 6.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
61.15 0 (NA-NA) 

1.42 (0.16-

5.12) 
1.07 (0.22-

3.13) 
1.20 (0.39-

2.80) 
1.08 (0.46-

2.12) 

18-24 years 24.29 0 (NA-NA) 
5.36 (0.07-

29.81) 
2.71 (0.04-

15.06) 
1.82 (0.02-

10.15) 
2.16 (0.24-

7.79) 

25-34 years 39.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 45.94 0 (NA-NA) 
2.35 (0.03-

13.09) 
2.37 (0.27-

8.54) 
1.59 (0.18-

5.73) 
0.92 (0.10-

3.32) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 68.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.37 (0.27-

8.56) 
2.30 (0.62-

5.88) 

55-64 years 108.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
268.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 207.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 320.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 360.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 77.25 0 (NA-NA) 0 (NA-NA) 
0.43 (0.01-

2.41) 
0.58 (0.07-

2.11) 
0.94 (0.34-

2.05) 

Children and 

adolescents 
0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 2.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
55.95 0 (NA-NA) 0 (NA-NA) 

0.45 (0.01-

2.48) 
0.60 (0.07-

2.16) 
0.96 (0.35-

2.09) 

18-24 years 8.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.24 (0.03-

12.47) 

617



 

Page 618 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 15.74 0 (NA-NA) 0 (NA-NA) 
1.92 (0.03-

10.68) 
1.29 (0.02-

7.18) 
1.46 (0.16-

5.27) 

35-44 years 34.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 69.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.93 (0.01-

5.19) 
1.37 (0.27-

4.00) 

55-64 years 134.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
270.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 230.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 304.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 360.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.16.ii.A. Historical incidence rates and standardized morbidity ratios of pulmonary embolism in Italy for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.16.ii.C. Historical incidence rates and standardized morbidity ratios of pulmonary embolism in United 
Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 82.33 
8.93 (1.80-

26.11) 
1.71 (0.46-

4.38) 
1.08 (0.35-

2.52) 
1.01 (0.41-

2.09) 
0.81 (0.46-

1.32) 

Children and 

adolescents 
1.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 4.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
58.46 

9.09 (1.83-

26.57) 
1.74 (0.47-

4.46) 
1.10 (0.35-

2.56) 
1.03 (0.41-

2.13) 
0.83 (0.47-

1.34) 

18-24 years 15.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 26.82 0 (NA-NA) 
1.56 (0.02-

8.69) 
0.79 (0.01-

4.38) 
0.53 (0.01-

2.95) 
0.85 (0.23-

2.18) 

35-44 years 39.96 
9.08 (0.12-

50.53) 
1.30 (0.02-

7.25) 
1.31 (0.15-

4.73) 
1.32 (0.26-

3.85) 
1.19 (0.51-

2.35) 

45-54 years 69.34 
22.76 (2.56-

82.16) 
3.26 (0.37-

11.77) 
1.64 (0.18-

5.91) 
1.64 (0.33-

4.80) 
0.48 (0.10-

1.41) 

55-64 years 121.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.39 (0.03-

13.31) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
269.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 218.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 312.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 360.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 87.54 
10.80 (1.21-

38.98) 
2.33 (0.47-

6.80) 
1.17 (0.24-

3.43) 
1.32 (0.42-

3.07) 
0.94 (0.45-

1.73) 

Children and 

adolescents 
1.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 6.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
61.15 

10.97 (1.23-

39.61) 
2.37 (0.48-

6.91) 
1.19 (0.24-

3.48) 
1.34 (0.43-

3.12) 
0.96 (0.46-

1.76) 

18-24 years 24.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 39.06 0 (NA-NA) 
2.39 (0.03-

13.30) 
1.21 (0.02-

6.71) 
0.81 (0.01-

4.52) 
0.65 (0.07-

2.35) 

35-44 years 45.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.83 (0.01-

4.60) 
1.12 (0.30-

2.87) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 68.81 
51.86 (5.82-

187.25) 
7.43 (0.83-

26.82) 
3.73 (0.42-

13.45) 
3.74 (0.75-

10.93) 
1.10 (0.22-

3.21) 

55-64 years 108.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
6.46 (0.08-

35.93) 

Elderly (≥ 65 

years) 
268.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 207.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 320.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 360.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 77.25 
6.64 (0.09-

36.96) 
0.95 (0.01-

5.31) 
0.96 (0.11-

3.47) 
0.64 (0.07-

2.33) 
0.66 (0.24-

1.44) 

Children and 

adolescents 
0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 2.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
55.95 

6.78 (0.09-

37.71) 
0.97 (0.01-

5.42) 
0.98 (0.11-

3.54) 
0.66 (0.07-

2.37) 
0.67 (0.25-

1.47) 

18-24 years 8.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 15.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.24 (0.14-

4.47) 

35-44 years 34.24 
19.41 (0.25-

107.99) 
2.78 (0.04-

15.49) 
2.80 (0.31-

10.11) 
1.88 (0.21-

6.77) 
1.27 (0.34-

3.26) 

45-54 years 69.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 134.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
270.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 230.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 304.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 360.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.16.iii.C. Historical incidence rates and standardized morbidity ratios of pulmonary embolism in United 
Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 82.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
1.39 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.15 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 4.18 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
58.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 15.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 26.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 39.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 69.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 121.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
269.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 218.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 312.96 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 360.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 87.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
1.96 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 6.32 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
61.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 24.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 39.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 45.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 68.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 108.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
268.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 207.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 320.39 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 360.41 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 77.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.85 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.21 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.25 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
55.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 8.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 15.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 34.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 69.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 134.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
270.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 230.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 304.17 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 360.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.16.iv.A. Historical incidence rates and standardized morbidity ratios of pulmonary embolism in Italy for any 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

633



 

Page 634 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.16.iv.C. Historical incidence rates and standardized morbidity ratios of pulmonary embolism in United 
Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 82.33 
4.20 (0.84-

12.27) 
1.21 (0.44-

2.64) 
0.92 (0.42-

1.74) 
0.96 (0.52-

1.61) 
0.89 (0.60-

1.27) 

Children and 

adolescents 
1.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 4.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
58.46 

4.30 (0.86-

12.57) 
1.24 (0.45-

2.70) 
0.94 (0.43-

1.78) 
0.98 (0.53-

1.64) 
0.91 (0.61-

1.30) 

18-24 years 15.32 0 (NA-NA) 
2.04 (0.03-

11.38) 
1.04 (0.01-

5.76) 
0.70 (0.01-

3.90) 
1.10 (0.22-

3.23) 

25-34 years 26.82 0 (NA-NA) 
0.72 (0.01-

4.01) 
0.73 (0.08-

2.62) 
0.49 (0.05-

1.76) 
0.71 (0.26-

1.54) 

35-44 years 39.96 
4.44 (0.06-

24.72) 
1.28 (0.14-

4.61) 
1.28 (0.35-

3.29) 
1.08 (0.35-

2.51) 
0.92 (0.44-

1.69) 

45-54 years 69.34 
11.05 (1.24-

39.89) 
1.59 (0.18-

5.73) 
0.80 (0.09-

2.88) 
1.60 (0.59-

3.49) 
0.99 (0.47-

1.82) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 121.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.21 (0.02-

6.73) 

Elderly (≥ 65 

years) 
269.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 218.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 312.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 360.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 87.54 
5.07 (0.57-

18.29) 
1.83 (0.59-

4.26) 
1.11 (0.40-

2.41) 
1.24 (0.59-

2.28) 
0.99 (0.59-

1.56) 

Children and 

adolescents 
1.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 6.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
61.15 

5.18 (0.58-

18.70) 
1.87 (0.60-

4.35) 
1.13 (0.41-

2.46) 
1.26 (0.61-

2.33) 
1.01 (0.60-

1.59) 

18-24 years 24.29 0 (NA-NA) 
2.97 (0.04-

16.52) 
1.51 (0.02-

8.37) 
1.02 (0.01-

5.67) 
1.08 (0.12-

3.89) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 39.06 0 (NA-NA) 
1.10 (0.01-

6.15) 
0.56 (0.01-

3.10) 
0.38 (0-

2.09) 
0.36 (0.04-

1.31) 

35-44 years 45.94 0 (NA-NA) 
1.20 (0.02-

6.67) 
1.21 (0.14-

4.36) 
1.21 (0.24-

3.55) 
1.04 (0.38-

2.27) 

45-54 years 68.81 
25.11 (2.82-

90.68) 
3.61 (0.41-

13.04) 
1.81 (0.20-

6.55) 
3.04 (0.98-

7.09) 
1.56 (0.63-

3.22) 

55-64 years 108.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.30 (0.04-

18.36) 

Elderly (≥ 65 

years) 
268.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 207.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 320.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 360.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 77.25 
3.13 (0.04-

17.42) 
0.45 (0.01-

2.51) 
0.68 (0.14-

2.00) 
0.61 (0.16-

1.57) 
0.78 (0.40-

1.36) 

Children and 

adolescents 
0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

12-17 years 2.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
55.95 

3.22 (0.04-

17.89) 
0.46 (0.01-

2.58) 
0.70 (0.14-

2.04) 
0.63 (0.17-

1.60) 
0.79 (0.41-

1.39) 

18-24 years 8.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.16 (0.02-

6.48) 

25-34 years 15.74 0 (NA-NA) 0 (NA-NA) 
1.04 (0.01-

5.79) 
0.70 (0.01-

3.89) 
1.34 (0.36-

3.43) 

35-44 years 34.24 
9.50 (0.12-

52.86) 
1.37 (0.02-

7.60) 
1.37 (0.15-

4.96) 
0.92 (0.10-

3.32) 
0.78 (0.21-

2.01) 

45-54 years 69.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.48 (0.01-

2.65) 
0.53 (0.11-

1.55) 

55-64 years 134.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
270.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 230.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 304.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 360.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.17.i.A. Historical incidence rates and standardized morbidity ratios of single organ cutaneous vasculitis in 
Italy for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 2.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 2.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.17.i.C. Historical incidence rates and standardized morbidity ratios of single organ cutaneous vasculitis in 
United Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 7.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
25.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 32.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 10.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 4.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 2.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 3.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 7.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
24.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 30.85 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 10.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 5.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 2.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 7.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
27.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 34.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 11.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 4.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
2.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 

  

647



 

Page 648 of 1342 

Appendix Table 4.17.ii.A. Historical incidence rates and standardized morbidity ratios of single organ cutaneous vasculitis in 
Italy for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 2.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

649



 

Page 650 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 2.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.17.ii.C. Historical incidence rates and standardized morbidity ratios of single organ cutaneous vasculitis in 
United Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 7.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
25.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 32.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 10.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 4.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 2.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 3.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 7.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
24.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 30.85 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 10.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 5.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 2.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 7.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
27.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 34.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 11.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 4.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
2.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.17.iii.C. Historical incidence rates and standardized morbidity ratios of single organ cutaneous vasculitis in 
United Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 7.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
25.89 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 32.58 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 10.74 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
2.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 4.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 2.25 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 3.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 7.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
24.63 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 30.85 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 10.15 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
2.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 5.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 2.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.89 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 2.18 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 7.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
27.08 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 34.23 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 11.26 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
2.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 4.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

658



 

Page 659 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
2.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.68 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 4.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.17.iv.A. Historical incidence rates and standardized morbidity ratios of single organ cutaneous vasculitis in 
Italy for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 2.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 2.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.17.iv.C. Historical incidence rates and standardized morbidity ratios of single organ cutaneous vasculitis in 
United Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 7.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
25.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 32.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 10.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 4.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 2.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 3.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 7.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
24.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 30.85 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 10.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 5.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
2.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 2.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 7.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
27.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 34.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 11.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 4.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
2.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.18.i.A. Historical incidence rates and standardized morbidity ratios of cerebral venous sinus thrombosis in 
Italy for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.18.i.C. Historical incidence rates and standardized morbidity ratios of cerebral venous sinus thrombosis in 
United Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.27 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 1.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
1.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.18.ii.A. Historical incidence rates and standardized morbidity ratios of cerebral venous sinus thrombosis in 
Italy for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.32 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.47 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.50 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.74 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.18.ii.C. Historical incidence rates and standardized morbidity ratios of cerebral venous sinus thrombosis in 
United Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.51 (0.02-

8.40) 

Children and 

adolescents 
0.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

1.51 (0.02-

8.43) 

18-24 years 0.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
4.45 (0.06-

24.77) 

35-44 years 1.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 1.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.27 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
1.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
4.00 (0.05-

22.28) 

Children and 

adolescents 
0.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

4.02 (0.05-

22.38) 

18-24 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
13.73 (0.18-

76.37) 

35-44 years 0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.18.iii.C. Historical incidence rates and standardized morbidity ratios of cerebral venous sinus thrombosis in 
United Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.54 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.54 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.54 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

684



 

Page 685 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0.82 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.44 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.27 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.83 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 1.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.75 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1.23 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.64 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.80 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.28 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

686



 

Page 687 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
1.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.89 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.18.iv.A. Historical incidence rates and standardized morbidity ratios of cerebral venous sinus thrombosis in 
Italy for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 2.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
0.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.18.iv.C. Historical incidence rates and standardized morbidity ratios of cerebral venous sinus thrombosis in 
United Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.87 (0.01-

4.85) 

Children and 

adolescents 
0.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.88 (0.01-

4.88) 

18-24 years 0.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.43 (0.03-

13.52) 

35-44 years 1.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

692



 

Page 693 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 1.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.27 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
1.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.33 (0.03-

12.98) 

Children and 

adolescents 
0.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

2.34 (0.03-

13.04) 

18-24 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
7.29 (0.10-

40.55) 

35-44 years 0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

694



 

Page 695 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.19.i.A. Historical incidence rates and standardized morbidity ratios of splanchnic vein thrombosis in Italy for 
first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 20.56 0 (NA-NA) 
0.44 (0.01-

2.47) 
0.68 (0.14-

2.00) 
0.73 (0.20-

1.88) 
0.71 (0.19-

1.80) 

Children and 

adolescents 
0.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.47 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 1.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
16.36 0 (NA-NA) 

0.64 (0.01-

3.56) 
0.66 (0.07-

2.39) 
0.76 (0.15-

2.22) 
0.73 (0.15-

2.15) 

18-24 years 3.67 0 (NA-NA) 0 (NA-NA) 
10.08 (0.13-

56.06) 
7.82 (0.10-

43.52) 
7.65 (0.10-

42.56) 

25-34 years 6.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
4.83 (0.06-

26.90) 
4.73 (0.06-

26.34) 

35-44 years 11.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 17.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 31.08 0 (NA-NA) 
1.42 (0.02-

7.88) 
0.72 (0.01-

4.02) 
0.55 (0.01-

3.07) 
0.53 (0.01-

2.94) 

Elderly (≥ 65 

years) 
42.54 0 (NA-NA) 0 (NA-NA) 

0.74 (0.01-

4.11) 
0.67 (0.01-

3.74) 
0.64 (0.01-

3.53) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 35.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 44.16 0 (NA-NA) 0 (NA-NA) 
2.55 (0.03-

14.21) 
2.47 (0.03-

13.76) 
2.34 (0.03-

13.03) 

≥ 80 years 52.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 18.09 0 (NA-NA) 
1.13 (0.01-

6.28) 
1.16 (0.13-

4.19) 
1.38 (0.28-

4.04) 
1.33 (0.27-

3.88) 

Children and 

adolescents 
0.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.59 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
12.76 0 (NA-NA) 

1.59 (0.02-

8.82) 
0.82 (0.01-

4.57) 
1.24 (0.14-

4.48) 
1.20 (0.13-

4.33) 

18-24 years 3.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 7.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
9.81 (0.13-

54.57) 
9.59 (0.13-

53.36) 

35-44 years 11.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 13.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 20.70 0 (NA-NA) 
3.82 (0.05-

21.26) 
1.95 (0.03-

10.83) 
1.45 (0.02-

8.09) 
1.39 (0.02-

7.74) 

Elderly (≥ 65 

years) 
38.43 0 (NA-NA) 0 (NA-NA) 

1.99 (0.03-

11.06) 
1.80 (0.02-

10.02) 
1.70 (0.02-

9.46) 

65-74 years 29.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 37.96 0 (NA-NA) 0 (NA-NA) 
6.85 (0.09-

38.10) 
6.61 (0.09-

36.77) 
6.24 (0.08-

34.70) 

≥ 80 years 51.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 23.26 0 (NA-NA) 0 (NA-NA) 
0.38 (0-

2.09) 
0.30 (0-

1.70) 
0.29 (0-

1.63) 

Children and 

adolescents 
1.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.37 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
20.10 0 (NA-NA) 0 (NA-NA) 

0.56 (0.01-

3.09) 
0.43 (0.01-

2.38) 
0.41 (0.01-

2.30) 

18-24 years 3.73 0 (NA-NA) 0 (NA-NA) 
19.22 (0.25-

106.91) 
15.12 (0.20-

84.10) 
14.82 (0.19-

82.46) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 6.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 11.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 22.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 42.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
47.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 43.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 52.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 54.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.19.i.C. Historical incidence rates and standardized morbidity ratios of splanchnic vein thrombosis in United 
Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 2.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
9.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 7.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 11.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 10.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 3.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
10.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 8.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 14.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 12.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 2.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
7.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 6.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 7.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 9.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.19.ii.A. Historical incidence rates and standardized morbidity ratios of splanchnic vein thrombosis in Italy for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 20.56 0 (NA-NA) 
1.77 (0.36-

5.16) 
1.21 (0.32-

3.09) 
1.44 (0.58-

2.98) 
1.60 (0.93-

2.56) 

Children and 

adolescents 
0.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.47 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 1.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
16.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.69 (0.08-

2.49) 
1.11 (0.41-

2.42) 

18-24 years 3.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 6.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
7.19 (0.09-

40.01) 

35-44 years 11.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 17.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.03 (0.03-

11.29) 
1.96 (0.22-

7.08) 

55-64 years 31.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.54 (0.01-

3.01) 
0.85 (0.17-

2.48) 

Elderly (≥ 65 

years) 
42.54 0 (NA-NA) 

4.60 (0.92-

13.45) 
3.07 (0.83-

7.87) 
2.57 (0.83-

5.99) 
2.10 (1.05-

3.75) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 35.91 0 (NA-NA) 
4.60 (0.52-

16.61) 
2.30 (0.26-

8.32) 
1.54 (0.17-

5.55) 
1.49 (0.48-

3.48) 

75-79 years 44.16 0 (NA-NA) 
5.29 (0.07-

29.42) 
5.30 (0.59-

19.12) 
5.31 (1.07-

15.50) 
3.67 (1.34-

7.98) 

≥ 80 years 52.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 18.09 0 (NA-NA) 
1.54 (0.02-

8.56) 
0.79 (0.01-

4.39) 
0.54 (0.01-

3.02) 
1.29 (0.42-

3.02) 

Children and 

adolescents 
0.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.59 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
12.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

1.51 (0.30-

4.42) 

18-24 years 3.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 7.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
14.09 (0.18-

78.38) 

35-44 years 11.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 13.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 20.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.64 (0.18-

5.93) 

Elderly (≥ 65 

years) 
38.43 0 (NA-NA) 

4.15 (0.05-

23.09) 
2.08 (0.03-

11.57) 
1.39 (0.02-

7.73) 
1.06 (0.12-

3.84) 

65-74 years 29.54 0 (NA-NA) 
6.23 (0.08-

34.65) 
3.12 (0.04-

17.35) 
2.08 (0.03-

11.58) 
0.84 (0.01-

4.66) 

75-79 years 37.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.67 (0.02-

9.29) 

≥ 80 years 51.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 23.26 0 (NA-NA) 
1.91 (0.21-

6.90) 
1.46 (0.29-

4.27) 
2.00 (0.73-

4.35) 
1.77 (0.91-

3.09) 

Children and 

adolescents 
1.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.37 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
20.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

1.13 (0.13-

4.07) 
0.88 (0.18-

2.57) 

18-24 years 3.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 6.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 11.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 22.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.21 (0.04-

17.83) 
3.07 (0.34-

11.08) 

55-64 years 42.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.86 (0.01-

4.76) 
0.43 (0.01-

2.40) 

Elderly (≥ 65 

years) 
47.96 0 (NA-NA) 

4.87 (0.55-

17.57) 
3.66 (0.74-

10.68) 
3.26 (0.88-

8.34) 
2.67 (1.22-

5.08) 

65-74 years 43.21 0 (NA-NA) 
3.65 (0.05-

20.29) 
1.83 (0.02-

10.16) 
1.22 (0.02-

6.79) 
1.85 (0.50-

4.75) 

75-79 years 52.10 0 (NA-NA) 
8.41 (0.11-

46.78) 
8.42 (0.95-

30.41) 
8.44 (1.70-

24.66) 
4.82 (1.55-

11.25) 

≥ 80 years 54.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 

  

711



 

Page 712 of 1342 

Appendix Table 4.19.ii.C. Historical incidence rates and standardized morbidity ratios of splanchnic vein thrombosis in United 
Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 2.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.05 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
9.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 7.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 11.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 10.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 3.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.06 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.10 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
10.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 8.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 14.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 12.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 2.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
7.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 6.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 7.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 9.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.19.iii.C. Historical incidence rates and standardized morbidity ratios of splanchnic vein thrombosis in United 
Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 2.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.05 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.05 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
9.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 7.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 11.15 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 10.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 3.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.06 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.10 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
10.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 8.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

719



 

Page 720 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 14.15 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 12.28 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 2.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.03 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
7.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 6.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 7.59 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 9.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 

  

721



 

Page 722 of 1342 

Appendix Table 4.19.iv.A. Historical incidence rates and standardized morbidity ratios of splanchnic vein thrombosis in Italy 
for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

722



 

Page 723 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 20.56 0 (NA-NA) 
1.01 (0.27-

2.59) 
0.91 (0.36-

1.87) 
1.07 (0.53-

1.91) 
1.29 (0.80-

1.97) 

Children and 

adolescents 
0.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.47 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 1.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
16.36 0 (NA-NA) 

0.38 (0.01-

2.13) 
0.40 (0.04-

1.43) 
0.73 (0.24-

1.71) 
0.95 (0.43-

1.80) 

18-24 years 3.67 0 (NA-NA) 0 (NA-NA) 
7.16 (0.09-

39.86) 
5.67 (0.07-

31.54) 
4.70 (0.06-

26.16) 

25-34 years 6.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.70 (0.05-

20.58) 
5.71 (0.64-

20.61) 

35-44 years 11.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 17.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.70 (0.01-

3.92) 
1.01 (0.11-

3.66) 

55-64 years 31.08 0 (NA-NA) 
0.75 (0.01-

4.19) 
0.38 (0-

2.12) 
0.55 (0.06-

1.97) 
0.74 (0.20-

1.89) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
42.54 0 (NA-NA) 

2.25 (0.45-

6.57) 
1.88 (0.61-

4.39) 
1.75 (0.64-

3.80) 
1.76 (0.91-

3.07) 

65-74 years 35.91 0 (NA-NA) 
2.25 (0.25-

8.12) 
1.13 (0.13-

4.07) 
0.86 (0.10-

3.11) 
1.13 (0.36-

2.63) 

75-79 years 44.16 0 (NA-NA) 
2.59 (0.03-

14.41) 
3.90 (0.78-

11.40) 
4.12 (1.11-

10.56) 
3.39 (1.36-

6.99) 

≥ 80 years 52.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 18.09 0 (NA-NA) 
1.30 (0.15-

4.70) 
1.00 (0.20-

2.93) 
1.00 (0.27-

2.55) 
1.31 (0.56-

2.58) 

Children and 

adolescents 
0.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.59 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
12.76 0 (NA-NA) 

0.96 (0.01-

5.35) 
0.50 (0.01-

2.78) 
0.73 (0.08-

2.64) 
1.37 (0.44-

3.20) 

18-24 years 3.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 7.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
7.46 (0.10-

41.50) 
11.41 (1.28-

41.20) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 11.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 13.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 20.70 0 (NA-NA) 
2.04 (0.03-

11.33) 
1.03 (0.01-

5.73) 
0.73 (0.01-

4.06) 
1.55 (0.31-

4.53) 

Elderly (≥ 65 

years) 
38.43 0 (NA-NA) 

2.02 (0.03-

11.25) 
2.03 (0.23-

7.34) 
1.57 (0.18-

5.66) 
1.21 (0.24-

3.55) 

65-74 years 29.54 0 (NA-NA) 
3.04 (0.04-

16.91) 
1.53 (0.02-

8.49) 
1.16 (0.02-

6.47) 
0.63 (0.01-

3.49) 

75-79 years 37.96 0 (NA-NA) 0 (NA-NA) 
3.49 (0.05-

19.44) 
2.77 (0.04-

15.40) 
2.63 (0.30-

9.51) 

≥ 80 years 51.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 23.26 0 (NA-NA) 
0.83 (0.09-

2.99) 
0.85 (0.23-

2.17) 
1.11 (0.45-

2.30) 
1.28 (0.68-

2.18) 

Children and 

adolescents 
1.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.37 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
20.10 0 (NA-NA) 0 (NA-NA) 

0.33 (0-

1.84) 
0.73 (0.15-

2.13) 
0.69 (0.18-

1.76) 

18-24 years 3.73 0 (NA-NA) 0 (NA-NA) 
13.81 (0.18-

76.85) 
11.00 (0.14-

61.23) 
9.06 (0.12-

50.42) 

25-34 years 6.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 11.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 22.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.13 (0.01-

6.27) 
1.61 (0.18-

5.80) 

55-64 years 42.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.44 (0.01-

2.43) 
0.29 (0-

1.59) 

Elderly (≥ 65 

years) 
47.96 0 (NA-NA) 

2.38 (0.27-

8.60) 
1.79 (0.36-

5.24) 
1.85 (0.50-

4.74) 
2.07 (0.94-

3.93) 

65-74 years 43.21 0 (NA-NA) 
1.78 (0.02-

9.92) 
0.89 (0.01-

4.98) 
0.68 (0.01-

3.81) 
1.41 (0.38-

3.61) 

75-79 years 52.10 0 (NA-NA) 
4.13 (0.05-

22.96) 
4.14 (0.47-

14.95) 
4.93 (0.99-

14.40) 
3.84 (1.24-

8.95) 

≥ 80 years 54.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.19.iv.C. Historical incidence rates and standardized morbidity ratios of splanchnic vein thrombosis in United 
Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 2.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
9.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 7.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 11.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 10.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 3.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
10.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 8.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 14.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 12.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 2.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
7.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 6.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 7.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 9.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.20.i.A. Historical incidence rates and standardized morbidity ratios of coagulation disorders in Italy for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 120.25 0 (NA-NA) 
0.67 (0.25-

1.47) 
0.92 (0.53-

1.49) 
0.91 (0.55-

1.43) 
0.92 (0.56-

1.42) 

Children and 

adolescents 
4.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 6.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
48.51 0 (NA-NA) 

0.88 (0.24-

2.24) 
0.68 (0.25-

1.48) 
0.61 (0.24-

1.25) 
0.59 (0.23-

1.21) 

18-24 years 8.21 0 (NA-NA) 0 (NA-NA) 
4.50 (0.06-

25.04) 
3.49 (0.05-

19.41) 
3.41 (0.04-

18.96) 

25-34 years 15.11 0 (NA-NA) 
4.87 (0.06-

27.09) 
2.64 (0.03-

14.67) 
4.24 (0.48-

15.33) 
4.16 (0.47-

15.01) 

35-44 years 29.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 52.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 101.54 0 (NA-NA) 
1.31 (0.26-

3.82) 
0.89 (0.24-

2.28) 
0.68 (0.18-

1.74) 
0.65 (0.18-

1.67) 

Elderly (≥ 65 

years) 
359.90 0 (NA-NA) 

0.47 (0.05-

1.69) 
1.18 (0.56-

2.16) 
1.30 (0.67-

2.27) 
1.33 (0.71-

2.28) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 187.54 0 (NA-NA) 
0.42 (0.01-

2.34) 
1.06 (0.34-

2.47) 
1.13 (0.41-

2.46) 
1.25 (0.50-

2.58) 

75-79 years 352.37 0 (NA-NA) 
0.64 (0.01-

3.57) 
1.29 (0.35-

3.30) 
1.25 (0.34-

3.20) 
1.18 (0.32-

3.03) 

≥ 80 years 662.65 0 (NA-NA) 0 (NA-NA) 
1.48 (0.02-

8.22) 
2.77 (0.31-

10.01) 
2.52 (0.28-

9.11) 

Females 113.27 0 (NA-NA) 
0.60 (0.07-

2.18) 
1.08 (0.43-

2.22) 
1.15 (0.52-

2.17) 
1.09 (0.50-

2.07) 

Children and 

adolescents 
2.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 2.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
38.01 0 (NA-NA) 

1.11 (0.12-

4.01) 
0.86 (0.17-

2.52) 
0.87 (0.23-

2.23) 
0.84 (0.23-

2.15) 

18-24 years 7.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 16.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
4.29 (0.06-

23.87) 
4.19 (0.05-

23.34) 

35-44 years 28.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 39.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 70.85 0 (NA-NA) 
2.39 (0.27-

8.63) 
1.83 (0.37-

5.34) 
1.38 (0.28-

4.02) 
1.32 (0.26-

3.84) 

Elderly (≥ 65 

years) 
329.43 0 (NA-NA) 0 (NA-NA) 

1.34 (0.36-

3.42) 
1.53 (0.49-

3.58) 
1.44 (0.46-

3.37) 

65-74 years 144.09 0 (NA-NA) 0 (NA-NA) 
1.24 (0.14-

4.49) 
1.10 (0.12-

3.99) 
1.05 (0.12-

3.77) 

75-79 years 299.80 0 (NA-NA) 0 (NA-NA) 
1.75 (0.20-

6.31) 
1.69 (0.19-

6.09) 
1.59 (0.18-

5.74) 

≥ 80 years 618.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.80 (0.05-

21.14) 
3.40 (0.04-

18.92) 

Males 127.85 0 (NA-NA) 
0.72 (0.19-

1.84) 
0.82 (0.38-

1.57) 
0.77 (0.37-

1.42) 
0.81 (0.40-

1.45) 

Children and 

adolescents 
5.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 9.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
59.46 0 (NA-NA) 

0.72 (0.08-

2.61) 
0.56 (0.11-

1.64) 
0.43 (0.09-

1.26) 
0.42 (0.08-

1.22) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 8.83 0 (NA-NA) 0 (NA-NA) 
8.22 (0.11-

45.72) 
6.43 (0.08-

35.75) 
6.29 (0.08-

34.98) 

25-34 years 14.10 0 (NA-NA) 
9.61 (0.13-

53.49) 
5.21 (0.07-

28.98) 
4.20 (0.05-

23.37) 
4.12 (0.05-

22.92) 

35-44 years 30.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 65.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 134.90 0 (NA-NA) 
0.69 (0.01-

3.82) 
0.35 (0-

1.95) 
0.27 (0-

1.51) 
0.26 (0-

1.44) 

Elderly (≥ 65 

years) 
400.10 0 (NA-NA) 

0.72 (0.08-

2.61) 
1.09 (0.40-

2.37) 
1.17 (0.47-

2.42) 
1.27 (0.55-

2.50) 

65-74 years 237.36 0 (NA-NA) 
0.64 (0.01-

3.56) 
0.96 (0.19-

2.81) 
1.15 (0.31-

2.94) 
1.36 (0.44-

3.17) 

75-79 years 419.95 0 (NA-NA) 
1.02 (0.01-

5.66) 
1.02 (0.11-

3.69) 
0.99 (0.11-

3.58) 
0.94 (0.11-

3.40) 

≥ 80 years 738.67 0 (NA-NA) 0 (NA-NA) 
2.29 (0.03-

12.74) 
2.18 (0.03-

12.15) 
2.01 (0.03-

11.17) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.20.i.C. Historical incidence rates and standardized morbidity ratios of coagulation disorders in United 
Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 227.55 0 (NA-NA) 
0.50 (0.06-

1.79) 
0.25 (0.03-

0.91) 
0.17 (0.02-

0.61) 
0.23 (0.07-

0.54) 

Children and 

adolescents 
42.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 50.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 25.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
120.50 0 (NA-NA) 

0.52 (0.06-

1.89) 
0.26 (0.03-

0.96) 
0.18 (0.02-

0.64) 
0.24 (0.08-

0.56) 

18-24 years 23.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 32.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 55.82 0 (NA-NA) 
0.91 (0.01-

5.06) 
0.46 (0.01-

2.54) 
0.31 (0-

1.70) 
0.35 (0.04-

1.26) 

45-54 years 136.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.28 (0.03-

1.02) 

55-64 years 317.86 0 (NA-NA) 
4.80 (0.06-

26.71) 
2.52 (0.03-

14.02) 
1.74 (0.02-

9.66) 
0.93 (0.01-

5.15) 

Elderly (≥ 65 

years) 
851.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 593.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 986.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,389.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 205.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.31 (0.06-

0.91) 

Children and 

adolescents 
40.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 46.77 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 26.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
100.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.32 (0.07-

0.95) 

18-24 years 29.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 41.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 56.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.38 (0-

2.11) 

45-54 years 110.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.78 (0.09-

2.81) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 230.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
729.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 452.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 808.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,271.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 249.39 0 (NA-NA) 
0.91 (0.10-

3.29) 
0.46 (0.05-

1.67) 
0.31 (0.04-

1.13) 
0.17 (0.02-

0.60) 

Children and 

adolescents 
44.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 53.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 24.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
139.10 0 (NA-NA) 

0.97 (0.11-

3.49) 
0.49 (0.05-

1.76) 
0.33 (0.04-

1.18) 
0.17 (0.02-

0.63) 

18-24 years 19.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 23.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

741



 

Page 742 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 54.79 0 (NA-NA) 
1.71 (0.02-

9.50) 
0.86 (0.01-

4.78) 
0.58 (0.01-

3.20) 
0.32 (0-

1.80) 

45-54 years 161.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 403.61 0 (NA-NA) 
6.80 (0.09-

37.83) 
3.58 (0.05-

19.93) 
2.47 (0.03-

13.75) 
1.30 (0.02-

7.25) 

Elderly (≥ 65 

years) 
997.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 746.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1,199.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,564.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.20.ii.A. Historical incidence rates and standardized morbidity ratios of coagulation disorders in Italy for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 120.25 0 (NA-NA) 
0.69 (0.22-

1.61) 
0.56 (0.24-

1.10) 
0.76 (0.43-

1.23) 
1.08 (0.81-

1.40) 

Children and 

adolescents 
4.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 6.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
48.51 0 (NA-NA) 

0.32 (0-

1.76) 
0.16 (0-

0.91) 
0.56 (0.18-

1.32) 
1.14 (0.69-

1.79) 

18-24 years 8.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 15.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
6.30 (0.71-

22.74) 

35-44 years 29.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 52.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.42 (0.16-

5.11) 
1.36 (0.37-

3.48) 

55-64 years 101.54 0 (NA-NA) 
0.49 (0.01-

2.74) 
0.25 (0-

1.38) 
0.50 (0.10-

1.45) 
1.12 (0.60-

1.92) 

Elderly (≥ 65 

years) 
359.90 0 (NA-NA) 

0.98 (0.26-

2.51) 
0.86 (0.34-

1.77) 
0.90 (0.45-

1.61) 
1.04 (0.73-

1.45) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 187.54 0 (NA-NA) 
0.88 (0.10-

3.18) 
0.66 (0.13-

1.93) 
0.74 (0.24-

1.72) 
1.07 (0.65-

1.68) 

75-79 years 352.37 0 (NA-NA) 
1.34 (0.15-

4.82) 
1.34 (0.36-

3.43) 
1.34 (0.49-

2.92) 
1.16 (0.65-

1.91) 

≥ 80 years 662.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.34 (0-

1.90) 

Females 113.27 0 (NA-NA) 
0.76 (0.09-

2.73) 
0.77 (0.21-

1.97) 
0.79 (0.29-

1.71) 
1.15 (0.70-

1.77) 

Children and 

adolescents 
2.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.73 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 2.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
38.01 0 (NA-NA) 

0.82 (0.01-

4.59) 
0.43 (0.01-

2.37) 
0.59 (0.07-

2.14) 
1.82 (0.91-

3.26) 

18-24 years 7.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 16.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
6.20 (0.08-

34.48) 

35-44 years 28.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 39.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.92 (0.01-

5.11) 

55-64 years 70.85 0 (NA-NA) 
1.36 (0.02-

7.54) 
0.68 (0.01-

3.78) 
0.91 (0.10-

3.29) 
2.26 (1.03-

4.30) 

Elderly (≥ 65 

years) 
329.43 0 (NA-NA) 

0.70 (0.01-

3.90) 
1.05 (0.21-

3.08) 
0.94 (0.25-

2.40) 
0.79 (0.36-

1.50) 

65-74 years 144.09 0 (NA-NA) 
1.30 (0.02-

7.22) 
1.30 (0.15-

4.70) 
1.30 (0.26-

3.81) 
0.69 (0.19-

1.77) 

75-79 years 299.80 0 (NA-NA) 0 (NA-NA) 
0.91 (0.01-

5.07) 
0.61 (0.01-

3.38) 
0.85 (0.23-

2.18) 

≥ 80 years 618.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.07 (0.01-

5.97) 

Males 127.85 0 (NA-NA) 
0.65 (0.13-

1.90) 
0.44 (0.12-

1.13) 
0.74 (0.36-

1.37) 
1.04 (0.72-

1.45) 

Children and 

adolescents 
5.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.50 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 9.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
59.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.55 (0.11-

1.60) 
0.76 (0.33-

1.49) 

18-24 years 8.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 14.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
6.40 (0.08-

35.63) 

35-44 years 30.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 65.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.26 (0.25-

8.16) 
1.62 (0.33-

4.73) 

55-64 years 134.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.26 (0-

1.45) 
0.53 (0.14-

1.35) 

Elderly (≥ 65 

years) 
400.10 0 (NA-NA) 

1.13 (0.23-

3.30) 
0.75 (0.20-

1.93) 
0.88 (0.35-

1.82) 
1.17 (0.77-

1.72) 

65-74 years 237.36 0 (NA-NA) 
0.67 (0.01-

3.71) 
0.33 (0-

1.86) 
0.45 (0.05-

1.61) 
1.26 (0.71-

2.08) 

75-79 years 419.95 0 (NA-NA) 
2.11 (0.24-

7.63) 
1.59 (0.32-

4.64) 
1.77 (0.57-

4.12) 
1.33 (0.66-

2.38) 

≥ 80 years 738.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.20.ii.C. Historical incidence rates and standardized morbidity ratios of coagulation disorders in United 
Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 227.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.13 (0.04-

0.34) 

Children and 

adolescents 
42.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 50.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 25.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
120.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.14 (0.04-

0.35) 

18-24 years 23.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 32.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.35 (0.04-

1.26) 

35-44 years 55.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.11 (0-

0.60) 

45-54 years 136.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 317.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.90 (0.01-

5.02) 

Elderly (≥ 65 

years) 
851.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 593.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 986.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,389.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 205.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.15 (0.02-

0.53) 

Children and 

adolescents 
40.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 46.77 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 26.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
100.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.15 (0.02-

0.55) 

18-24 years 29.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 41.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.30 (0-

1.68) 

35-44 years 56.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.23 (0-

1.28) 

45-54 years 110.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

751



 

Page 752 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 230.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
729.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 452.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 808.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,271.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 249.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.12 (0.01-

0.43) 

Children and 

adolescents 
44.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 53.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 24.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
139.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.12 (0.01-

0.44) 

18-24 years 19.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 23.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.42 (0.01-

2.31) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 54.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 161.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 403.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.28 (0.02-

7.13) 

Elderly (≥ 65 

years) 
997.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 746.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1,199.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,564.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.20.iii.C. Historical incidence rates and standardized morbidity ratios of coagulation disorders in United 
Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 227.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
42.52 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 50.03 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 25.48 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
120.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 23.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 32.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 55.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 136.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 317.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
851.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 593.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 986.22 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 1,389.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 205.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
40.72 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 46.77 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 26.64 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
100.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 29.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 41.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 56.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 110.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 230.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
729.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 452.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 808.92 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1,271.84 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 249.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
44.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 53.14 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 24.42 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
139.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 19.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 23.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 54.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 161.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 403.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
997.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 746.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1,199.54 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1,564.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.20.iv.A. Historical incidence rates and standardized morbidity ratios of coagulation disorders in Italy for any 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 120.25 0 (NA-NA) 
0.68 (0.34-

1.22) 
0.76 (0.49-

1.13) 
0.84 (0.58-

1.16) 
1.03 (0.81-

1.29) 

Children and 

adolescents 
4.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 6.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
48.51 0 (NA-NA) 

0.65 (0.21-

1.51) 
0.47 (0.19-

0.96) 
0.59 (0.30-

1.03) 
0.91 (0.59-

1.33) 

18-24 years 8.21 0 (NA-NA) 0 (NA-NA) 
3.20 (0.04-

17.79) 
2.53 (0.03-

14.07) 
2.10 (0.03-

11.71) 

25-34 years 15.11 0 (NA-NA) 
3.70 (0.05-

20.61) 
2.05 (0.03-

11.40) 
3.24 (0.36-

11.70) 
5.01 (1.35-

12.82) 

35-44 years 29.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 52.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.50 (0.06-

1.81) 
0.71 (0.19-

1.82) 

55-64 years 101.54 0 (NA-NA) 
0.93 (0.25-

2.37) 
0.59 (0.19-

1.37) 
0.59 (0.24-

1.21) 
0.96 (0.56-

1.54) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
359.90 0 (NA-NA) 

0.72 (0.26-

1.56) 
1.02 (0.59-

1.63) 
1.07 (0.68-

1.61) 
1.11 (0.82-

1.47) 

65-74 years 187.54 0 (NA-NA) 
0.65 (0.13-

1.89) 
0.86 (0.37-

1.70) 
0.91 (0.45-

1.63) 
1.12 (0.73-

1.64) 

75-79 years 352.37 0 (NA-NA) 
0.98 (0.20-

2.87) 
1.31 (0.57-

2.59) 
1.30 (0.62-

2.40) 
1.16 (0.70-

1.82) 

≥ 80 years 662.65 0 (NA-NA) 0 (NA-NA) 
0.76 (0.01-

4.25) 
1.20 (0.14-

4.34) 
0.81 (0.16-

2.35) 

Females 113.27 0 (NA-NA) 
0.67 (0.18-

1.72) 
0.94 (0.47-

1.69) 
0.97 (0.54-

1.60) 
1.13 (0.76-

1.62) 

Children and 

adolescents 
2.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 2.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
38.01 0 (NA-NA) 

1.00 (0.20-

2.91) 
0.69 (0.18-

1.76) 
0.75 (0.28-

1.64) 
1.39 (0.78-

2.29) 

18-24 years 7.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 16.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.26 (0.04-

18.13) 
5.00 (0.56-

18.06) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 28.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 39.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.48 (0.01-

2.65) 

55-64 years 70.85 0 (NA-NA) 
1.90 (0.38-

5.57) 
1.28 (0.35-

3.29) 
1.14 (0.37-

2.66) 
1.92 (0.99-

3.35) 

Elderly (≥ 65 

years) 
329.43 0 (NA-NA) 

0.34 (0-

1.89) 
1.20 (0.48-

2.47) 
1.20 (0.55-

2.27) 
0.94 (0.51-

1.58) 

65-74 years 144.09 0 (NA-NA) 
0.63 (0.01-

3.52) 
1.27 (0.34-

3.25) 
1.22 (0.39-

2.84) 
0.78 (0.28-

1.69) 

75-79 years 299.80 0 (NA-NA) 0 (NA-NA) 
1.34 (0.27-

3.91) 
1.06 (0.21-

3.10) 
1.01 (0.37-

2.19) 

≥ 80 years 618.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.73 (0.02-

9.65) 
1.63 (0.18-

5.89) 

Males 127.85 0 (NA-NA) 
0.69 (0.28-

1.42) 
0.65 (0.35-

1.11) 
0.76 (0.46-

1.17) 
0.97 (0.71-

1.30) 

Children and 

adolescents 
5.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 9.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
59.46 0 (NA-NA) 

0.42 (0.05-

1.53) 
0.33 (0.07-

0.96) 
0.48 (0.18-

1.05) 
0.62 (0.31-

1.11) 

18-24 years 8.83 0 (NA-NA) 0 (NA-NA) 
5.90 (0.08-

32.80) 
4.69 (0.06-

26.07) 
3.89 (0.05-

21.67) 

25-34 years 14.10 0 (NA-NA) 
7.36 (0.10-

40.94) 
4.07 (0.05-

22.63) 
3.23 (0.04-

17.94) 
5.01 (0.56-

18.10) 

35-44 years 30.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 65.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.80 (0.09-

2.90) 
0.85 (0.17-

2.50) 

55-64 years 134.90 0 (NA-NA) 
0.36 (0-

2.03) 
0.18 (0-

1.02) 
0.27 (0.03-

0.96) 
0.44 (0.14-

1.02) 

Elderly (≥ 65 

years) 
400.10 0 (NA-NA) 

0.92 (0.30-

2.15) 
0.92 (0.44-

1.70) 
1.01 (0.55-

1.69) 
1.19 (0.83-

1.67) 

65-74 years 237.36 0 (NA-NA) 
0.65 (0.07-

2.36) 
0.65 (0.18-

1.68) 
0.75 (0.27-

1.64) 
1.28 (0.78-

1.98) 

75-79 years 419.95 0 (NA-NA) 
1.55 (0.31-

4.54) 
1.30 (0.42-

3.03) 
1.44 (0.58-

2.98) 
1.25 (0.67-

2.14) 

≥ 80 years 738.67 0 (NA-NA) 0 (NA-NA) 
1.16 (0.02-

6.48) 
0.92 (0.01-

5.12) 
0.40 (0.01-

2.23) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.20.iv.C. Historical incidence rates and standardized morbidity ratios of coagulation disorders in United 
Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 227.55 0 (NA-NA) 
0.26 (0.03-

0.95) 
0.13 (0.01-

0.48) 
0.09 (0.01-

0.32) 
0.17 (0.08-

0.33) 

Children and 

adolescents 
42.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 50.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 25.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
120.50 0 (NA-NA) 

0.27 (0.03-

0.99) 
0.14 (0.02-

0.50) 
0.09 (0.01-

0.34) 
0.18 (0.08-

0.34) 

18-24 years 23.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 32.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.19 (0.02-

0.70) 

35-44 years 55.82 0 (NA-NA) 
0.46 (0.01-

2.57) 
0.23 (0-

1.29) 
0.16 (0-

0.87) 
0.20 (0.04-

0.58) 

45-54 years 136.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.11 (0.01-

0.39) 

55-64 years 317.86 0 (NA-NA) 
2.77 (0.04-

15.42) 
1.44 (0.02-

8.01) 
0.99 (0.01-

5.49) 
0.91 (0.10-

3.30) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
851.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 593.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 986.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,389.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 205.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.21 (0.07-

0.50) 

Children and 

adolescents 
40.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 46.77 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 26.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
100.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.22 (0.07-

0.52) 

18-24 years 29.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 41.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.17 (0-

0.94) 

35-44 years 56.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.29 (0.03-

1.03) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 110.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.30 (0.03-

1.08) 

55-64 years 230.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
729.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 452.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 808.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,271.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 249.39 0 (NA-NA) 
0.48 (0.05-

1.74) 
0.24 (0.03-

0.88) 
0.16 (0.02-

0.59) 
0.14 (0.04-

0.35) 

Children and 

adolescents 
44.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 53.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 24.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
139.10 0 (NA-NA) 

0.51 (0.06-

1.83) 
0.25 (0.03-

0.92) 
0.17 (0.02-

0.62) 
0.14 (0.04-

0.37) 

18-24 years 19.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 23.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.22 (0-

1.25) 

35-44 years 54.79 0 (NA-NA) 
0.87 (0.01-

4.83) 
0.44 (0.01-

2.43) 
0.29 (0-

1.63) 
0.12 (0-

0.69) 

45-54 years 161.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 403.61 0 (NA-NA) 
3.96 (0.05-

22.05) 
2.06 (0.03-

11.47) 
1.41 (0.02-

7.86) 
1.29 (0.15-

4.66) 

Elderly (≥ 65 

years) 
997.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 746.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1,199.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,564.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.21.i.A. Historical incidence rates and standardized morbidity ratios of disseminated intravascular coagulation 
in Italy for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

773



 

Page 774 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.21.i.C. Historical incidence rates and standardized morbidity ratios of disseminated intravascular coagulation 
in United Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.12 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.17 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.15 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.21 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.21.ii.A. Historical incidence rates and standardized morbidity ratios of disseminated intravascular 
coagulation in Italy for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.21.ii.C. Historical incidence rates and standardized morbidity ratios of disseminated intravascular 
coagulation in United Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age 
and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.12 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.17 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.15 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.21 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.21.iii.C. Historical incidence rates and standardized morbidity ratios of disseminated intravascular 
coagulation in United Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and 
sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.12 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.17 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.21 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0.41 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.18 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0.19 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0.27 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.15 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.21 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.11 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0.25 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.14 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0.22 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0.60 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.21.iv.A. Historical incidence rates and standardized morbidity ratios of disseminated intravascular 
coagulation in Italy for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

797



 

Page 798 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.21.iv.C. Historical incidence rates and standardized morbidity ratios of disseminated intravascular 
coagulation in United Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and 
sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.12 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.17 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.15 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.21 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.22.i.A. Historical incidence rates and standardized morbidity ratios of Kawasaki disease in Italy for first dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0.27 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.39 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

807



 

Page 808 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.22.i.C. Historical incidence rates and standardized morbidity ratios of Kawasaki disease in United Kingdom 
for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
3.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 4.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
2.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.74 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
3.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 5.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.22.ii.A. Historical incidence rates and standardized morbidity ratios of Kawasaki disease in Italy for second 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.06 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0.39 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.57 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0.27 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.39 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0.50 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.74 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.22.ii.C. Historical incidence rates and standardized morbidity ratios of Kawasaki disease in United Kingdom 
for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
3.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 4.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
2.74 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 3.74 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.41 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
3.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 5.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 

  

824



 

Page 825 of 1342 

Appendix Table 4.22.iii.C. Historical incidence rates and standardized morbidity ratios of Kawasaki disease in United Kingdom 
for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
3.28 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 4.51 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.49 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.05 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0.03 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
2.74 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 3.74 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.41 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
3.79 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 5.25 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.56 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.11 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.07 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.22.iv.A. Historical incidence rates and standardized morbidity ratios of Kawasaki disease in Italy for any 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0.27 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.39 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.22.iv.C. Historical incidence rates and standardized morbidity ratios of Kawasaki disease in United Kingdom 
for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
3.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 4.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
2.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 3.74 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
3.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 5.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.23.i.A. Historical incidence rates and standardized morbidity ratios of acute liver injury in Italy for first dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 5.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
5.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 4.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 5.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 5.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
7.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 6.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 8.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 9.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 4.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
4.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 4.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 5.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
7.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 5.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 7.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 8.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 5.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 2.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 5.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 6.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 6.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 6.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
9.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 8.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 9.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 10.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.23.i.C. Historical incidence rates and standardized morbidity ratios of acute liver injury in United Kingdom 
for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 239.62 0 (NA-NA) 
0.63 (0.29-

1.20) 
0.60 (0.35-

0.96) 
0.69 (0.46-

0.99) 
0.64 (0.47-

0.85) 

Children and 

adolescents 
106.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 126.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 59.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
240.28 0 (NA-NA) 

0.64 (0.29-

1.21) 
0.61 (0.35-

0.97) 
0.69 (0.47-

1.00) 
0.65 (0.48-

0.86) 

18-24 years 109.44 0 (NA-NA) 
0.50 (0.01-

2.80) 
0.51 (0.06-

1.83) 
0.34 (0.04-

1.23) 
0.20 (0.02-

0.71) 

25-34 years 154.61 0 (NA-NA) 
0.22 (0-

1.22) 
0.33 (0.07-

0.97) 
0.74 (0.36-

1.37) 
0.77 (0.45-

1.21) 

35-44 years 208.72 0 (NA-NA) 
0.68 (0.14-

1.99) 
0.57 (0.18-

1.33) 
0.61 (0.26-

1.20) 
0.57 (0.30-

0.97) 

45-54 years 298.81 0 (NA-NA) 
1.37 (0.37-

3.50) 
1.20 (0.48-

2.48) 
0.92 (0.40-

1.82) 
0.79 (0.43-

1.32) 

55-64 years 363.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.50 (0.02-

8.35) 
1.60 (0.18-

5.78) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
408.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 388.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 417.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 450.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 226.48 0 (NA-NA) 
0.95 (0.31-

2.22) 
0.77 (0.33-

1.51) 
0.84 (0.45-

1.43) 
0.79 (0.50-

1.20) 

Children and 

adolescents 
88.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 104.73 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 52.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
221.47 0 (NA-NA) 

0.97 (0.31-

2.25) 
0.78 (0.34-

1.53) 
0.85 (0.45-

1.45) 
0.81 (0.50-

1.22) 

18-24 years 104.09 0 (NA-NA) 
1.25 (0.02-

6.98) 
1.27 (0.14-

4.57) 
0.85 (0.10-

3.08) 
0.51 (0.06-

1.82) 

25-34 years 133.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.61 (0.12-

1.80) 
0.85 (0.34-

1.74) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 162.20 0 (NA-NA) 
0.66 (0.01-

3.69) 
0.67 (0.07-

2.41) 
0.67 (0.13-

1.96) 
0.39 (0.08-

1.13) 

45-54 years 283.25 0 (NA-NA) 
2.69 (0.54-

7.86) 
1.80 (0.49-

4.62) 
1.21 (0.33-

3.10) 
1.17 (0.50-

2.30) 

55-64 years 356.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.59 (0.05-

19.99) 
3.94 (0.44-

14.21) 

Elderly (≥ 65 

years) 
400.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 380.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 412.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 434.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 252.41 0 (NA-NA) 
0.44 (0.12-

1.13) 
0.50 (0.23-

0.95) 
0.60 (0.34-

0.97) 
0.55 (0.36-

0.81) 

Children and 

adolescents 
122.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 148.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 66.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
257.88 0 (NA-NA) 

0.45 (0.12-

1.14) 
0.51 (0.23-

0.96) 
0.60 (0.35-

0.98) 
0.56 (0.37-

0.81) 

18-24 years 113.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 174.20 0 (NA-NA) 
0.34 (0-

1.92) 
0.52 (0.10-

1.52) 
0.82 (0.33-

1.68) 
0.73 (0.36-

1.30) 

35-44 years 253.42 0 (NA-NA) 
0.69 (0.08-

2.49) 
0.52 (0.10-

1.52) 
0.58 (0.19-

1.36) 
0.66 (0.31-

1.21) 

45-54 years 313.85 0 (NA-NA) 
0.55 (0.01-

3.08) 
0.83 (0.17-

2.44) 
0.75 (0.20-

1.91) 
0.55 (0.20-

1.19) 

55-64 years 369.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
417.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 396.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 423.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 473.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.23.ii.A. Historical incidence rates and standardized morbidity ratios of acute liver injury in Italy for second 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 5.17 0 (NA-NA) 
2.22 (0.03-

12.34) 
1.15 (0.02-

6.39) 
0.81 (0.01-

4.48) 
1.18 (0.24-

3.46) 

Children and 

adolescents 
0.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.38 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
5.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.66 (0.01-

3.66) 

18-24 years 1.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 4.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 5.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 5.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.38 (0.02-

7.67) 

Elderly (≥ 65 

years) 
7.94 0 (NA-NA) 

7.98 (0.10-

44.40) 
4.00 (0.05-

22.25) 
2.67 (0.03-

14.86) 
1.98 (0.22-

7.14) 

65-74 years 6.82 0 (NA-NA) 
12.00 (0.16-

66.76) 
6.01 (0.08-

33.44) 
4.01 (0.05-

22.32) 
1.55 (0.02-

8.63) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 8.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.17 (0.04-

17.62) 

≥ 80 years 9.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 4.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.97 (0.22-

7.11) 

Children and 

adolescents 
0.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
4.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

1.55 (0.02-

8.65) 

18-24 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 4.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 5.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.96 (0.04-

16.45) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
7.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

2.69 (0.04-

14.95) 

65-74 years 5.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 7.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
8.16 (0.11-

45.38) 

≥ 80 years 8.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 5.90 0 (NA-NA) 
3.78 (0.05-

21.03) 
1.96 (0.03-

10.92) 
1.38 (0.02-

7.69) 
0.66 (0.01-

3.67) 

Children and 

adolescents 
0.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.55 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 2.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 5.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 6.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 6.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 6.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
9.11 0 (NA-NA) 

12.97 (0.17-

72.14) 
6.50 (0.08-

36.14) 
4.34 (0.06-

24.14) 
1.56 (0.02-

8.71) 

65-74 years 8.35 0 (NA-NA) 
19.51 (0.25-

108.52) 
9.77 (0.13-

54.35) 
6.52 (0.09-

36.29) 
2.44 (0.03-

13.55) 

75-79 years 9.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 10.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.23.ii.C. Historical incidence rates and standardized morbidity ratios of acute liver injury in United Kingdom 
for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 239.62 0 (NA-NA) 
0.47 (0.17-

1.02) 
0.43 (0.22-

0.78) 
0.35 (0.18-

0.59) 
0.49 (0.36-

0.64) 

Children and 

adolescents 
106.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 126.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 59.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
240.28 0 (NA-NA) 

0.47 (0.17-

1.03) 
0.44 (0.22-

0.78) 
0.35 (0.18-

0.59) 
0.49 (0.36-

0.64) 

18-24 years 109.44 0 (NA-NA) 
0.64 (0.01-

3.54) 
0.97 (0.19-

2.83) 
0.66 (0.13-

1.92) 
0.72 (0.29-

1.48) 

25-34 years 154.61 0 (NA-NA) 
0.26 (0-

1.44) 
0.39 (0.08-

1.14) 
0.26 (0.05-

0.77) 
0.32 (0.14-

0.60) 

35-44 years 208.72 0 (NA-NA) 0 (NA-NA) 
0.12 (0-

0.66) 
0.16 (0.02-

0.57) 
0.43 (0.25-

0.70) 

45-54 years 298.81 0 (NA-NA) 
1.43 (0.39-

3.67) 
0.72 (0.19-

1.84) 
0.60 (0.19-

1.40) 
0.67 (0.41-

1.05) 

55-64 years 363.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
408.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 388.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 417.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 450.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 226.48 0 (NA-NA) 
0.42 (0.05-

1.53) 
0.43 (0.12-

1.09) 
0.36 (0.12-

0.84) 
0.46 (0.27-

0.73) 

Children and 

adolescents 
88.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 104.73 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 52.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
221.47 0 (NA-NA) 

0.43 (0.05-

1.54) 
0.43 (0.12-

1.10) 
0.36 (0.12-

0.84) 
0.47 (0.28-

0.74) 

18-24 years 104.09 0 (NA-NA) 
1.54 (0.02-

8.59) 
2.36 (0.47-

6.89) 
1.60 (0.32-

4.68) 
1.00 (0.27-

2.55) 

25-34 years 133.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.29 (0.06-

0.84) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 162.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.32 (0.08-

0.81) 

45-54 years 283.25 0 (NA-NA) 
0.93 (0.01-

5.16) 
0.46 (0.01-

2.59) 
0.62 (0.07-

2.25) 
0.64 (0.26-

1.32) 

55-64 years 356.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
400.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 380.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 412.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 434.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 252.41 0 (NA-NA) 
0.50 (0.13-

1.28) 
0.44 (0.18-

0.90) 
0.34 (0.15-

0.66) 
0.50 (0.34-

0.70) 

Children and 

adolescents 
122.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 148.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 66.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
257.88 0 (NA-NA) 

0.50 (0.13-

1.28) 
0.44 (0.18-

0.91) 
0.34 (0.15-

0.67) 
0.50 (0.34-

0.70) 

858



 

Page 859 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 113.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.53 (0.11-

1.54) 

25-34 years 174.20 0 (NA-NA) 
0.41 (0.01-

2.27) 
0.62 (0.12-

1.80) 
0.42 (0.08-

1.21) 
0.34 (0.12-

0.73) 

35-44 years 253.42 0 (NA-NA) 0 (NA-NA) 
0.18 (0-

1.00) 
0.24 (0.03-

0.87) 
0.49 (0.25-

0.86) 

45-54 years 313.85 0 (NA-NA) 
1.75 (0.35-

5.12) 
0.88 (0.18-

2.57) 
0.59 (0.12-

1.72) 
0.70 (0.36-

1.21) 

55-64 years 369.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
417.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 396.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 423.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 473.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.23.iii.C. Historical incidence rates and standardized morbidity ratios of acute liver injury in United Kingdom 
for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 239.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
106.33 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 126.92 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 59.74 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
240.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 109.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 154.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 208.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 298.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 363.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
408.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 388.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 417.51 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 450.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 226.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
88.91 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 104.73 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 52.14 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
221.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 104.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 133.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 162.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 283.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 356.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
400.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 380.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 412.85 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 434.61 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 252.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
122.69 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 148.08 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 66.62 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
257.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 113.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 174.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 253.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 313.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 369.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
417.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 396.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 423.03 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 473.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.23.iv.A. Historical incidence rates and standardized morbidity ratios of acute liver injury in Italy for any dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 5.17 0 (NA-NA) 
0.89 (0.01-

4.96) 
0.46 (0.01-

2.57) 
0.35 (0-

1.93) 
0.71 (0.14-

2.07) 

Children and 

adolescents 
0.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
5.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.34 (0-

1.91) 

18-24 years 1.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 4.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 5.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 5.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.88 (0.01-

4.89) 

Elderly (≥ 65 

years) 
7.94 0 (NA-NA) 

3.91 (0.05-

21.74) 
1.96 (0.03-

10.92) 
1.52 (0.02-

8.44) 
1.52 (0.17-

5.50) 

65-74 years 6.82 0 (NA-NA) 
5.87 (0.08-

32.68) 
2.95 (0.04-

16.40) 
2.25 (0.03-

12.54) 
1.18 (0.02-

6.54) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 8.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.51 (0.03-

13.97) 

≥ 80 years 9.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 4.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.17 (0.13-

4.23) 

Children and 

adolescents 
0.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
4.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.83 (0.01-

4.59) 

18-24 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 2.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 4.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 5.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.84 (0.02-

10.26) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
7.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

2.04 (0.03-

11.35) 

65-74 years 5.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 7.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
6.44 (0.08-

35.84) 

≥ 80 years 8.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 5.90 0 (NA-NA) 
1.50 (0.02-

8.34) 
0.78 (0.01-

4.33) 
0.59 (0.01-

3.26) 
0.39 (0.01-

2.20) 

Children and 

adolescents 
0.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 2.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 5.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 6.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 6.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 6.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
9.11 0 (NA-NA) 

6.36 (0.08-

35.39) 
3.19 (0.04-

17.76) 
2.48 (0.03-

13.79) 
1.22 (0.02-

6.77) 

65-74 years 8.35 0 (NA-NA) 
9.56 (0.13-

53.21) 
4.80 (0.06-

26.69) 
3.69 (0.05-

20.51) 
1.87 (0.02-

10.39) 

75-79 years 9.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 10.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.23.iv.C. Historical incidence rates and standardized morbidity ratios of acute liver injury in United Kingdom 
for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 239.62 0 (NA-NA) 
0.55 (0.31-

0.91) 
0.52 (0.35-

0.75) 
0.53 (0.38-

0.71) 
0.55 (0.45-

0.67) 

Children and 

adolescents 
106.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 126.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 59.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
240.28 0 (NA-NA) 

0.56 (0.31-

0.92) 
0.53 (0.35-

0.76) 
0.53 (0.38-

0.72) 
0.55 (0.45-

0.67) 

18-24 years 109.44 0 (NA-NA) 
0.56 (0.06-

2.03) 
0.71 (0.23-

1.66) 
0.48 (0.15-

1.12) 
0.45 (0.21-

0.86) 

25-34 years 154.61 0 (NA-NA) 
0.24 (0.03-

0.86) 
0.36 (0.13-

0.78) 
0.52 (0.28-

0.89) 
0.52 (0.34-

0.76) 

35-44 years 208.72 0 (NA-NA) 
0.35 (0.07-

1.01) 
0.35 (0.13-

0.76) 
0.39 (0.19-

0.71) 
0.48 (0.32-

0.69) 

45-54 years 298.81 0 (NA-NA) 
1.40 (0.60-

2.76) 
0.97 (0.48-

1.73) 
0.77 (0.41-

1.31) 
0.72 (0.49-

1.01) 

55-64 years 363.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.85 (0.01-

4.74) 
0.79 (0.09-

2.86) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
408.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 388.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 417.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 450.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 226.48 0 (NA-NA) 
0.70 (0.28-

1.44) 
0.61 (0.31-

1.06) 
0.61 (0.36-

0.97) 
0.60 (0.43-

0.82) 

Children and 

adolescents 
88.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 104.73 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 52.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
221.47 0 (NA-NA) 

0.71 (0.28-

1.46) 
0.61 (0.32-

1.07) 
0.62 (0.37-

0.98) 
0.61 (0.43-

0.83) 

18-24 years 104.09 0 (NA-NA) 
1.38 (0.16-

4.99) 
1.75 (0.56-

4.09) 
1.19 (0.38-

2.77) 
0.75 (0.27-

1.64) 

25-34 years 133.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.33 (0.07-

0.97) 
0.53 (0.25-

0.98) 

872



 

Page 873 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 162.20 0 (NA-NA) 
0.34 (0-

1.88) 
0.34 (0.04-

1.23) 
0.34 (0.07-

1.00) 
0.34 (0.14-

0.71) 

45-54 years 283.25 0 (NA-NA) 
1.82 (0.49-

4.66) 
1.14 (0.37-

2.67) 
0.92 (0.34-

2.00) 
0.84 (0.47-

1.39) 

55-64 years 356.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.02 (0.03-

11.22) 
1.92 (0.22-

6.94) 

Elderly (≥ 65 

years) 
400.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 380.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 412.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 434.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 252.41 0 (NA-NA) 
0.47 (0.20-

0.92) 
0.47 (0.27-

0.77) 
0.48 (0.30-

0.71) 
0.52 (0.40-

0.67) 

Children and 

adolescents 
122.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 148.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 66.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
257.88 0 (NA-NA) 

0.47 (0.20-

0.93) 
0.48 (0.27-

0.77) 
0.48 (0.31-

0.71) 
0.53 (0.40-

0.68) 

18-24 years 113.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.25 (0.05-

0.74) 

25-34 years 174.20 0 (NA-NA) 
0.37 (0.04-

1.35) 
0.56 (0.21-

1.23) 
0.63 (0.30-

1.16) 
0.52 (0.30-

0.82) 

35-44 years 253.42 0 (NA-NA) 
0.35 (0.04-

1.26) 
0.35 (0.09-

0.90) 
0.41 (0.17-

0.85) 
0.56 (0.35-

0.84) 

45-54 years 313.85 0 (NA-NA) 
1.14 (0.31-

2.91) 
0.86 (0.31-

1.86) 
0.67 (0.27-

1.38) 
0.64 (0.38-

1.01) 

55-64 years 369.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
417.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 396.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 423.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 473.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.24.i.A. Historical incidence rates and standardized morbidity ratios of acute kidney injury in Italy for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 63.02 0 (NA-NA) 
0.81 (0.16-

2.38) 
1.38 (0.66-

2.53) 
1.69 (0.92-

2.83) 
1.83 (1.05-

2.98) 

Children and 

adolescents 
1.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 1.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
12.61 0 (NA-NA) 0 (NA-NA) 

1.37 (0.28-

4.01) 
1.06 (0.21-

3.10) 
1.36 (0.37-

3.48) 

18-24 years 1.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.91 0 (NA-NA) 0 (NA-NA) 
4.54 (0.06-

25.25) 
3.33 (0.04-

18.54) 
3.25 (0.04-

18.11) 

45-54 years 11.48 0 (NA-NA) 0 (NA-NA) 
2.32 (0.03-

12.90) 
1.84 (0.02-

10.25) 
3.57 (0.40-

12.87) 

55-64 years 34.54 0 (NA-NA) 0 (NA-NA) 
0.69 (0.01-

3.81) 
0.53 (0.01-

2.94) 
0.51 (0.01-

2.82) 

Elderly (≥ 65 

years) 
218.42 0 (NA-NA) 

1.18 (0.24-

3.44) 
1.38 (0.55-

2.85) 
2.02 (1.01-

3.61) 
2.08 (1.07-

3.63) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 102.08 0 (NA-NA) 
0.76 (0.01-

4.24) 
1.15 (0.23-

3.36) 
1.72 (0.55-

4.01) 
1.95 (0.71-

4.25) 

75-79 years 213.15 0 (NA-NA) 
1.99 (0.22-

7.19) 
1.50 (0.30-

4.39) 
2.43 (0.78-

5.66) 
2.30 (0.74-

5.36) 

≥ 80 years 422.06 0 (NA-NA) 0 (NA-NA) 
2.18 (0.03-

12.14) 
2.06 (0.03-

11.43) 
1.88 (0.02-

10.48) 

Females 45.95 0 (NA-NA) 
2.07 (0.23-

7.46) 
2.10 (0.57-

5.38) 
2.72 (0.99-

5.91) 
3.00 (1.20-

6.19) 

Children and 

adolescents 
0.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 1.17 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
7.87 0 (NA-NA) 0 (NA-NA) 

1.51 (0.02-

8.41) 
1.16 (0.02-

6.46) 
1.11 (0.01-

6.20) 

18-24 years 1.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.79 0 (NA-NA) 0 (NA-NA) 
13.68 (0.18-

76.13) 
10.10 (0.13-

56.21) 
9.84 (0.13-

54.75) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 5.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 21.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
149.11 0 (NA-NA) 

3.20 (0.36-

11.54) 
2.42 (0.49-

7.07) 
3.72 (1.20-

8.67) 
4.19 (1.53-

9.13) 

65-74 years 59.70 0 (NA-NA) 
3.03 (0.04-

16.84) 
3.05 (0.34-

11.00) 
5.45 (1.47-

13.95) 
6.45 (2.08-

15.04) 

75-79 years 124.89 0 (NA-NA) 
4.17 (0.05-

23.22) 
2.10 (0.03-

11.68) 
2.03 (0.03-

11.28) 
1.91 (0.02-

10.63) 

≥ 80 years 294.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 81.60 0 (NA-NA) 
0.37 (0-

2.05) 
1.12 (0.41-

2.44) 
1.31 (0.57-

2.59) 
1.41 (0.64-

2.67) 

Children and 

adolescents 
2.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 1.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
17.55 0 (NA-NA) 0 (NA-NA) 

1.31 (0.15-

4.73) 
1.02 (0.11-

3.67) 
1.47 (0.29-

4.28) 

18-24 years 1.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 1.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 5.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 17.49 0 (NA-NA) 0 (NA-NA) 
3.13 (0.04-

17.40) 
2.49 (0.03-

13.87) 
4.83 (0.54-

17.44) 

55-64 years 48.35 0 (NA-NA) 0 (NA-NA) 
0.98 (0.01-

5.47) 
0.76 (0.01-

4.24) 
0.73 (0.01-

4.06) 

Elderly (≥ 65 

years) 
310 0 (NA-NA) 

0.52 (0.01-

2.89) 
1.05 (0.28-

2.68) 
1.46 (0.53-

3.18) 
1.38 (0.50-

3.01) 

65-74 years 150.65 0 (NA-NA) 0 (NA-NA) 
0.51 (0.01-

2.85) 
0.46 (0.01-

2.56) 
0.44 (0.01-

2.42) 

75-79 years 326.81 0 (NA-NA) 
1.31 (0.02-

7.28) 
1.32 (0.15-

4.75) 
2.55 (0.69-

6.54) 
2.42 (0.65-

6.20) 

≥ 80 years 643.58 0 (NA-NA) 0 (NA-NA) 
2.85 (0.04-

15.84) 
2.71 (0.04-

15.08) 
2.51 (0.03-

13.95) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.24.i.C. Historical incidence rates and standardized morbidity ratios of acute kidney injury in United Kingdom 
for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 183.82 
4.06 (0.82-

11.85) 
2.15 (1.07-

3.85) 
1.58 (0.90-

2.57) 
1.46 (0.92-

2.22) 
1.17 (0.80-

1.66) 

Children and 

adolescents 
18.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 16.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 25.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
107.57 

4.21 (0.85-

12.30) 
2.23 (1.11-

3.98) 
1.53 (0.86-

2.52) 
1.44 (0.89-

2.20) 
1.17 (0.79-

1.66) 

18-24 years 36.87 0 (NA-NA) 
6.05 (1.63-

15.48) 
3.81 (1.23-

8.90) 
3.08 (1.13-

6.71) 
2.08 (0.83-

4.29) 

25-34 years 50.88 
4.76 (0.06-

26.50) 
0.69 (0.01-

3.82) 
0.69 (0.08-

2.50) 
0.93 (0.25-

2.38) 
0.81 (0.29-

1.76) 

35-44 years 75.99 0 (NA-NA) 
2.62 (0.71-

6.72) 
1.98 (0.72-

4.31) 
1.33 (0.48-

2.89) 
1.01 (0.44-

1.99) 

45-54 years 124.64 
12.03 (1.35-

43.43) 
1.73 (0.19-

6.25) 
0.87 (0.10-

3.14) 
1.17 (0.31-

2.98) 
1.13 (0.49-

2.23) 

55-64 years 218.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.55 (0.03-

14.21) 
2.73 (0.31-

9.85) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
665.71 0 (NA-NA) 0 (NA-NA) 

3.62 (0.05-

20.12) 
2.65 (0.03-

14.74) 
1.49 (0.02-

8.32) 

65-74 years 409.24 0 (NA-NA) 0 (NA-NA) 
7.25 (0.09-

40.32) 
5.16 (0.07-

28.69) 
2.98 (0.04-

16.56) 

75-79 years 740.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,241.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 179.56 
5.69 (0.64-

20.53) 
3.29 (1.42-

6.48) 
1.87 (0.85-

3.55) 
1.54 (0.77-

2.75) 
1.33 (0.78-

2.13) 

Children and 

adolescents 
19.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 15.35 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 28.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
106.40 

5.88 (0.66-

21.25) 
3.39 (1.46-

6.69) 
1.71 (0.74-

3.37) 
1.44 (0.69-

2.64) 
1.29 (0.74-

2.09) 

18-24 years 43.82 0 (NA-NA) 
12.01 (3.23-

30.74) 
6.07 (1.63-

15.53) 
4.09 (1.10-

10.47) 
2.42 (0.65-

6.20) 

25-34 years 58.01 
9.64 (0.13-

53.65) 
1.39 (0.02-

7.74) 
0.70 (0.01-

3.90) 
0.94 (0.11-

3.41) 
1.11 (0.30-

2.85) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 83.72 0 (NA-NA) 
2.62 (0.29-

9.46) 
1.32 (0.15-

4.76) 
0.88 (0.10-

3.19) 
1.02 (0.28-

2.62) 

45-54 years 120.29 
14.22 (0.19-

79.09) 
2.05 (0.03-

11.38) 
1.03 (0.01-

5.72) 
1.38 (0.15-

4.98) 
1.33 (0.36-

3.41) 

55-64 years 193.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
595.08 0 (NA-NA) 0 (NA-NA) 

8.35 (0.11-

46.48) 
6.12 (0.08-

34.05) 
3.37 (0.04-

18.76) 

65-74 years 350.83 0 (NA-NA) 0 (NA-NA) 
15.63 (0.20-

86.99) 
11.12 (0.15-

61.86) 
6.22 (0.08-

34.61) 

75-79 years 622.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,101.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 187.98 
2.58 (0.03-

14.35) 
1.12 (0.23-

3.27) 
1.32 (0.53-

2.72) 
1.40 (0.70-

2.50) 
1.03 (0.58-

1.70) 

Children and 

adolescents 
18.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 17.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 21.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
108.66 

2.68 (0.04-

14.93) 
1.16 (0.23-

3.39) 
1.37 (0.55-

2.81) 
1.44 (0.72-

2.58) 
1.06 (0.60-

1.76) 

18-24 years 31.24 0 (NA-NA) 0 (NA-NA) 
1.54 (0.02-

8.54) 
2.06 (0.23-

7.45) 
1.75 (0.35-

5.11) 

25-34 years 44.42 0 (NA-NA) 0 (NA-NA) 
0.68 (0.01-

3.79) 
0.92 (0.10-

3.31) 
0.52 (0.06-

1.87) 

35-44 years 68.60 0 (NA-NA) 
2.63 (0.29-

9.48) 
2.64 (0.71-

6.76) 
1.77 (0.48-

4.53) 
1.00 (0.27-

2.55) 

45-54 years 128.83 
10.42 (0.14-

58.00) 
1.50 (0.02-

8.35) 
0.75 (0.01-

4.20) 
1.01 (0.11-

3.65) 
0.99 (0.27-

2.53) 

55-64 years 243.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
4.08 (0.05-

22.72) 
4.30 (0.48-

15.54) 

Elderly (≥ 65 

years) 
748.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 471.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 881.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,450.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.24.ii.A. Historical incidence rates and standardized morbidity ratios of acute kidney injury in Italy for second 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 63.02 0 (NA-NA) 
1.22 (0.33-

3.11) 
1.68 (0.84-

3.01) 
1.65 (0.94-

2.67) 
2.24 (1.69-

2.90) 

Children and 

adolescents 
1.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 1.61 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
12.61 0 (NA-NA) 

2.34 (0.26-

8.46) 
1.79 (0.36-

5.23) 
1.22 (0.25-

3.57) 
2.52 (1.30-

4.40) 

18-24 years 1.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
4.66 (0.06-

25.93) 

45-54 years 11.48 0 (NA-NA) 
8.56 (0.11-

47.63) 
4.57 (0.06-

25.43) 
3.23 (0.04-

17.97) 
3.04 (0.34-

10.96) 

55-64 years 34.54 0 (NA-NA) 
1.52 (0.02-

8.46) 
1.53 (0.17-

5.51) 
1.02 (0.11-

3.69) 
2.35 (1.07-

4.47) 

Elderly (≥ 65 

years) 
218.42 0 (NA-NA) 

0.82 (0.09-

2.97) 
1.65 (0.71-

3.25) 
1.79 (0.95-

3.06) 
2.17 (1.58-

2.91) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 102.08 0 (NA-NA) 0 (NA-NA) 
1.20 (0.24-

3.50) 
1.87 (0.75-

3.84) 
2.83 (1.88-

4.08) 

75-79 years 213.15 0 (NA-NA) 0 (NA-NA) 
0.52 (0.01-

2.89) 
0.35 (0-

1.93) 
1.08 (0.49-

2.04) 

≥ 80 years 422.06 0 (NA-NA) 
9.25 (1.04-

33.39) 
9.36 (2.52-

23.97) 
7.87 (2.54-

18.38) 
3.52 (1.41-

7.25) 

Females 45.95 0 (NA-NA) 0 (NA-NA) 
0.59 (0.01-

3.31) 
1.20 (0.24-

3.50) 
1.80 (0.90-

3.21) 

Children and 

adolescents 
0.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 1.17 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
7.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.72 (0.01-

4.00) 

18-24 years 1.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
14.38 (0.19-

79.99) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 5.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 21.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
149.11 0 (NA-NA) 0 (NA-NA) 

0.85 (0.01-

4.74) 
1.71 (0.34-

4.99) 
2.11 (1.01-

3.89) 

65-74 years 59.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.07 (0.01-

5.93) 
2.94 (1.18-

6.06) 

75-79 years 124.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.51 (0.01-

2.85) 

≥ 80 years 294.43 0 (NA-NA) 0 (NA-NA) 
11.02 (0.14-

61.34) 
14.87 (1.67-

53.70) 
5.02 (0.56-

18.11) 

Males 81.60 0 (NA-NA) 
1.64 (0.44-

4.20) 
2.06 (0.99-

3.79) 
1.80 (0.96-

3.08) 
2.38 (1.74-

3.18) 

Children and 

adolescents 
2.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.03 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 1.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
17.55 0 (NA-NA) 

3.37 (0.38-

12.16) 
2.57 (0.52-

7.52) 
1.76 (0.35-

5.13) 
3.26 (1.63-

5.84) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 1.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 5.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 17.49 0 (NA-NA) 
11.40 (0.15-

63.45) 
6.07 (0.08-

33.76) 
4.28 (0.06-

23.83) 
4.00 (0.45-

14.43) 

55-64 years 48.35 0 (NA-NA) 
2.20 (0.03-

12.25) 
2.21 (0.25-

7.98) 
1.48 (0.17-

5.34) 
3.34 (1.53-

6.35) 

Elderly (≥ 65 

years) 
310 0 (NA-NA) 

1.08 (0.12-

3.91) 
1.90 (0.76-

3.92) 
1.81 (0.87-

3.34) 
2.19 (1.52-

3.06) 

65-74 years 150.65 0 (NA-NA) 0 (NA-NA) 
1.60 (0.32-

4.66) 
2.13 (0.78-

4.64) 
2.79 (1.73-

4.26) 

75-79 years 326.81 0 (NA-NA) 0 (NA-NA) 
0.68 (0.01-

3.79) 
0.46 (0.01-

2.53) 
1.25 (0.54-

2.46) 

≥ 80 years 643.58 0 (NA-NA) 
11.77 (1.32-

42.48) 
8.91 (1.79-

26.04) 
5.99 (1.20-

17.51) 
3.14 (1.01-

7.33) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.24.ii.C. Historical incidence rates and standardized morbidity ratios of acute kidney injury in United Kingdom 
for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 183.82 0 (NA-NA) 
0.66 (0.13-

1.93) 
1.11 (0.53-

2.04) 
1.04 (0.57-

1.75) 
1.11 (0.80-

1.50) 

Children and 

adolescents 
18.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 16.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 25.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
107.57 0 (NA-NA) 

0.67 (0.14-

1.96) 
1.13 (0.54-

2.08) 
1.06 (0.58-

1.78) 
1.13 (0.81-

1.53) 

18-24 years 36.87 0 (NA-NA) 
1.91 (0.02-

10.61) 
3.88 (1.04-

9.93) 
3.95 (1.44-

8.60) 
2.78 (1.27-

5.27) 

25-34 years 50.88 0 (NA-NA) 
0.81 (0.01-

4.49) 
0.81 (0.09-

2.94) 
1.09 (0.29-

2.80) 
1.66 (0.93-

2.74) 

35-44 years 75.99 0 (NA-NA) 0 (NA-NA) 
0.68 (0.08-

2.45) 
0.45 (0.05-

1.64) 
0.46 (0.17-

1.01) 

45-54 years 124.64 0 (NA-NA) 
0.90 (0.01-

5.01) 
0.90 (0.10-

3.26) 
0.60 (0.07-

2.18) 
1.07 (0.55-

1.87) 

55-64 years 218.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
665.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 409.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 740.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,241.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 179.56 0 (NA-NA) 
1.38 (0.28-

4.03) 
0.93 (0.25-

2.38) 
0.78 (0.25-

1.82) 
1.05 (0.63-

1.65) 

Children and 

adolescents 
19.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 15.35 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 28.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
106.40 0 (NA-NA) 

1.40 (0.28-

4.10) 
0.94 (0.25-

2.42) 
0.79 (0.26-

1.85) 
1.07 (0.64-

1.67) 

18-24 years 43.82 0 (NA-NA) 
3.71 (0.05-

20.64) 
1.89 (0.02-

10.50) 
1.28 (0.02-

7.14) 
2.39 (0.64-

6.11) 

25-34 years 58.01 0 (NA-NA) 
1.62 (0.02-

9.00) 
1.63 (0.18-

5.89) 
1.65 (0.33-

4.82) 
1.54 (0.62-

3.18) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 83.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.31 (0.03-

1.12) 

45-54 years 120.29 0 (NA-NA) 
2.12 (0.03-

11.81) 
1.06 (0.01-

5.92) 
0.71 (0.01-

3.96) 
1.25 (0.46-

2.73) 

55-64 years 193.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
595.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 350.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 622.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,101.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 187.98 0 (NA-NA) 0 (NA-NA) 
1.27 (0.46-

2.77) 
1.28 (0.59-

2.43) 
1.16 (0.73-

1.74) 

Children and 

adolescents 
18.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 17.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 21.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
108.66 0 (NA-NA) 0 (NA-NA) 

1.30 (0.47-

2.83) 
1.31 (0.60-

2.49) 
1.18 (0.75-

1.77) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 31.24 0 (NA-NA) 0 (NA-NA) 
5.98 (1.20-

17.47) 
6.76 (2.18-

15.77) 
3.19 (1.03-

7.45) 

25-34 years 44.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.55 (0.01-

3.03) 
1.78 (0.77-

3.50) 

35-44 years 68.60 0 (NA-NA) 0 (NA-NA) 
1.35 (0.15-

4.88) 
0.90 (0.10-

3.27) 
0.62 (0.17-

1.58) 

45-54 years 128.83 0 (NA-NA) 0 (NA-NA) 
0.78 (0.01-

4.36) 
0.52 (0.01-

2.92) 
0.93 (0.34-

2.03) 

55-64 years 243.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
748.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 471.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 881.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,450.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.24.iii.C. Historical incidence rates and standardized morbidity ratios of acute kidney injury in United 
Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 183.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
18.95 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 16.28 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 25.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
107.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 36.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 50.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 75.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 124.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 218.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
665.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 409.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 740.84 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 1,241.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 179.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
19.33 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 15.35 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 28.60 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
106.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 43.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 58.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 83.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 120.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 193.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
595.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 350.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 622.59 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1,101.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 187.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
18.60 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 17.17 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 21.78 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
108.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 31.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 44.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 68.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 128.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 243.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
748.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 471.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 881.67 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 1,450.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.24.iv.A. Historical incidence rates and standardized morbidity ratios of acute kidney injury in Italy for any 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 

902



 

Page 903 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 63.02 0 (NA-NA) 
1.00 (0.40-

2.07) 
1.52 (0.94-

2.33) 
1.66 (1.12-

2.38) 
2.13 (1.67-

2.69) 

Children and 

adolescents 
1.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 1.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
12.61 0 (NA-NA) 

1.01 (0.11-

3.65) 
1.55 (0.57-

3.38) 
1.14 (0.41-

2.47) 
2.08 (1.19-

3.37) 

18-24 years 1.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.91 0 (NA-NA) 0 (NA-NA) 
2.96 (0.04-

16.48) 
2.21 (0.03-

12.29) 
3.83 (0.43-

13.84) 

45-54 years 11.48 0 (NA-NA) 
2.91 (0.04-

16.18) 
3.08 (0.35-

11.10) 
2.35 (0.26-

8.47) 
3.28 (0.88-

8.40) 

55-64 years 34.54 0 (NA-NA) 
0.71 (0.01-

3.97) 
1.08 (0.22-

3.16) 
0.78 (0.16-

2.28) 
1.72 (0.83-

3.17) 

Elderly (≥ 65 

years) 
218.42 0 (NA-NA) 

1.00 (0.32-

2.34) 
1.51 (0.85-

2.49) 
1.89 (1.21-

2.81) 
2.15 (1.62-

2.79) 

903



 

Page 904 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 102.08 0 (NA-NA) 
0.39 (0.01-

2.17) 
1.17 (0.43-

2.55) 
1.80 (0.93-

3.15) 
2.62 (1.81-

3.66) 

75-79 years 213.15 0 (NA-NA) 
1.02 (0.11-

3.67) 
1.02 (0.27-

2.61) 
1.21 (0.44-

2.64) 
1.33 (0.73-

2.23) 

≥ 80 years 422.06 0 (NA-NA) 
4.44 (0.50-

16.02) 
5.65 (1.82-

13.18) 
5.35 (1.95-

11.64) 
3.17 (1.37-

6.25) 

Females 45.95 0 (NA-NA) 
1.10 (0.12-

3.98) 
1.39 (0.45-

3.25) 
1.91 (0.87-

3.63) 
2.13 (1.26-

3.36) 

Children and 

adolescents 
0.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 1.17 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
7.87 0 (NA-NA) 0 (NA-NA) 

0.85 (0.01-

4.75) 
0.62 (0.01-

3.46) 
0.87 (0.10-

3.15) 

18-24 years 1.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.79 0 (NA-NA) 0 (NA-NA) 
9.04 (0.12-

50.28) 
6.76 (0.09-

37.62) 
11.68 (1.31-

42.19) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 5.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 21.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
149.11 0 (NA-NA) 

1.65 (0.18-

5.95) 
1.66 (0.45-

4.24) 
2.58 (1.11-

5.08) 
2.60 (1.48-

4.22) 

65-74 years 59.70 0 (NA-NA) 
1.55 (0.02-

8.64) 
1.56 (0.18-

5.63) 
2.99 (0.96-

6.98) 
3.80 (1.96-

6.64) 

75-79 years 124.89 0 (NA-NA) 
2.13 (0.03-

11.88) 
1.07 (0.01-

5.96) 
0.85 (0.01-

4.72) 
0.81 (0.09-

2.91) 

≥ 80 years 294.43 0 (NA-NA) 0 (NA-NA) 
5.06 (0.07-

28.16) 
7.93 (0.89-

28.65) 
3.77 (0.42-

13.61) 

Males 81.60 0 (NA-NA) 
0.97 (0.31-

2.26) 
1.57 (0.89-

2.54) 
1.58 (0.98-

2.41) 
2.13 (1.60-

2.78) 

Children and 

adolescents 
2.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 1.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
17.55 0 (NA-NA) 

1.45 (0.16-

5.24) 
1.86 (0.60-

4.34) 
1.36 (0.44-

3.17) 
2.58 (1.41-

4.34) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 1.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 5.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 17.49 0 (NA-NA) 
3.90 (0.05-

21.71) 
4.13 (0.46-

14.90) 
3.15 (0.35-

11.38) 
4.37 (1.18-

11.20) 

55-64 years 48.35 0 (NA-NA) 
1.03 (0.01-

5.73) 
1.56 (0.31-

4.56) 
1.13 (0.23-

3.29) 
2.46 (1.18-

4.53) 

Elderly (≥ 65 

years) 
310 0 (NA-NA) 

0.80 (0.16-

2.32) 
1.46 (0.73-

2.62) 
1.66 (0.95-

2.70) 
2.01 (1.44-

2.74) 

65-74 years 150.65 0 (NA-NA) 0 (NA-NA) 
1.04 (0.28-

2.67) 
1.40 (0.56-

2.89) 
2.24 (1.40-

3.39) 

75-79 years 326.81 0 (NA-NA) 
0.67 (0.01-

3.71) 
1.00 (0.20-

2.93) 
1.33 (0.43-

3.10) 
1.49 (0.77-

2.60) 

≥ 80 years 643.58 0 (NA-NA) 
5.73 (0.64-

20.70) 
5.82 (1.56-

14.89) 
4.60 (1.24-

11.78) 
3.01 (1.10-

6.56) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 

  

906



 

Page 907 of 1342 

Appendix Table 4.24.iv.C. Historical incidence rates and standardized morbidity ratios of acute kidney injury in United 
Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 183.82 
2.15 (0.43-

6.29) 
1.45 (0.79-

2.43) 
1.36 (0.89-

1.99) 
1.26 (0.89-

1.75) 
1.14 (0.89-

1.43) 

Children and 

adolescents 
18.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 16.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 25.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
107.57 

2.21 (0.45-

6.47) 
1.49 (0.81-

2.50) 
1.34 (0.87-

1.98) 
1.26 (0.88-

1.75) 
1.15 (0.90-

1.44) 

18-24 years 36.87 0 (NA-NA) 
4.22 (1.36-

9.84) 
3.84 (1.75-

7.29) 
3.46 (1.79-

6.05) 
2.42 (1.38-

3.93) 

25-34 years 50.88 
2.57 (0.03-

14.32) 
0.74 (0.08-

2.68) 
0.75 (0.20-

1.91) 
1.01 (0.43-

1.98) 
1.27 (0.79-

1.95) 

35-44 years 75.99 0 (NA-NA) 
1.33 (0.36-

3.40) 
1.34 (0.58-

2.64) 
0.90 (0.39-

1.77) 
0.67 (0.37-

1.13) 

45-54 years 124.64 
6.13 (0.69-

22.15) 
1.32 (0.27-

3.86) 
0.89 (0.24-

2.27) 
0.89 (0.32-

1.94) 
1.09 (0.67-

1.69) 

55-64 years 218.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.45 (0.02-

8.08) 
1.35 (0.15-

4.87) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
665.71 0 (NA-NA) 0 (NA-NA) 

2.23 (0.03-

12.39) 
1.59 (0.02-

8.83) 
0.73 (0.01-

4.09) 

65-74 years 409.24 0 (NA-NA) 0 (NA-NA) 
4.22 (0.06-

23.50) 
2.95 (0.04-

16.41) 
1.36 (0.02-

7.59) 

75-79 years 740.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,241.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 179.56 
3.01 (0.34-

10.86) 
2.39 (1.19-

4.27) 
1.42 (0.76-

2.44) 
1.18 (0.67-

1.92) 
1.17 (0.82-

1.62) 

Children and 

adolescents 
19.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 15.35 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 28.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
106.40 

3.09 (0.35-

11.15) 
2.45 (1.22-

4.38) 
1.35 (0.69-

2.35) 
1.13 (0.63-

1.87) 
1.16 (0.81-

1.61) 

18-24 years 43.82 0 (NA-NA) 
8.29 (2.67-

19.36) 
4.20 (1.35-

9.81) 
2.84 (0.92-

6.64) 
2.40 (1.04-

4.74) 

25-34 years 58.01 
5.19 (0.07-

28.88) 
1.50 (0.17-

5.40) 
1.13 (0.23-

3.31) 
1.27 (0.41-

2.96) 
1.35 (0.68-

2.42) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 83.72 0 (NA-NA) 
1.33 (0.15-

4.81) 
0.67 (0.08-

2.42) 
0.45 (0.05-

1.62) 
0.58 (0.21-

1.26) 

45-54 years 120.29 
7.24 (0.09-

40.28) 
2.08 (0.23-

7.52) 
1.05 (0.12-

3.78) 
1.05 (0.21-

3.07) 
1.28 (0.62-

2.36) 

55-64 years 193.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
595.08 0 (NA-NA) 0 (NA-NA) 

5.20 (0.07-

28.95) 
3.70 (0.05-

20.61) 
1.69 (0.02-

9.42) 

65-74 years 350.83 0 (NA-NA) 0 (NA-NA) 
9.13 (0.12-

50.77) 
6.37 (0.08-

35.46) 
2.95 (0.04-

16.41) 

75-79 years 622.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,101.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 187.98 
1.37 (0.02-

7.63) 
0.59 (0.12-

1.73) 
1.30 (0.69-

2.22) 
1.34 (0.82-

2.07) 
1.11 (0.78-

1.52) 

Children and 

adolescents 
18.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 17.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 21.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
108.66 

1.41 (0.02-

7.87) 
0.61 (0.12-

1.79) 
1.33 (0.71-

2.28) 
1.38 (0.84-

2.13) 
1.13 (0.80-

1.55) 

18-24 years 31.24 0 (NA-NA) 0 (NA-NA) 
3.47 (0.93-

8.88) 
4.10 (1.64-

8.44) 
2.44 (1.05-

4.80) 

25-34 years 44.42 0 (NA-NA) 0 (NA-NA) 
0.37 (0-

2.06) 
0.75 (0.15-

2.18) 
1.20 (0.57-

2.20) 

35-44 years 68.60 0 (NA-NA) 
1.33 (0.15-

4.79) 
2.00 (0.73-

4.36) 
1.34 (0.49-

2.92) 
0.76 (0.33-

1.50) 

45-54 years 128.83 
5.32 (0.07-

29.60) 
0.76 (0.01-

4.25) 
0.77 (0.09-

2.77) 
0.77 (0.16-

2.25) 
0.95 (0.46-

1.75) 

55-64 years 243.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.34 (0.03-

13.02) 
2.14 (0.24-

7.72) 

Elderly (≥ 65 

years) 
748.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 471.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 881.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 1,450.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.25.i.A. Historical incidence rates and standardized morbidity ratios of generalised convulsions in Italy for 
first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 20.59 0 (NA-NA) 
0.86 (0.10-

3.12) 
0.93 (0.25-

2.38) 
0.92 (0.30-

2.14) 
1.07 (0.39-

2.33) 

Children and 

adolescents 
39.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 41.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 36.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
17.37 0 (NA-NA) 

1.09 (0.12-

3.95) 
1.15 (0.31-

2.94) 
1.10 (0.35-

2.56) 
1.28 (0.47-

2.78) 

18-24 years 23.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 19.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 15.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 16.09 0 (NA-NA) 
2.91 (0.04-

16.18) 
1.52 (0.02-

8.48) 
1.19 (0.02-

6.65) 
2.31 (0.26-

8.36) 

55-64 years 17.20 0 (NA-NA) 
2.53 (0.03-

14.06) 
3.87 (0.78-

11.30) 
3.91 (1.05-

10.02) 
3.75 (1.01-

9.59) 

Elderly (≥ 65 

years) 
16.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 12.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 15.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 22.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 21.05 0 (NA-NA) 
0.84 (0.01-

4.69) 
0.45 (0.01-

2.51) 
0.71 (0.08-

2.56) 
1.03 (0.21-

3.01) 

Children and 

adolescents 
39.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 40.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 37.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
18.61 0 (NA-NA) 

1.04 (0.01-

5.80) 
0.55 (0.01-

3.03) 
0.83 (0.09-

3.00) 
1.21 (0.24-

3.52) 

18-24 years 27.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 19.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 16.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 17.27 0 (NA-NA) 
5.59 (0.07-

31.11) 
2.93 (0.04-

16.30) 
2.30 (0.03-

12.82) 
4.45 (0.50-

16.05) 

55-64 years 18.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.75 (0.02-

9.76) 
1.68 (0.02-

9.34) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
16.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 12.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 16.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 21.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 20.09 0 (NA-NA) 
0.89 (0.01-

4.93) 
1.43 (0.29-

4.19) 
1.14 (0.23-

3.33) 
1.11 (0.22-

3.24) 

Children and 

adolescents 
40.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 42.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 35.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
16.07 0 (NA-NA) 

1.15 (0.02-

6.41) 
1.82 (0.36-

5.30) 
1.39 (0.28-

4.07) 
1.35 (0.27-

3.95) 

18-24 years 20.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 18.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 14.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 14.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 15.85 0 (NA-NA) 
5.65 (0.07-

31.41) 
8.65 (1.74-

25.27) 
6.64 (1.33-

19.40) 
6.36 (1.28-

18.58) 

Elderly (≥ 65 

years) 
15.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 13.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 13.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 23.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.25.i.C. Historical incidence rates and standardized morbidity ratios of generalised convulsions in United 
Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 76.98 
1.23 (0.02-

6.85) 
1.06 (0.39-

2.32) 
1.16 (0.62-

1.99) 
0.96 (0.55-

1.56) 
0.85 (0.55-

1.25) 

Children and 

adolescents 
82.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 80.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 87.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
67.30 

1.25 (0.02-

6.97) 
1.08 (0.40-

2.36) 
1.18 (0.63-

2.02) 
0.98 (0.56-

1.59) 
0.86 (0.56-

1.27) 

18-24 years 89.42 0 (NA-NA) 0 (NA-NA) 
0.93 (0.19-

2.71) 
1.04 (0.34-

2.43) 
0.72 (0.26-

1.57) 

25-34 years 63.92 
3.76 (0.05-

20.90) 
2.71 (0.87-

6.32) 
2.45 (1.12-

4.66) 
1.83 (0.88-

3.37) 
1.38 (0.73-

2.35) 

35-44 years 62.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.43 (0.09-

1.25) 

45-54 years 63.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.49 (0.06-

1.78) 

55-64 years 67.26 0 (NA-NA) 
22.11 (0.29-

123.03) 
11.57 (0.15-

64.39) 
7.96 (0.10-

44.30) 
4.24 (0.06-

23.61) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
103.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 81.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 111.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 152.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 73.29 0 (NA-NA) 
0.84 (0.09-

3.03) 
1.27 (0.46-

2.77) 
1.14 (0.49-

2.25) 
0.98 (0.51-

1.71) 

Children and 

adolescents 
77.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 73.28 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 88.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
63.73 0 (NA-NA) 

0.86 (0.10-

3.09) 
1.30 (0.47-

2.82) 
1.16 (0.50-

2.29) 
1.00 (0.52-

1.75) 

18-24 years 87.43 0 (NA-NA) 0 (NA-NA) 
1.49 (0.17-

5.40) 
1.51 (0.30-

4.41) 
0.89 (0.18-

2.61) 

25-34 years 64.74 0 (NA-NA) 
2.49 (0.28-

8.99) 
2.51 (0.68-

6.43) 
2.11 (0.68-

4.93) 
1.50 (0.55-

3.26) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 59.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.34 (0-

1.92) 

45-54 years 59.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.21 (0.14-

4.38) 

55-64 years 60.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
97.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 71.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 99.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 153.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 80.58 
2.13 (0.03-

11.86) 
1.23 (0.33-

3.15) 
1.08 (0.43-

2.23) 
0.83 (0.36-

1.64) 
0.75 (0.40-

1.28) 

Children and 

adolescents 
87.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 87.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 86.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
70.64 

2.17 (0.03-

12.06) 
1.25 (0.34-

3.20) 
1.10 (0.44-

2.27) 
0.84 (0.36-

1.66) 
0.76 (0.41-

1.30) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 91.03 0 (NA-NA) 0 (NA-NA) 
0.53 (0.01-

2.94) 
0.71 (0.08-

2.56) 
0.60 (0.12-

1.76) 

25-34 years 63.17 
6.65 (0.09-

37.01) 
2.87 (0.58-

8.39) 
2.41 (0.78-

5.63) 
1.62 (0.52-

3.78) 
1.29 (0.52-

2.65) 

35-44 years 65.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.49 (0.05-

1.76) 

45-54 years 68.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 73.95 0 (NA-NA) 
35.33 (0.46-

196.57) 
18.57 (0.24-

103.34) 
12.80 (0.17-

71.20) 
6.73 (0.09-

37.43) 

Elderly (≥ 65 

years) 
110.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 91.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 125.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 150.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.25.ii.A. Historical incidence rates and standardized morbidity ratios of generalised convulsions in Italy for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 20.59 0 (NA-NA) 0 (NA-NA) 
0.83 (0.09-

2.99) 
1.19 (0.32-

3.05) 
0.92 (0.34-

2.01) 

Children and 

adolescents 
39.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 41.37 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 36.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
17.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.21 (0-

1.19) 

18-24 years 23.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 19.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 15.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 16.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 17.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.52 (0.01-

2.89) 

Elderly (≥ 65 

years) 
16.10 0 (NA-NA) 0 (NA-NA) 

4.38 (0.49-

15.83) 
5.86 (1.58-

14.99) 
2.78 (0.90-

6.49) 

65-74 years 12.83 0 (NA-NA) 0 (NA-NA) 
6.38 (0.72-

23.02) 
4.26 (0.48-

15.37) 
1.70 (0.19-

6.15) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 15.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
11.21 (1.26-

40.49) 
5.82 (1.17-

17.01) 

≥ 80 years 22.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 21.05 0 (NA-NA) 0 (NA-NA) 
0.80 (0.01-

4.44) 
1.72 (0.35-

5.03) 
1.22 (0.33-

3.13) 

Children and 

adolescents 
39.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 40.47 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 37.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
18.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.40 (0.01-

2.25) 

18-24 years 27.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 19.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 16.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 17.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 18.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.96 (0.01-

5.37) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
16.31 0 (NA-NA) 0 (NA-NA) 

4.88 (0.06-

27.14) 
9.77 (1.96-

28.56) 
3.79 (0.76-

11.06) 

65-74 years 12.48 0 (NA-NA) 0 (NA-NA) 
7.33 (0.10-

40.78) 
4.89 (0.06-

27.23) 
2.01 (0.03-

11.17) 

75-79 years 16.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
21.98 (2.47-

79.36) 
7.70 (0.86-

27.80) 

≥ 80 years 21.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 20.09 0 (NA-NA) 0 (NA-NA) 
0.86 (0.01-

4.80) 
0.62 (0.01-

3.44) 
0.62 (0.07-

2.25) 

Children and 

adolescents 
40.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 42.21 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 35.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
16.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 20.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 18.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 14.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

926



 

Page 927 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 14.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 15.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
15.81 0 (NA-NA) 0 (NA-NA) 

3.98 (0.05-

22.15) 
2.66 (0.03-

14.80) 
1.99 (0.22-

7.18) 

65-74 years 13.23 0 (NA-NA) 0 (NA-NA) 
5.64 (0.07-

31.39) 
3.77 (0.05-

20.96) 
1.48 (0.02-

8.23) 

75-79 years 13.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.91 (0.05-

21.77) 

≥ 80 years 23.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 

  

927



 

Page 928 of 1342 

Appendix Table 4.25.ii.C. Historical incidence rates and standardized morbidity ratios of generalised convulsions in United 
Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 76.98 
4.32 (0.87-

12.64) 
1.04 (0.33-

2.42) 
1.26 (0.65-

2.20) 
1.13 (0.64-

1.83) 
0.75 (0.50-

1.09) 

Children and 

adolescents 
82.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 80.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 87.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
67.30 

4.34 (0.87-

12.68) 
1.04 (0.34-

2.43) 
1.26 (0.65-

2.20) 
1.13 (0.65-

1.84) 
0.76 (0.50-

1.09) 

18-24 years 89.42 
5.40 (0.07-

30.05) 
1.56 (0.18-

5.64) 
0.79 (0.09-

2.87) 
0.54 (0.06-

1.95) 
0.64 (0.20-

1.48) 

25-34 years 63.92 0 (NA-NA) 0 (NA-NA) 
1.62 (0.52-

3.77) 
1.52 (0.61-

3.14) 
1.24 (0.68-

2.09) 

35-44 years 62.93 
5.36 (0.07-

29.81) 
1.54 (0.17-

5.55) 
1.55 (0.42-

3.96) 
1.30 (0.42-

3.03) 
0.62 (0.25-

1.29) 

45-54 years 63.83 
11.07 (0.14-

61.61) 
1.59 (0.02-

8.83) 
0.80 (0.01-

4.43) 
1.06 (0.12-

3.84) 
0.31 (0.04-

1.13) 

55-64 years 67.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
103.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 81.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 111.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 152.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 73.29 
6.76 (0.76-

24.42) 
1.46 (0.29-

4.27) 
1.48 (0.54-

3.21) 
0.99 (0.36-

2.16) 
0.76 (0.39-

1.32) 

Children and 

adolescents 
77.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 73.28 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 88.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
63.73 

6.79 (0.76-

24.51) 
1.47 (0.29-

4.28) 
1.48 (0.54-

3.22) 
1.00 (0.36-

2.17) 
0.76 (0.39-

1.33) 

18-24 years 87.43 
12.71 (0.17-

70.70) 
1.84 (0.02-

10.23) 
0.94 (0.01-

5.21) 
0.64 (0.01-

3.55) 
0.60 (0.07-

2.15) 

25-34 years 64.74 0 (NA-NA) 0 (NA-NA) 
1.47 (0.17-

5.31) 
0.99 (0.11-

3.58) 
1.20 (0.44-

2.62) 

930



 

Page 931 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 59.94 
12.70 (0.17-

70.67) 
3.65 (0.41-

13.17) 
2.75 (0.55-

8.04) 
1.85 (0.37-

5.39) 
0.84 (0.23-

2.15) 

45-54 years 59.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 60.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
97.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 71.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 99.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 153.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 80.58 
2.51 (0.03-

13.98) 
0.72 (0.08-

2.61) 
1.09 (0.40-

2.38) 
1.23 (0.59-

2.26) 
0.75 (0.43-

1.22) 

Children and 

adolescents 
87.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 87.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 86.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
70.64 

2.52 (0.03-

14.03) 
0.73 (0.08-

2.62) 
1.10 (0.40-

2.39) 
1.23 (0.59-

2.26) 
0.76 (0.43-

1.23) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 91.03 0 (NA-NA) 
1.36 (0.02-

7.56) 
0.69 (0.01-

3.84) 
0.47 (0.01-

2.60) 
0.67 (0.13-

1.94) 

25-34 years 63.17 0 (NA-NA) 0 (NA-NA) 
1.73 (0.35-

5.06) 
1.94 (0.63-

4.53) 
1.28 (0.55-

2.52) 

35-44 years 65.79 0 (NA-NA) 0 (NA-NA) 
0.67 (0.01-

3.72) 
0.90 (0.10-

3.24) 
0.46 (0.09-

1.36) 

45-54 years 68.36 
18.63 (0.24-

103.65) 
2.67 (0.03-

14.85) 
1.34 (0.02-

7.45) 
1.79 (0.20-

6.47) 
0.53 (0.06-

1.91) 

55-64 years 73.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
110.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 91.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 125.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 150.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.25.iii.C. Historical incidence rates and standardized morbidity ratios of generalised convulsions in United 
Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 76.98 
1,159.89 

(15.16-

6,453.36) 

304.69 

(3.98-

1,695.23) 

260.83 

(3.41-

1,451.17) 

238.07 

(3.11-

1,324.56) 

185.41 

(2.42-

1,031.56) 

Children and 

adolescents 
82.59 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 80.60 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 87.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
67.30 

1,194.54 

(15.62-

6,646.11) 

320.68 

(4.19-

1,784.21) 

278.96 

(3.65-

1,552.06) 

256.82 

(3.36-

1,428.87) 

222.82 

(2.91-

1,239.70) 

18-24 years 89.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 63.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 62.93 
4,641.25 

(60.67-

25,822.80) 

1,286.29 

(16.81-

7,156.60) 

1,073.09 

(14.03-

5,970.42) 

959.18 

(12.54-

5,336.63) 

691.38 

(9.04-

3,846.69) 

45-54 years 63.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 67.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
103.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 81.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 111.36 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 152.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 73.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
77.81 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 73.28 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 88.36 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
63.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 87.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 64.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 59.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 59.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 60.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
97.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 71.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 99.83 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 153.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 80.58 
2,166.41 

(28.32-

12,053.35) 

528.58 

(6.91-

2,940.89) 

439.80 

(5.75-

2,446.93) 

395.23 

(5.17-

2,198.95) 

289.08 

(3.78-

1,608.36) 

Children and 

adolescents 
87.08 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 87.57 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 86.00 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
70.64 

2,268.57 

(29.66-

12,621.76) 

568.93 

(7.44-

3,165.37) 

484.35 

(6.33-

2,694.83) 

441.77 

(5.77-

2,457.93) 

385.54 

(5.04-

2,145.06) 

18-24 years 91.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 63.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 65.79 
8,245.78 

(107.79-

45,877.50) 

2,078.05 

(27.16-

11,561.76) 

1,753.52 

(22.92-

9,756.17) 

1,600.74 

(20.93-

8,906.13) 

1,233.90 

(16.13-

6,865.10) 

45-54 years 68.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 73.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
110.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 91.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 125.03 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 150.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.25.iv.A. Historical incidence rates and standardized morbidity ratios of generalised convulsions in Italy for 
any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 20.59 0 (NA-NA) 
0.56 (0.06-

2.01) 
0.89 (0.33-

1.94) 
1.02 (0.47-

1.94) 
0.99 (0.51-

1.73) 

Children and 

adolescents 
39.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 41.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 36.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
17.37 0 (NA-NA) 

0.69 (0.08-

2.51) 
0.74 (0.20-

1.88) 
0.69 (0.22-

1.61) 
0.75 (0.30-

1.54) 

18-24 years 23.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 19.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 15.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 16.09 0 (NA-NA) 
1.95 (0.03-

10.85) 
1.03 (0.01-

5.74) 
0.78 (0.01-

4.36) 
1.13 (0.13-

4.08) 

55-64 years 17.20 0 (NA-NA) 
1.34 (0.02-

7.48) 
2.04 (0.41-

5.96) 
1.94 (0.52-

4.97) 
1.67 (0.54-

3.90) 

Elderly (≥ 65 

years) 
16.10 0 (NA-NA) 0 (NA-NA) 

2.15 (0.24-

7.77) 
3.31 (0.89-

8.46) 
2.12 (0.68-

4.95) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 12.83 0 (NA-NA) 0 (NA-NA) 
3.13 (0.35-

11.31) 
2.37 (0.27-

8.56) 
1.28 (0.14-

4.60) 

75-79 years 15.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
6.53 (0.73-

23.57) 
4.61 (0.93-

13.47) 

≥ 80 years 22.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 21.05 0 (NA-NA) 
0.54 (0.01-

3.00) 
0.58 (0.06-

2.08) 
1.10 (0.35-

2.56) 
1.13 (0.45-

2.33) 

Children and 

adolescents 
39.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 40.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 37.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
18.61 0 (NA-NA) 

0.66 (0.01-

3.65) 
0.35 (0-

1.93) 
0.52 (0.06-

1.88) 
0.81 (0.22-

2.06) 

18-24 years 27.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 19.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 16.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 17.27 0 (NA-NA) 
3.74 (0.05-

20.80) 
1.98 (0.03-

11.00) 
1.50 (0.02-

8.36) 
2.16 (0.24-

7.79) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 18.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.87 (0.01-

4.85) 
1.23 (0.14-

4.42) 

Elderly (≥ 65 

years) 
16.31 0 (NA-NA) 0 (NA-NA) 

2.39 (0.03-

13.32) 
5.52 (1.11-

16.13) 
2.88 (0.58-

8.41) 

65-74 years 12.48 0 (NA-NA) 0 (NA-NA) 
3.61 (0.05-

20.07) 
2.73 (0.04-

15.21) 
1.49 (0.02-

8.32) 

75-79 years 16.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
12.79 (1.44-

46.18) 
6.08 (0.68-

21.96) 

≥ 80 years 21.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 20.09 0 (NA-NA) 
0.57 (0.01-

3.19) 
1.23 (0.33-

3.15) 
0.94 (0.25-

2.41) 
0.84 (0.27-

1.97) 

Children and 

adolescents 
40.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 42.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 35.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
16.07 0 (NA-NA) 

0.74 (0.01-

4.10) 
1.17 (0.24-

3.42) 
0.88 (0.18-

2.58) 
0.68 (0.14-

1.98) 

18-24 years 20.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 18.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 14.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 14.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 15.85 0 (NA-NA) 
3.02 (0.04-

16.78) 
4.58 (0.92-

13.39) 
3.29 (0.66-

9.62) 
2.20 (0.44-

6.44) 

Elderly (≥ 65 

years) 
15.81 0 (NA-NA) 0 (NA-NA) 

1.95 (0.03-

10.87) 
1.50 (0.02-

8.34) 
1.52 (0.17-

5.50) 

65-74 years 13.23 0 (NA-NA) 0 (NA-NA) 
2.77 (0.04-

15.39) 
2.10 (0.03-

11.66) 
1.11 (0.01-

6.19) 

75-79 years 13.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.11 (0.04-

17.28) 

≥ 80 years 23.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.25.iv.C. Historical incidence rates and standardized morbidity ratios of generalised convulsions in United 
Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

943



 

Page 944 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 76.98 
3.32 (1.07-

7.74) 
1.15 (0.59-

2.00) 
1.25 (0.82-

1.84) 
1.07 (0.74-

1.50) 
0.81 (0.61-

1.06) 

Children and 

adolescents 
82.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 80.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 87.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
67.30 

3.36 (1.08-

7.83) 
1.16 (0.60-

2.03) 
1.27 (0.83-

1.86) 
1.08 (0.74-

1.52) 
0.82 (0.61-

1.07) 

18-24 years 89.42 
2.38 (0.03-

13.22) 
0.69 (0.08-

2.48) 
0.87 (0.28-

2.03) 
0.82 (0.33-

1.69) 
0.68 (0.34-

1.21) 

25-34 years 63.92 
2.04 (0.03-

11.34) 
1.47 (0.47-

3.42) 
2.07 (1.13-

3.48) 
1.69 (0.99-

2.71) 
1.30 (0.86-

1.90) 

35-44 years 62.93 
5.26 (0.59-

18.98) 
1.13 (0.23-

3.31) 
0.95 (0.31-

2.22) 
0.76 (0.28-

1.66) 
0.60 (0.30-

1.08) 

45-54 years 63.83 
5.37 (0.07-

29.88) 
0.77 (0.01-

4.29) 
0.39 (0.01-

2.16) 
0.52 (0.06-

1.87) 
0.38 (0.10-

0.98) 

55-64 years 67.26 0 (NA-NA) 
12.71 (0.17-

70.71) 
6.59 (0.09-

36.65) 
4.52 (0.06-

25.14) 
2.10 (0.03-

11.66) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
103.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 81.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 111.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 152.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 73.29 
3.13 (0.35-

11.29) 
1.13 (0.36-

2.63) 
1.37 (0.70-

2.39) 
1.07 (0.59-

1.80) 
0.85 (0.55-

1.27) 

Children and 

adolescents 
77.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 73.28 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 88.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
63.73 

3.17 (0.36-

11.43) 
1.14 (0.37-

2.66) 
1.38 (0.71-

2.41) 
1.09 (0.59-

1.82) 
0.86 (0.55-

1.28) 

18-24 years 87.43 
5.67 (0.07-

31.54) 
0.82 (0.01-

4.56) 
1.25 (0.25-

3.64) 
1.12 (0.30-

2.88) 
0.74 (0.24-

1.74) 

25-34 years 64.74 0 (NA-NA) 
1.34 (0.15-

4.85) 
2.03 (0.74-

4.42) 
1.60 (0.64-

3.29) 
1.33 (0.69-

2.33) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 59.94 
6.23 (0.08-

34.66) 
1.79 (0.20-

6.46) 
1.35 (0.27-

3.95) 
0.91 (0.18-

2.65) 
0.65 (0.21-

1.52) 

45-54 years 59.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.47 (0.05-

1.70) 

55-64 years 60.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
97.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 71.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 99.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 153.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 80.58 
3.46 (0.69-

10.10) 
1.16 (0.47-

2.39) 
1.17 (0.64-

1.97) 
1.07 (0.64-

1.67) 
0.78 (0.52-

1.11) 

Children and 

adolescents 
87.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 87.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 86.00 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
70.64 

3.49 (0.70-

10.21) 
1.17 (0.47-

2.42) 
1.18 (0.65-

1.99) 
1.08 (0.65-

1.69) 
0.78 (0.53-

1.12) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 91.03 0 (NA-NA) 
0.59 (0.01-

3.29) 
0.60 (0.07-

2.16) 
0.61 (0.12-

1.77) 
0.63 (0.23-

1.38) 

25-34 years 63.17 
3.62 (0.05-

20.15) 
1.56 (0.31-

4.57) 
2.10 (0.90-

4.14) 
1.77 (0.85-

3.25) 
1.28 (0.72-

2.11) 

35-44 years 65.79 
4.55 (0.06-

25.29) 
0.65 (0.01-

3.63) 
0.66 (0.07-

2.37) 
0.66 (0.13-

1.93) 
0.57 (0.21-

1.24) 

45-54 years 68.36 
9.03 (0.12-

50.25) 
1.30 (0.02-

7.22) 
0.65 (0.01-

3.63) 
0.87 (0.10-

3.15) 
0.32 (0.04-

1.17) 

55-64 years 73.95 0 (NA-NA) 
20.55 (0.27-

114.35) 
10.67 (0.14-

59.37) 
7.31 (0.10-

40.69) 
3.34 (0.04-

18.59) 

Elderly (≥ 65 

years) 
110.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 91.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 125.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 150.87 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 

  

947



 

Page 948 of 1342 

Appendix Table 4.26.i.A. Historical incidence rates and standardized morbidity ratios of encephalitis/meningoencephalitis in 
Italy for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 

948



 

Page 949 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

950



 

Page 951 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.26.i.C. Historical incidence rates and standardized morbidity ratios of encephalitis/meningoencephalitis in 
United Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

954



 

Page 955 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.26.ii.A. Historical incidence rates and standardized morbidity ratios of encephalitis/meningoencephalitis in 
Italy for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

961



 

Page 962 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.26.ii.C. Historical incidence rates and standardized morbidity ratios of encephalitis/meningoencephalitis in 
United Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 

  

967



 

Page 968 of 1342 

Appendix Table 4.26.iii.C. Historical incidence rates and standardized morbidity ratios of encephalitis/meningoencephalitis in 
United Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.26.iv.A. Historical incidence rates and standardized morbidity ratios of encephalitis/meningoencephalitis in 
Italy for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.26.iv.C. Historical incidence rates and standardized morbidity ratios of encephalitis/meningoencephalitis in 
United Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.27.i.A. Historical incidence rates and standardized morbidity ratios of transverse myelitis in Italy for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.27.i.C. Historical incidence rates and standardized morbidity ratios of transverse myelitis in United Kingdom 
for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 3.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

990



 

Page 991 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 1.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.27.ii.A. Historical incidence rates and standardized morbidity ratios of transverse myelitis in Italy for second 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.27.ii.C. Historical incidence rates and standardized morbidity ratios of transverse myelitis in United Kingdom 
for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 3.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 1.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.27.iii.C. Historical incidence rates and standardized morbidity ratios of transverse myelitis in United 
Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.20 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.34 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.12 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0.24 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 1.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.25 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.52 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
2.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 3.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1.32 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0.41 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.15 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.19 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
1.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 1.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.89 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.27.iv.A. Historical incidence rates and standardized morbidity ratios of transverse myelitis in Italy for any 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.27.iv.C. Historical incidence rates and standardized morbidity ratios of transverse myelitis in United 
Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 2.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 1.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
2.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 2.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 3.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
1.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 1.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 0.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
1.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 1.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 1.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.28.i.A. Historical incidence rates and standardized morbidity ratios of Bell’s palsy in Italy for first dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.28.i.C. Historical incidence rates and standardized morbidity ratios of Bell’s palsy in United Kingdom for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 33.50 
2.62 (0.03-

14.59) 
1.13 (0.23-

3.31) 
0.57 (0.11-

1.67) 
0.51 (0.14-

1.31) 
0.50 (0.20-

1.03) 

Children and 

adolescents 
15.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 11.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 24.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
37.28 

2.65 (0.03-

14.76) 
1.15 (0.23-

3.35) 
0.58 (0.12-

1.69) 
0.52 (0.14-

1.32) 
0.51 (0.20-

1.04) 

18-24 years 27.33 
14.08 (0.18-

78.35) 
2.03 (0.03-

11.31) 
1.03 (0.01-

5.71) 
0.69 (0.01-

3.84) 
0.40 (0.01-

2.22) 

25-34 years 34.16 0 (NA-NA) 
1.01 (0.01-

5.63) 
0.51 (0.01-

2.84) 
0.69 (0.08-

2.48) 
0.79 (0.21-

2.03) 

35-44 years 32.60 0 (NA-NA) 
1.50 (0.02-

8.32) 
0.75 (0.01-

4.18) 
0.50 (0.01-

2.80) 
0.58 (0.06-

2.08) 

45-54 years 41.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 45.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
43.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 43.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 44.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 41.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 33.72 
5.72 (0.07-

31.82) 
0.82 (0.01-

4.59) 
0.42 (0.01-

2.31) 
0.56 (0.06-

2.02) 
0.48 (0.10-

1.39) 

Children and 

adolescents 
17.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 12.50 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 27.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
37.30 

5.79 (0.08-

32.21) 
0.83 (0.01-

4.64) 
0.42 (0.01-

2.34) 
0.57 (0.06-

2.04) 
0.48 (0.10-

1.41) 

18-24 years 31.20 
29.11 (0.38-

161.97) 
4.21 (0.05-

23.40) 
2.12 (0.03-

11.82) 
1.43 (0.02-

7.97) 
0.85 (0.01-

4.72) 

25-34 years 37.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.73 (0.01-

4.09) 
0.87 (0.10-

3.13) 

35-44 years 33.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 39.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 41.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
41.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 41.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 45.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 39.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 33.29 0 (NA-NA) 
1.40 (0.16-

5.04) 
0.70 (0.08-

2.54) 
0.47 (0.05-

1.70) 
0.52 (0.14-

1.33) 

Children and 

adolescents 
14.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 10.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 22.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
37.26 0 (NA-NA) 

1.41 (0.16-

5.09) 
0.71 (0.08-

2.56) 
0.48 (0.05-

1.72) 
0.52 (0.14-

1.34) 

18-24 years 24.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 31.54 0 (NA-NA) 
1.90 (0.02-

10.57) 
0.96 (0.01-

5.32) 
0.64 (0.01-

3.58) 
0.73 (0.08-

2.63) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 31.66 0 (NA-NA) 
2.80 (0.04-

15.55) 
1.41 (0.02-

7.82) 
0.94 (0.01-

5.24) 
1.06 (0.12-

3.84) 

45-54 years 43.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 49.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
45.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 45.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 42.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 45.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.28.ii.A. Historical incidence rates and standardized morbidity ratios of Bell’s palsy in Italy for second dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

1029



 

Page 1030 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.28.ii.C. Historical incidence rates and standardized morbidity ratios of Bell’s palsy in United Kingdom for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 33.50 0 (NA-NA) 
1.73 (0.46-

4.42) 
1.09 (0.35-

2.54) 
1.17 (0.50-

2.31) 
0.81 (0.45-

1.34) 

Children and 

adolescents 
15.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 11.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 24.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
37.28 0 (NA-NA) 

1.73 (0.47-

4.43) 
1.09 (0.35-

2.55) 
1.17 (0.51-

2.31) 
0.81 (0.45-

1.34) 

18-24 years 27.33 0 (NA-NA) 
2.56 (0.03-

14.24) 
2.60 (0.29-

9.39) 
1.77 (0.20-

6.37) 
1.65 (0.44-

4.23) 

25-34 years 34.16 0 (NA-NA) 
2.39 (0.27-

8.62) 
1.20 (0.14-

4.35) 
1.21 (0.24-

3.55) 
0.66 (0.18-

1.68) 

35-44 years 32.60 0 (NA-NA) 
1.55 (0.02-

8.61) 
0.78 (0.01-

4.33) 
1.04 (0.12-

3.77) 
0.71 (0.19-

1.82) 

45-54 years 41.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.81 (0.01-

4.53) 
0.72 (0.14-

2.10) 

55-64 years 45.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
43.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 43.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 44.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 41.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 33.72 0 (NA-NA) 
0.94 (0.01-

5.21) 
0.94 (0.11-

3.41) 
1.59 (0.51-

3.71) 
1.06 (0.48-

2.01) 

Children and 

adolescents 
17.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 12.50 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 27.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
37.30 0 (NA-NA) 

0.94 (0.01-

5.22) 
0.95 (0.11-

3.42) 
1.59 (0.51-

3.72) 
1.06 (0.48-

2.02) 

18-24 years 31.20 0 (NA-NA) 0 (NA-NA) 
2.63 (0.03-

14.65) 
1.79 (0.02-

9.97) 
2.50 (0.50-

7.30) 

25-34 years 37.05 0 (NA-NA) 
2.53 (0.03-

14.08) 
1.28 (0.02-

7.10) 
1.72 (0.19-

6.20) 
0.69 (0.08-

2.50) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 33.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.13 (0.01-

6.26) 
0.76 (0.09-

2.76) 

45-54 years 39.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.00 (0.03-

11.13) 
1.17 (0.13-

4.23) 

55-64 years 41.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
41.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 41.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 45.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 39.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 33.29 0 (NA-NA) 
2.40 (0.48-

7.02) 
1.21 (0.24-

3.54) 
0.81 (0.16-

2.38) 
0.60 (0.22-

1.30) 

Children and 

adolescents 
14.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 10.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 22.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
37.26 0 (NA-NA) 

2.41 (0.48-

7.04) 
1.21 (0.24-

3.55) 
0.82 (0.16-

2.38) 
0.60 (0.22-

1.31) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 24.20 0 (NA-NA) 
5.06 (0.07-

28.17) 
2.57 (0.03-

14.29) 
1.74 (0.02-

9.69) 
0.82 (0.01-

4.56) 

25-34 years 31.54 0 (NA-NA) 
2.26 (0.03-

12.57) 
1.14 (0.01-

6.34) 
0.77 (0.01-

4.26) 
0.62 (0.07-

2.25) 

35-44 years 31.66 0 (NA-NA) 
2.89 (0.04-

16.07) 
1.45 (0.02-

8.08) 
0.97 (0.01-

5.41) 
0.67 (0.07-

2.41) 

45-54 years 43.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.41 (0.01-

2.26) 

55-64 years 49.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
45.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 45.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 42.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 45.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.28.iii.C. Historical incidence rates and standardized morbidity ratios of Bell’s palsy in United Kingdom for 
third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 33.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
15.58 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 11.48 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 24.88 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
37.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 27.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 34.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 32.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 41.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 45.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
43.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 43.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 44.04 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 41.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 33.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
17.12 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 12.50 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 27.88 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
37.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 31.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 37.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 33.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 39.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 41.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
41.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 41.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 45.15 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 39.08 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 33.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
14.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 10.51 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 22.16 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
37.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 24.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 31.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 31.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 43.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 49.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
45.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 45.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 42.72 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 45.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.28.iv.A. Historical incidence rates and standardized morbidity ratios of Bell’s palsy in Italy for any dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.28.iv.C. Historical incidence rates and standardized morbidity ratios of Bell’s palsy in United Kingdom for 
any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 33.50 
1.40 (0.02-

7.78) 
1.41 (0.56-

2.91) 
0.81 (0.35-

1.60) 
0.82 (0.42-

1.43) 
0.68 (0.42-

1.02) 

Children and 

adolescents 
15.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 11.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 24.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
37.28 

1.41 (0.02-

7.84) 
1.42 (0.57-

2.93) 
0.82 (0.35-

1.61) 
0.83 (0.43-

1.44) 
0.68 (0.43-

1.03) 

18-24 years 27.33 
7.84 (0.10-

43.62) 
2.27 (0.25-

8.18) 
1.72 (0.35-

5.03) 
1.16 (0.23-

3.40) 
1.02 (0.33-

2.37) 

25-34 years 34.16 0 (NA-NA) 
1.64 (0.33-

4.80) 
0.83 (0.17-

2.42) 
0.93 (0.30-

2.17) 
0.72 (0.31-

1.41) 

35-44 years 32.60 0 (NA-NA) 
1.52 (0.17-

5.49) 
0.76 (0.09-

2.76) 
0.77 (0.15-

2.25) 
0.66 (0.24-

1.44) 

45-54 years 41.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.40 (0.01-

2.20) 
0.44 (0.09-

1.28) 

55-64 years 45.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
43.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 43.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 44.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 41.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 33.72 
3.04 (0.04-

16.92) 
0.88 (0.10-

3.16) 
0.66 (0.13-

1.94) 
1.04 (0.42-

2.14) 
0.81 (0.42-

1.42) 

Children and 

adolescents 
17.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 12.50 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 27.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
37.30 

3.07 (0.04-

17.06) 
0.88 (0.10-

3.19) 
0.67 (0.13-

1.95) 
1.05 (0.42-

2.16) 
0.82 (0.42-

1.43) 

18-24 years 31.20 
16.04 (0.21-

89.25) 
2.32 (0.03-

12.91) 
2.35 (0.26-

8.49) 
1.59 (0.18-

5.74) 
1.68 (0.45-

4.30) 

25-34 years 37.05 0 (NA-NA) 
1.17 (0.02-

6.49) 
0.59 (0.01-

3.27) 
1.19 (0.24-

3.47) 
0.77 (0.21-

1.97) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 33.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.55 (0.01-

3.07) 
0.48 (0.05-

1.72) 

45-54 years 39.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.98 (0.01-

5.45) 
0.72 (0.08-

2.59) 

55-64 years 41.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
41.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 41.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 45.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 39.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 33.29 0 (NA-NA) 
1.86 (0.60-

4.35) 
0.94 (0.30-

2.19) 
0.63 (0.20-

1.47) 
0.56 (0.27-

1.04) 

Children and 

adolescents 
14.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 10.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 22.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
37.26 0 (NA-NA) 

1.88 (0.61-

4.38) 
0.95 (0.30-

2.21) 
0.64 (0.20-

1.48) 
0.57 (0.27-

1.04) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 24.20 0 (NA-NA) 
2.21 (0.03-

12.32) 
1.12 (0.01-

6.23) 
0.76 (0.01-

4.20) 
0.39 (0.01-

2.19) 

25-34 years 31.54 0 (NA-NA) 
2.06 (0.23-

7.45) 
1.04 (0.12-

3.75) 
0.70 (0.08-

2.52) 
0.67 (0.18-

1.72) 

35-44 years 31.66 0 (NA-NA) 
2.84 (0.32-

10.25) 
1.43 (0.16-

5.16) 
0.96 (0.11-

3.46) 
0.82 (0.22-

2.10) 

45-54 years 43.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.25 (0-

1.37) 

55-64 years 49.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
45.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 45.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 42.72 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 45.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.29.i.A. Historical incidence rates and standardized morbidity ratios of acute respiratory distress syndrome in 
Italy for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.29.i.C. Historical incidence rates and standardized morbidity ratios of acute respiratory distress syndrome in 
United Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 9.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.06 (0.01-

5.87) 

Children and 

adolescents 
0.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.89 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
5.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

1.10 (0.01-

6.15) 

18-24 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.50 (0.05-

19.46) 

45-54 years 6.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 14.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
34.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 27.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 37.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 48.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 10.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 1.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
5.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 6.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 15.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
35.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 29.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 35.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 48.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 8.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.84 (0.02-

10.26) 

Children and 

adolescents 
0.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.76 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
5.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

1.91 (0.03-

10.64) 

18-24 years 1.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
5.48 (0.07-

30.47) 

45-54 years 6.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 13.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
33.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 26.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 39.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 47.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.29.ii.A. Historical incidence rates and standardized morbidity ratios of acute respiratory distress syndrome in 
Italy for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.29.ii.C. Historical incidence rates and standardized morbidity ratios of acute respiratory distress syndrome in 
United Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 9.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.89 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
5.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 6.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 14.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
34.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 27.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 37.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 48.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 10.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 1.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
5.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 6.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 15.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
35.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 29.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 35.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 48.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 8.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.76 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
5.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 6.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 13.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
33.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 26.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 39.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 47.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.29.iii.C. Historical incidence rates and standardized morbidity ratios of acute respiratory distress syndrome 
in United Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 9.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.83 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.89 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.69 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
5.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 6.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 14.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
34.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 27.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 37.34 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 48.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 10.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.96 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 1.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.83 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
5.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 6.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 15.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
35.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 29.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 35.67 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 48.33 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 8.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.70 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.76 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.56 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
5.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 6.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 13.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
33.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 26.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 39.33 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 47.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.29.iv.A. Historical incidence rates and standardized morbidity ratios of acute respiratory distress syndrome 
in Italy for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 

  

1082



 

Page 1083 of 1342 

Appendix Table 4.29.iv.C. Historical incidence rates and standardized morbidity ratios of acute respiratory distress syndrome 
in United Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 9.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.44 (0.01-

2.43) 

Children and 

adolescents 
0.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.89 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
5.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.45 (0.01-

2.52) 

18-24 years 1.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.34 (0.02-

7.43) 

45-54 years 6.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 14.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
34.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 27.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 37.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 48.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 10.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 1.02 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
5.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 1.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 1.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 2.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 6.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 15.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
35.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 29.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 35.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 48.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 8.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.77 (0.01-

4.28) 

Children and 

adolescents 
0.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.76 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
5.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.79 (0.01-

4.41) 

18-24 years 1.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.99 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.09 (0.03-

11.62) 

45-54 years 6.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 13.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
33.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 26.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 39.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 47.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.30.i.A. Historical incidence rates and standardized morbidity ratios of erythema multiforme in Italy for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.30.i.C. Historical incidence rates and standardized morbidity ratios of erythema multiforme in United 
Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 7.34 
16.93 (0.22-

94.20) 
9.76 (2.63-

25.00) 
4.92 (1.32-

12.60) 
3.31 (0.89-

8.47) 
2.34 (0.75-

5.46) 

Children and 

adolescents 
15.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 19.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 7.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
4.98 

17.16 (0.22-

95.47) 
9.89 (2.66-

25.33) 
4.99 (1.34-

12.76) 
3.35 (0.90-

8.58) 
2.37 (0.76-

5.53) 

18-24 years 5.64 
68.65 (0.90-

381.94) 
9.91 (0.13-

55.15) 
5.00 (0.07-

27.84) 
3.37 (0.04-

18.75) 
1.96 (0.03-

10.88) 

25-34 years 5.57 0 (NA-NA) 
12.82 (1.44-

46.28) 
6.46 (0.73-

23.33) 
4.35 (0.49-

15.69) 
3.79 (0.76-

11.06) 

35-44 years 4.67 0 (NA-NA) 
10.26 (0.13-

57.10) 
5.16 (0.07-

28.71) 
3.46 (0.05-

19.25) 
1.99 (0.03-

11.05) 

45-54 years 4.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 5.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 8.17 
27.94 (0.37-

155.43) 
12.09 (2.43-

35.31) 
6.09 (1.22-

17.80) 
4.10 (0.82-

11.97) 
3.14 (0.84-

8.03) 

Children and 

adolescents 
15.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 18.51 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 7.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.55 

28.31 (0.37-

157.53) 
12.25 (2.46-

35.78) 
6.17 (1.24-

18.04) 
4.15 (0.83-

12.13) 
3.18 (0.85-

8.13) 

18-24 years 7.95 
113.44 

(1.48-

631.15) 

16.39 (0.21-

91.19) 
8.28 (0.11-

46.08) 
5.58 (0.07-

31.06) 
3.30 (0.04-

18.38) 

25-34 years 7.59 0 (NA-NA) 
10.68 (0.14-

59.42) 
5.39 (0.07-

29.97) 
3.63 (0.05-

20.18) 
4.29 (0.48-

15.47) 

35-44 years 6.25 0 (NA-NA) 
16.64 (0.22-

92.56) 
8.37 (0.11-

46.55) 
5.61 (0.07-

31.22) 
3.26 (0.04-

18.13) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 5.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 6.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 5.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 3.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 6.53 0 (NA-NA) 
6.19 (0.08-

34.46) 
3.12 (0.04-

17.36) 
2.10 (0.03-

11.66) 
1.16 (0.02-

6.47) 

Children and 

adolescents 
15.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 19.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 6.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
3.51 0 (NA-NA) 

6.28 (0.08-

34.92) 
3.16 (0.04-

17.58) 
2.12 (0.03-

11.81) 
1.18 (0.02-

6.54) 

18-24 years 3.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 3.75 0 (NA-NA) 
16.03 (0.21-

89.17) 
8.07 (0.11-

44.89) 
5.42 (0.07-

30.17) 
3.07 (0.04-

17.09) 

35-44 years 3.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 3.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 5.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 5.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.30.ii.A. Historical incidence rates and standardized morbidity ratios of erythema multiforme in Italy for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.30.ii.C. Historical incidence rates and standardized morbidity ratios of erythema multiforme in United 
Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 7.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.36 (0-

2.02) 

Children and 

adolescents 
15.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 19.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 7.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
4.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.36 (0-

2.02) 

18-24 years 5.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 5.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 4.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.21 (0.02-

6.74) 

45-54 years 4.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 5.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 5.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 8.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
15.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 18.51 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 7.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 7.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 7.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 6.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 5.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 6.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

1105



 

Page 1106 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 5.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 3.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 6.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.92 (0.01-

5.14) 

Children and 

adolescents 
15.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 19.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 6.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
3.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.93 (0.01-

5.15) 

18-24 years 3.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 3.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.18 (0.04-

17.69) 

45-54 years 3.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
5.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 5.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 5.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.30.iii.C. Historical incidence rates and standardized morbidity ratios of erythema multiforme in United 
Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 7.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
15.53 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 19.19 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 7.24 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
4.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 5.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 5.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 4.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 4.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 5.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.42 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 4.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 8.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
15.28 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 18.51 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 7.77 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
6.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 7.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 7.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 6.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 5.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 6.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 5.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 5.66 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 3.82 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 6.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
15.77 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 19.84 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 6.76 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
3.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 3.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 3.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 3.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 3.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 5.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.14 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 5.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.30.iv.A. Historical incidence rates and standardized morbidity ratios of erythema multiforme in Italy for any 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.30.iv.C. Historical incidence rates and standardized morbidity ratios of erythema multiforme in United 
Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 

1118



 

Page 1119 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 7.34 
9.06 (0.12-

50.42) 
5.22 (1.41-

13.37) 
2.63 (0.71-

6.74) 
1.77 (0.48-

4.54) 
1.23 (0.45-

2.67) 

Children and 

adolescents 
15.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 19.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 7.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
4.98 

9.14 (0.12-

50.85) 
5.27 (1.42-

13.48) 
2.66 (0.71-

6.80) 
1.79 (0.48-

4.57) 
1.23 (0.45-

2.69) 

18-24 years 5.64 
38.30 (0.50-

213.10) 
5.53 (0.07-

30.79) 
2.80 (0.04-

15.60) 
1.89 (0.02-

10.54) 
1.00 (0.01-

5.54) 

25-34 years 5.57 0 (NA-NA) 
6.93 (0.78-

25.01) 
3.49 (0.39-

12.61) 
2.35 (0.26-

8.49) 
1.71 (0.34-

5.00) 

35-44 years 4.67 0 (NA-NA) 
5.18 (0.07-

28.84) 
2.61 (0.03-

14.51) 
1.75 (0.02-

9.73) 
1.50 (0.17-

5.43) 

45-54 years 4.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 5.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 5.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 4.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 8.17 
14.95 (0.20-

83.16) 
6.46 (1.30-

18.88) 
3.26 (0.66-

9.53) 
2.19 (0.44-

6.41) 
1.35 (0.36-

3.47) 

Children and 

adolescents 
15.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 18.51 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 7.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
6.55 

15.07 (0.20-

83.85) 
6.51 (1.31-

19.03) 
3.29 (0.66-

9.60) 
2.21 (0.44-

6.46) 
1.36 (0.37-

3.49) 

18-24 years 7.95 
63.04 (0.82-

350.76) 
9.12 (0.12-

50.72) 
4.62 (0.06-

25.71) 
3.13 (0.04-

17.40) 
1.65 (0.02-

9.20) 

25-34 years 7.59 0 (NA-NA) 
5.75 (0.08-

31.98) 
2.90 (0.04-

16.13) 
1.95 (0.03-

10.86) 
1.90 (0.21-

6.87) 

35-44 years 6.25 0 (NA-NA) 
8.41 (0.11-

46.80) 
4.23 (0.06-

23.54) 
2.84 (0.04-

15.79) 
1.22 (0.02-

6.81) 

45-54 years 5.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 6.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 5.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 3.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 6.53 0 (NA-NA) 
3.32 (0.04-

18.45) 
1.67 (0.02-

9.30) 
1.12 (0.01-

6.25) 
1.03 (0.12-

3.72) 

Children and 

adolescents 
15.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 19.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 6.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
3.51 0 (NA-NA) 

3.34 (0.04-

18.60) 
1.69 (0.02-

9.37) 
1.13 (0.01-

6.30) 
1.04 (0.12-

3.74) 

18-24 years 3.77 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 3.75 0 (NA-NA) 
8.72 (0.11-

48.49) 
4.39 (0.06-

24.43) 
2.95 (0.04-

16.43) 
1.42 (0.02-

7.90) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 3.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.96 (0.03-

10.88) 

45-54 years 3.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 4.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 5.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 5.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.31.i.A. Historical incidence rates and standardized morbidity ratios of Chilblain – like lesions in Italy for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.31.i.C. Historical incidence rates and standardized morbidity ratios of Chilblain – like lesions in United 
Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 17.27 0 (NA-NA) 
0.93 (0.01-

5.20) 
0.47 (0.01-

2.62) 
0.63 (0.07-

2.29) 
0.36 (0.04-

1.30) 

Children and 

adolescents 
15.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 11.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 23.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
14.17 0 (NA-NA) 

0.95 (0.01-

5.29) 
0.48 (0.01-

2.67) 
0.64 (0.07-

2.33) 
0.37 (0.04-

1.32) 

18-24 years 13.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 13.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.92 (0.01-

5.13) 
0.54 (0.01-

3.00) 

35-44 years 15.33 0 (NA-NA) 
3.21 (0.04-

17.84) 
1.61 (0.02-

8.97) 
1.08 (0.01-

6.01) 
0.62 (0.01-

3.47) 

45-54 years 11.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 17.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
30.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 28.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 34.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 32.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 23.63 0 (NA-NA) 
1.25 (0.02-

6.98) 
0.63 (0.01-

3.52) 
0.85 (0.10-

3.07) 
0.49 (0.06-

1.77) 

Children and 

adolescents 
22.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 16.33 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 37.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
20.75 0 (NA-NA) 

1.28 (0.02-

7.11) 
0.64 (0.01-

3.58) 
0.87 (0.10-

3.13) 
0.50 (0.06-

1.80) 

18-24 years 24.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 22.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.22 (0.02-

6.80) 
0.72 (0.01-

4.02) 

35-44 years 24.96 0 (NA-NA) 
4.20 (0.05-

23.37) 
2.11 (0.03-

11.76) 
1.42 (0.02-

7.88) 
0.82 (0.01-

4.57) 

45-54 years 15.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 19.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
33.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 31.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 38.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 35.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 11.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
8.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 7.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 10.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
8.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 5.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 5.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 6.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 8.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 14.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
26.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 25.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 30.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 27.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.31.ii.A. Historical incidence rates and standardized morbidity ratios of Chilblain – like lesions in Italy for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.31.ii.C. Historical incidence rates and standardized morbidity ratios of Chilblain – like lesions in United 
Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 17.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.36 (0-

2.03) 
0.27 (0.03-

0.99) 

Children and 

adolescents 
15.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 11.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 23.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
14.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.37 (0-

2.04) 
0.28 (0.03-

0.99) 

18-24 years 13.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 13.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.44 (0.01-

2.43) 

35-44 years 15.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.12 (0.01-

6.23) 
0.38 (0.01-

2.14) 

45-54 years 11.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 17.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
30.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 28.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 34.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 32.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 23.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.49 (0.01-

2.72) 
0.37 (0.04-

1.33) 

Children and 

adolescents 
22.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 16.33 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 37.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
20.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.49 (0.01-

2.73) 
0.37 (0.04-

1.34) 

18-24 years 24.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 22.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.57 (0.01-

3.18) 

35-44 years 24.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.47 (0.02-

8.19) 
0.50 (0.01-

2.80) 

45-54 years 15.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 19.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
33.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 31.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 38.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 35.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 11.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
8.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 7.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 10.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
8.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 5.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 5.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 6.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 8.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 14.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
26.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 25.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 30.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 27.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.31.iii.C. Historical incidence rates and standardized morbidity ratios of Chilblain – like lesions in United 
Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 17.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
15.34 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 11.89 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 23.16 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
14.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 13.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 13.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 15.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 11.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 17.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
30.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 28.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 34.51 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 32.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 23.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
22.57 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 16.33 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 37.13 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
20.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 24.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 22.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 24.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 15.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 19.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
33.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 31.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 38.16 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 35.94 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 11.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
8.55 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 7.67 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 10.51 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
8.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 5.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 5.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 6.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 8.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 14.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
26.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 25.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 30.19 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 27.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.31.iv.A. Historical incidence rates and standardized morbidity ratios of Chilblain – like lesions in Italy for any 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.31.iv.C. Historical incidence rates and standardized morbidity ratios of Chilblain – like lesions in United 
Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 17.27 0 (NA-NA) 
0.50 (0.01-

2.78) 
0.25 (0-

1.40) 
0.51 (0.10-

1.48) 
0.31 (0.08-

0.80) 

Children and 

adolescents 
15.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 11.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 23.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
14.17 0 (NA-NA) 

0.51 (0.01-

2.81) 
0.25 (0-

1.42) 
0.51 (0.10-

1.50) 
0.31 (0.08-

0.81) 

18-24 years 13.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 13.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.50 (0.01-

2.77) 
0.48 (0.05-

1.74) 

35-44 years 15.33 0 (NA-NA) 
1.63 (0.02-

9.07) 
0.82 (0.01-

4.56) 
1.10 (0.12-

3.97) 
0.47 (0.05-

1.71) 

45-54 years 11.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 17.11 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
30.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 28.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 34.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 32.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 23.63 0 (NA-NA) 
0.67 (0.01-

3.73) 
0.34 (0-

1.88) 
0.68 (0.14-

1.99) 
0.42 (0.11-

1.08) 

Children and 

adolescents 
22.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 16.33 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 37.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
20.75 0 (NA-NA) 

0.68 (0.01-

3.77) 
0.34 (0-

1.90) 
0.69 (0.14-

2.02) 
0.43 (0.11-

1.09) 

18-24 years 24.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 22.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.66 (0.01-

3.66) 
0.64 (0.07-

2.30) 

35-44 years 24.96 0 (NA-NA) 
2.14 (0.03-

11.90) 
1.08 (0.01-

5.99) 
1.44 (0.16-

5.21) 
0.62 (0.07-

2.25) 

45-54 years 15.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 19.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

1155



 

Page 1156 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
33.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 31.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 38.16 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 35.94 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 11.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
8.55 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 7.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 10.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
8.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 5.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 5.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 6.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 8.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

55-64 years 14.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
26.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 25.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 30.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 27.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.32.i.A. Historical incidence rates and standardized morbidity ratios of anosmia/ageusia in Italy for first dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.32.i.C. Historical incidence rates and standardized morbidity ratios of anosmia/ageusia in United Kingdom 
for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 27.01 
13.89 (2.79-

40.59) 
8.68 (4.62-

14.85) 
5.39 (3.08-

8.75) 
5.65 (3.66-

8.35) 
5.85 (4.29-

7.77) 

Children and 

adolescents 
3.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 5.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
29.74 

14.07 (2.83-

41.11) 
8.79 (4.67-

15.03) 
5.45 (3.11-

8.85) 
5.72 (3.70-

8.44) 
5.91 (4.34-

7.86) 

18-24 years 8.91 
43.32 (0.57-

241.05) 
25.02 (6.73-

64.07) 
12.63 (3.40-

32.34) 
12.75 (4.66-

27.76) 
13.51 (6.74-

24.18) 

25-34 years 15.28 
31.78 (3.57-

114.73) 
11.45 (3.69-

26.71) 
9.23 (3.97-

18.18) 
9.31 (4.80-

16.26) 
8.07 (4.78-

12.76) 

35-44 years 23.90 0 (NA-NA) 
6.24 (1.25-

18.23) 
3.14 (0.63-

9.16) 
4.21 (1.54-

9.15) 
5.22 (2.78-

8.93) 

45-54 years 40.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.78 (0.48-

4.54) 

55-64 years 49.45 0 (NA-NA) 
30.94 (0.40-

172.12) 
16.18 (0.21-

90.03) 
11.13 (0.15-

61.91) 
5.95 (0.08-

33.08) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
47.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 49.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 47.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 41.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 31.75 
17.32 (1.95-

62.54) 
6.25 (2.01-

14.58) 
4.41 (1.77-

9.08) 
4.66 (2.32-

8.33) 
5.89 (3.81-

8.69) 

Children and 

adolescents 
3.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.40 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 6.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
35.58 

17.55 (1.97-

63.38) 
6.33 (2.04-

14.76) 
4.46 (1.79-

9.19) 
4.71 (2.35-

8.43) 
5.95 (3.85-

8.79) 

18-24 years 10.07 
91.17 (1.19-

507.26) 
13.17 (0.17-

73.29) 
6.66 (0.09-

37.03) 
8.97 (1.01-

32.39) 
10.63 (2.86-

27.23) 

25-34 years 18.98 
29.33 (0.38-

163.17) 
8.46 (0.95-

30.53) 
8.53 (2.29-

21.83) 
8.61 (3.14-

18.74) 
7.62 (3.47-

14.46) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 29.01 0 (NA-NA) 
3.73 (0.05-

20.78) 
1.88 (0.02-

10.45) 
2.52 (0.28-

9.09) 
5.84 (2.52-

11.51) 

45-54 years 48.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.52 (0.51-

7.36) 

55-64 years 55.85 0 (NA-NA) 
63.54 (0.83-

353.52) 
33.01 (0.43-

183.64) 
22.64 (0.30-

125.97) 
12.30 (0.16-

68.46) 

Elderly (≥ 65 

years) 
51.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 55.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 50.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 45.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 22.39 
9.95 (0.13-

55.37) 
11.48 (4.94-

22.63) 
6.51 (2.97-

12.36) 
6.80 (3.71-

11.41) 
5.80 (3.63-

8.78) 

Children and 

adolescents 
3.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 4.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
24.28 

10.07 (0.13-

56.05) 
11.61 (5.00-

22.89) 
6.58 (3.00-

12.49) 
6.87 (3.75-

11.53) 
5.86 (3.67-

8.87) 

18-24 years 7.98 0 (NA-NA) 
35.74 (7.18-

104.44) 
18.03 (3.62-

52.67) 
16.16 (4.35-

41.36) 
15.98 (6.40-

32.93) 

25-34 years 11.93 
34.67 (0.45-

192.91) 
14.97 (3.01-

43.74) 
10.05 (2.70-

25.73) 
10.13 (3.70-

22.05) 
8.59 (3.92-

16.31) 

35-44 years 19.01 0 (NA-NA) 
9.38 (1.05-

33.87) 
4.72 (0.53-

17.03) 
6.32 (1.70-

16.19) 
4.46 (1.44-

10.41) 

45-54 years 32.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.94 (0.01-

5.24) 

55-64 years 43.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
42.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 43.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 44.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 36.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.32.ii.A. Historical incidence rates and standardized morbidity ratios of anosmia/ageusia in Italy for second 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

1170



 

Page 1171 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

1172



 

Page 1173 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.32.ii.C. Historical incidence rates and standardized morbidity ratios of anosmia/ageusia in United Kingdom 
for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 27.01 0 (NA-NA) 
1.48 (0.17-

5.36) 
1.12 (0.23-

3.28) 
1.51 (0.55-

3.28) 
2.38 (1.57-

3.46) 

Children and 

adolescents 
3.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 5.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
29.74 0 (NA-NA) 

1.49 (0.17-

5.39) 
1.13 (0.23-

3.30) 
1.52 (0.55-

3.30) 
2.39 (1.58-

3.48) 

18-24 years 8.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.70 (0.04-

15.03) 
7.58 (2.77-

16.49) 

25-34 years 15.28 0 (NA-NA) 
2.69 (0.04-

14.97) 
1.36 (0.02-

7.55) 
1.83 (0.21-

6.59) 
2.94 (1.27-

5.79) 

35-44 years 23.90 0 (NA-NA) 
2.16 (0.03-

12.00) 
1.08 (0.01-

6.03) 
1.45 (0.16-

5.25) 
1.98 (0.85-

3.91) 

45-54 years 40.14 0 (NA-NA) 0 (NA-NA) 
1.42 (0.02-

7.92) 
0.95 (0.01-

5.30) 
1.40 (0.45-

3.28) 

55-64 years 49.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
47.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 49.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 47.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 41.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 31.75 0 (NA-NA) 
2.75 (0.31-

9.93) 
2.08 (0.42-

6.07) 
2.33 (0.75-

5.43) 
3.09 (1.86-

4.83) 

Children and 

adolescents 
3.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.40 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 6.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
35.58 0 (NA-NA) 

2.77 (0.31-

10) 
2.09 (0.42-

6.11) 
2.34 (0.76-

5.47) 
3.11 (1.87-

4.86) 

18-24 years 10.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
5.49 (0.07-

30.52) 
12.67 (4.08-

29.57) 

25-34 years 18.98 0 (NA-NA) 
4.94 (0.06-

27.47) 
2.49 (0.03-

13.86) 
1.68 (0.02-

9.33) 
3.36 (1.08-

7.84) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 29.01 0 (NA-NA) 
3.88 (0.05-

21.56) 
1.95 (0.03-

10.85) 
2.62 (0.29-

9.44) 
2.66 (0.97-

5.80) 

45-54 years 48.46 0 (NA-NA) 0 (NA-NA) 
2.69 (0.04-

14.97) 
1.80 (0.02-

10.02) 
1.59 (0.32-

4.64) 

55-64 years 55.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
51.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 55.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 50.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 45.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 22.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.54 (0.01-

3.03) 
1.54 (0.66-

3.03) 

Children and 

adolescents 
3.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 4.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
24.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.55 (0.01-

3.05) 
1.55 (0.67-

3.05) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 7.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.52 (0.03-

14.01) 

25-34 years 11.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.00 (0.03-

11.15) 
2.43 (0.49-

7.10) 

35-44 years 19.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.12 (0.13-

4.05) 

45-54 years 32.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.20 (0.13-

4.32) 

55-64 years 43.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
42.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 43.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 44.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 36.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.32.iii.C. Historical incidence rates and standardized morbidity ratios of anosmia/ageusia in United Kingdom 
for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 27.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
3.42 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 2.52 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 5.46 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
29.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 8.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 15.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 23.90 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 40.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 49.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
47.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 49.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 47.53 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 41.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 31.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
3.58 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 2.40 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 6.32 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
35.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 10.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 18.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 29.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 48.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 55.85 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
51.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 55.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 50.27 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 45.38 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 22.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
3.27 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 2.63 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 4.69 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
24.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 7.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 11.93 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 19.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 32.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 43.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
42.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 43.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 44.29 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 36.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.32.iv.A. Historical incidence rates and standardized morbidity ratios of anosmia/ageusia in Italy for any dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.32.iv.C. Historical incidence rates and standardized morbidity ratios of anosmia/ageusia in United Kingdom 
for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 27.01 
7.32 (1.47-

21.38) 
5.27 (2.95-

8.69) 
3.36 (2.02-

5.25) 
3.69 (2.51-

5.24) 
3.82 (3.00-

4.79) 

Children and 

adolescents 
3.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.52 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 5.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
29.74 

7.39 (1.49-

21.59) 
5.32 (2.98-

8.78) 
3.39 (2.04-

5.30) 
3.72 (2.53-

5.28) 
3.85 (3.02-

4.83) 

18-24 years 8.91 
24.07 (0.31-

133.90) 
13.91 (3.74-

35.61) 
7.04 (1.89-

18.03) 
8.33 (3.34-

17.16) 
10.59 (6.16-

16.95) 

25-34 years 15.28 
17.18 (1.93-

62.02) 
7.42 (2.71-

16.15) 
5.61 (2.56-

10.65) 
5.87 (3.21-

9.85) 
5.25 (3.43-

7.69) 

35-44 years 23.90 0 (NA-NA) 
4.23 (1.14-

10.84) 
2.13 (0.57-

5.45) 
2.86 (1.23-

5.63) 
3.22 (1.99-

4.92) 

45-54 years 40.14 0 (NA-NA) 0 (NA-NA) 
0.70 (0.01-

3.87) 
0.47 (0.01-

2.59) 
1.55 (0.71-

2.94) 

55-64 years 49.45 0 (NA-NA) 
17.76 (0.23-

98.79) 
9.21 (0.12-

51.21) 
6.32 (0.08-

35.14) 
2.94 (0.04-

16.35) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
47.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 49.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 47.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 41.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 31.75 
9.09 (1.02-

32.80) 
4.58 (1.84-

9.44) 
3.30 (1.58-

6.07) 
3.55 (2.03-

5.76) 
4.23 (3.08-

5.68) 

Children and 

adolescents 
3.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.40 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 6.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
35.58 

9.18 (1.03-

33.14) 
4.63 (1.85-

9.53) 
3.33 (1.59-

6.12) 
3.58 (2.05-

5.81) 
4.27 (3.10-

5.73) 

18-24 years 10.07 
49.79 (0.65-

277.00) 
7.20 (0.09-

40.05) 
3.65 (0.05-

20.30) 
7.40 (1.49-

21.63) 
11.68 (5.33-

22.17) 

25-34 years 18.98 
15.81 (0.21-

87.96) 
6.83 (1.37-

19.96) 
5.74 (1.85-

13.40) 
5.41 (2.17-

11.15) 
5.24 (2.86-

8.80) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 29.01 0 (NA-NA) 
3.80 (0.43-

13.73) 
1.91 (0.21-

6.91) 
2.57 (0.69-

6.57) 
3.87 (2.11-

6.49) 

45-54 years 48.46 0 (NA-NA) 0 (NA-NA) 
1.32 (0.02-

7.33) 
0.88 (0.01-

4.91) 
1.95 (0.71-

4.24) 

55-64 years 55.85 0 (NA-NA) 
35.86 (0.47-

199.54) 
18.55 (0.24-

103.19) 
12.74 (0.17-

70.87) 
6.05 (0.08-

33.67) 

Elderly (≥ 65 

years) 
51.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 55.62 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 50.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 45.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 22.39 
5.27 (0.07-

29.32) 
6.07 (2.61-

11.96) 
3.44 (1.57-

6.53) 
3.85 (2.15-

6.35) 
3.34 (2.25-

4.76) 

Children and 

adolescents 
3.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 2.63 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 4.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
24.28 

5.32 (0.07-

29.59) 
6.12 (2.64-

12.07) 
3.47 (1.58-

6.59) 
3.88 (2.17-

6.40) 
3.36 (2.27-

4.80) 

18-24 years 7.98 0 (NA-NA) 
20.18 (4.06-

58.98) 
10.21 (2.05-

29.83) 
9.18 (2.47-

23.51) 
9.58 (4.12-

18.87) 

25-34 years 11.93 
18.80 (0.25-

104.63) 
8.12 (1.63-

23.72) 
5.45 (1.47-

13.96) 
6.41 (2.57-

13.22) 
5.26 (2.71-

9.19) 

35-44 years 19.01 0 (NA-NA) 
4.77 (0.54-

17.24) 
2.40 (0.27-

8.67) 
3.22 (0.87-

8.24) 
2.41 (0.97-

4.97) 

45-54 years 32.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.10 (0.22-

3.21) 

55-64 years 43.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
42.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 43.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 44.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 36.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.33.i.A. Historical incidence rates and standardized morbidity ratios of anaphylaxis in Italy for first dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 2.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
8.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 8.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 17.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 2.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.98 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
6.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

1197



 

Page 1198 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 5.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 13.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 3.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 1.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
10.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 3.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 12.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 24.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.33.i.C. Historical incidence rates and standardized morbidity ratios of anaphylaxis in United Kingdom for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 49.89 
3.99 (0.45-

14.39) 
1.44 (0.46-

3.35) 
0.87 (0.32-

1.89) 
1.17 (0.60-

2.04) 
0.94 (0.55-

1.50) 

Children and 

adolescents 
74.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 85.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 50.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
43.45 

4.04 (0.45-

14.59) 
1.46 (0.47-

3.40) 
0.88 (0.32-

1.92) 
1.18 (0.61-

2.07) 
0.95 (0.55-

1.52) 

18-24 years 49.39 
7.87 (0.10-

43.81) 
3.41 (0.69-

9.97) 
1.72 (0.35-

5.03) 
1.16 (0.23-

3.39) 
1.12 (0.36-

2.63) 

25-34 years 44.47 0 (NA-NA) 
0.81 (0.01-

4.50) 
0.41 (0.01-

2.27) 
0.55 (0.06-

1.98) 
0.48 (0.10-

1.40) 

35-44 years 42.33 
8.06 (0.11-

44.83) 
1.16 (0.02-

6.45) 
1.17 (0.13-

4.21) 
2.34 (0.86-

5.10) 
1.35 (0.49-

2.93) 

45-54 years 41.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.79 (0.01-

4.40) 
1.15 (0.23-

3.36) 

55-64 years 43.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
40.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 44.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 40.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 31.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 61.35 
6.13 (0.69-

22.12) 
2.21 (0.71-

5.15) 
1.11 (0.36-

2.60) 
1.05 (0.42-

2.16) 
0.77 (0.35-

1.47) 

Children and 

adolescents 
77.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 84.10 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 63.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
59.65 

6.21 (0.70-

22.43) 
2.24 (0.72-

5.23) 
1.13 (0.36-

2.63) 
1.06 (0.43-

2.19) 
0.78 (0.36-

1.49) 

18-24 years 73.34 
12.28 (0.16-

68.35) 
5.32 (1.07-

15.55) 
2.69 (0.54-

7.86) 
1.81 (0.36-

5.29) 
1.43 (0.38-

3.66) 

25-34 years 65.67 0 (NA-NA) 
1.22 (0.02-

6.81) 
0.62 (0.01-

3.44) 
0.42 (0.01-

2.31) 
0.25 (0-

1.37) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 60.65 
12.00 (0.16-

66.77) 
1.73 (0.02-

9.60) 
0.87 (0.01-

4.83) 
1.75 (0.35-

5.10) 
1.01 (0.20-

2.96) 

45-54 years 54.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.63 (0.01-

3.50) 

55-64 years 52.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
47.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 54.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 46.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 35.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 38.76 0 (NA-NA) 0 (NA-NA) 
0.41 (0.01-

2.30) 
1.39 (0.45-

3.25) 
1.23 (0.53-

2.43) 

Children and 

adolescents 
71.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 86.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 39.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
28.34 0 (NA-NA) 0 (NA-NA) 

0.42 (0.01-

2.33) 
1.41 (0.45-

3.29) 
1.25 (0.54-

2.45) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 30.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.61 (0.01-

3.38) 

25-34 years 25.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.80 (0.01-

4.47) 
0.91 (0.10-

3.28) 

35-44 years 24.81 0 (NA-NA) 0 (NA-NA) 
1.77 (0.02-

9.87) 
3.57 (0.72-

10.42) 
2.01 (0.40-

5.88) 

45-54 years 28.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.02 (0.03-

11.21) 
1.97 (0.22-

7.11) 

55-64 years 34.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
32.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 34.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 33.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 24.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.33.ii.A. Historical incidence rates and standardized morbidity ratios of anaphylaxis in Italy for second dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 2.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.78 (0.04-

15.47) 
2.23 (0.25-

8.06) 

Children and 

adolescents 
0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.95 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
8.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

4.11 (0.05-

22.89) 
2.94 (0.33-

10.61) 

65-74 years 2.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
9.37 (0.12-

52.12) 
3.58 (0.05-

19.94) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 8.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 17.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
12.58 (0.16-

70) 

Females 2.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
3.81 (0.05-

21.21) 

Children and 

adolescents 
0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.98 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
6.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

5.41 (0.07-

30.09) 

65-74 years 2.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 13.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
46.57 (0.61-

259.08) 

Males 3.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
4.07 (0.05-

22.64) 
1.58 (0.02-

8.78) 

Children and 

adolescents 
0.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.92 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 1.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
10.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

5.70 (0.07-

31.74) 
2.02 (0.03-

11.23) 

65-74 years 3.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
13.37 (0.17-

74.40) 
5.07 (0.07-

28.23) 

75-79 years 12.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 24.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.33.ii.C. Historical incidence rates and standardized morbidity ratios of anaphylaxis in United Kingdom for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 49.89 
2.31 (0.03-

12.83) 
1.00 (0.20-

2.91) 
0.67 (0.18-

1.71) 
0.79 (0.32-

1.63) 
0.60 (0.33-

1.00) 

Children and 

adolescents 
74.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 85.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 50.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
43.45 

2.31 (0.03-

12.86) 
1.00 (0.20-

2.92) 
0.67 (0.18-

1.72) 
0.79 (0.32-

1.63) 
0.60 (0.33-

1.00) 

18-24 years 49.39 0 (NA-NA) 
2.86 (0.32-

10.34) 
1.46 (0.16-

5.26) 
1.98 (0.53-

5.07) 
1.39 (0.51-

3.03) 

25-34 years 44.47 
6.61 (0.09-

36.79) 
0.95 (0.01-

5.29) 
0.48 (0.01-

2.67) 
0.65 (0.07-

2.33) 
0.65 (0.21-

1.52) 

35-44 years 42.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.28 (0.03-

1.00) 

45-54 years 41.14 0 (NA-NA) 0 (NA-NA) 
1.25 (0.02-

6.97) 
0.84 (0.01-

4.66) 
0.25 (0-

1.37) 

55-64 years 43.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
40.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 44.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 40.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 31.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 61.35 0 (NA-NA) 
0.51 (0.01-

2.82) 
0.51 (0.06-

1.85) 
0.69 (0.19-

1.76) 
0.65 (0.31-

1.19) 

Children and 

adolescents 
77.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 84.10 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 63.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
59.65 0 (NA-NA) 

0.51 (0.01-

2.83) 
0.51 (0.06-

1.85) 
0.69 (0.19-

1.77) 
0.65 (0.31-

1.20) 

18-24 years 73.34 0 (NA-NA) 
2.20 (0.03-

12.23) 
1.12 (0.01-

6.22) 
1.52 (0.17-

5.49) 
1.42 (0.38-

3.63) 

25-34 years 65.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.49 (0.01-

2.71) 
0.78 (0.21-

2.00) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 60.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.21 (0-

1.14) 

45-54 years 54.54 0 (NA-NA) 0 (NA-NA) 
2.05 (0.03-

11.42) 
1.37 (0.02-

7.64) 
0.40 (0.01-

2.23) 

55-64 years 52.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
47.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 54.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 46.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 35.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 38.76 
6.68 (0.09-

37.17) 
1.92 (0.22-

6.94) 
0.97 (0.11-

3.50) 
0.98 (0.20-

2.86) 
0.49 (0.13-

1.26) 

Children and 

adolescents 
71.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 86.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 39.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
28.34 

6.70 (0.09-

37.28) 
1.93 (0.22-

6.96) 
0.97 (0.11-

3.51) 
0.98 (0.20-

2.87) 
0.50 (0.13-

1.27) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 30.05 0 (NA-NA) 
4.11 (0.05-

22.88) 
2.09 (0.03-

11.62) 
2.83 (0.32-

10.23) 
1.34 (0.15-

4.85) 

25-34 years 25.28 
19.71 (0.26-

109.64) 
2.83 (0.04-

15.77) 
1.43 (0.02-

7.95) 
0.96 (0.01-

5.35) 
0.39 (0.01-

2.18) 

35-44 years 24.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.42 (0.01-

2.33) 

45-54 years 28.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 34.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
32.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 34.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 33.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 24.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.33.iii.C. Historical incidence rates and standardized morbidity ratios of anaphylaxis in United Kingdom for 
third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 49.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
74.69 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 85.29 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 50.65 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
43.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 49.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 44.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 42.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 41.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 43.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
40.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 44.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 40.66 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 31.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 61.35 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
77.79 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 84.10 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 63.10 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
59.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 73.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 65.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 60.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 54.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 52.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
47.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 54.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 46.86 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 35.66 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 38.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
71.78 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 86.43 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 39.38 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
28.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 30.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 25.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 24.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 28.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 34.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
32.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 34.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 33.32 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 24.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.33.iv.A. Historical incidence rates and standardized morbidity ratios of anaphylaxis in Italy for any dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 2.59 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.45 (0.02-

8.04) 
1.61 (0.18-

5.80) 

Children and 

adolescents 
0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.95 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.41 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.57 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.74 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
8.39 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

2.35 (0.03-

13.07) 
2.29 (0.26-

8.26) 

65-74 years 2.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
5.27 (0.07-

29.34) 
2.73 (0.04-

15.18) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 8.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 17.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
9.87 (0.13-

54.89) 

Females 2.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.64 (0.03-

14.67) 

Children and 

adolescents 
0.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.98 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.22 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
6.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

4.17 (0.05-

23.23) 

65-74 years 2.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 13.80 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
35.47 (0.46-

197.34) 

Males 3.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.14 (0.03-

11.93) 
1.16 (0.02-

6.43) 

Children and 

adolescents 
0.75 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 0.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 0.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
0.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 1.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
10.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

3.26 (0.04-

18.15) 
1.58 (0.02-

8.77) 

65-74 years 3.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
7.52 (0.10-

41.82) 
3.87 (0.05-

21.52) 

75-79 years 12.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 24.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.33.iv.C. Historical incidence rates and standardized morbidity ratios of anaphylaxis in United Kingdom for 
any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 49.89 
3.21 (0.64-

9.37) 
1.23 (0.53-

2.43) 
0.78 (0.37-

1.43) 
0.99 (0.60-

1.55) 
0.74 (0.51-

1.06) 

Children and 

adolescents 
74.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 85.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 50.65 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
43.45 

3.23 (0.65-

9.44) 
1.24 (0.53-

2.45) 
0.78 (0.37-

1.44) 
1.00 (0.60-

1.56) 
0.75 (0.51-

1.06) 

18-24 years 49.39 
4.38 (0.06-

24.39) 
3.17 (1.02-

7.39) 
1.60 (0.52-

3.75) 
1.52 (0.61-

3.13) 
1.26 (0.63-

2.25) 

25-34 years 44.47 
3.03 (0.04-

16.87) 
0.87 (0.10-

3.15) 
0.44 (0.05-

1.59) 
0.59 (0.16-

1.52) 
0.57 (0.25-

1.13) 

35-44 years 42.33 
4.10 (0.05-

22.78) 
0.59 (0.01-

3.27) 
0.59 (0.07-

2.14) 
1.19 (0.43-

2.59) 
0.68 (0.29-

1.35) 

45-54 years 41.14 0 (NA-NA) 0 (NA-NA) 
0.61 (0.01-

3.38) 
0.81 (0.09-

2.94) 
0.60 (0.16-

1.53) 

55-64 years 43.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
40.83 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 44.82 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 40.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 31.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 61.35 
3.27 (0.37-

11.82) 
1.42 (0.52-

3.08) 
0.83 (0.33-

1.72) 
0.88 (0.44-

1.58) 
0.70 (0.42-

1.10) 

Children and 

adolescents 
77.79 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 84.10 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 63.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
59.65 

3.30 (0.37-

11.92) 
1.43 (0.52-

3.11) 
0.84 (0.34-

1.73) 
0.89 (0.44-

1.59) 
0.71 (0.43-

1.10) 

18-24 years 73.34 
6.79 (0.09-

37.76) 
3.93 (1.06-

10.05) 
1.99 (0.54-

5.10) 
1.68 (0.54-

3.93) 
1.42 (0.61-

2.81) 

25-34 years 65.67 0 (NA-NA) 
0.66 (0.01-

3.67) 
0.33 (0-

1.85) 
0.45 (0.05-

1.62) 
0.54 (0.18-

1.27) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 60.65 
6.11 (0.08-

33.97) 
0.88 (0.01-

4.88) 
0.44 (0.01-

2.46) 
0.89 (0.18-

2.60) 
0.51 (0.14-

1.31) 

45-54 years 54.54 0 (NA-NA) 0 (NA-NA) 
1.00 (0.01-

5.55) 
0.67 (0.01-

3.71) 
0.49 (0.06-

1.77) 

55-64 years 52.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
47.89 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 54.01 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 46.86 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 35.66 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 38.76 
3.08 (0.04-

17.11) 
0.89 (0.10-

3.20) 
0.67 (0.13-

1.96) 
1.20 (0.52-

2.37) 
0.82 (0.42-

1.44) 

Children and 

adolescents 
71.78 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 86.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 39.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
28.34 

3.10 (0.04-

17.25) 
0.89 (0.10-

3.22) 
0.68 (0.14-

1.97) 
1.21 (0.52-

2.38) 
0.83 (0.43-

1.45) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 30.05 0 (NA-NA) 
1.79 (0.02-

9.95) 
0.90 (0.01-

5.03) 
1.22 (0.14-

4.41) 
0.96 (0.19-

2.79) 

25-34 years 25.28 
8.97 (0.12-

49.93) 
1.29 (0.02-

7.19) 
0.65 (0.01-

3.62) 
0.88 (0.10-

3.16) 
0.63 (0.13-

1.85) 

35-44 years 24.81 0 (NA-NA) 0 (NA-NA) 
0.90 (0.01-

5.00) 
1.81 (0.36-

5.28) 
1.03 (0.28-

2.64) 

45-54 years 28.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.04 (0.01-

5.79) 
0.77 (0.09-

2.78) 

55-64 years 34.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
32.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 34.98 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 33.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 24.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.34.i.A. Historical incidence rates and standardized morbidity ratios of multisystem inflammatory syndrome 
in Italy for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.34.i.C. Historical incidence rates and standardized morbidity ratios of multisystem inflammatory syndrome 
in United Kingdom for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.34.ii.A. Historical incidence rates and standardized morbidity ratios of multisystem inflammatory syndrome 
in Italy for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.34.ii.C. Historical incidence rates and standardized morbidity ratios of multisystem inflammatory syndrome 
in United Kingdom for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.34.iii.C. Historical incidence rates and standardized morbidity ratios of multisystem inflammatory syndrome 
in United Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.34.iv.A. Historical incidence rates and standardized morbidity ratios of multisystem inflammatory syndrome 
in Italy for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.34.iv.C. Historical incidence rates and standardized morbidity ratios of multisystem inflammatory syndrome 
in United Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.35.i.A. Historical incidence rates and standardized morbidity ratios of sudden death in Italy for first dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.35.i.C. Historical incidence rates and standardized morbidity ratios of sudden death in United Kingdom for 
first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.06 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
6.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 3.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 15.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.12 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.18 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 5.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 13.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 1.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
7.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 3.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 6.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 19.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.35.ii.A. Historical incidence rates and standardized morbidity ratios of sudden death in Italy for second dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.35.ii.C. Historical incidence rates and standardized morbidity ratios of sudden death in United Kingdom for 
second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.06 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
6.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 3.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 15.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.12 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.18 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 5.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 13.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 1.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
7.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 3.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 6.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 19.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.35.iii.C. Historical incidence rates and standardized morbidity ratios of sudden death in United Kingdom for 
third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.06 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
6.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 3.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.73 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 15.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.12 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.18 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 5.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 13.24 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 1.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
7.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

1289



 

Page 1290 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 3.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 6.48 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 19.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 

  

1290



 

Page 1291 of 1342 

Appendix Table 4.35.iv.A. Historical incidence rates and standardized morbidity ratios of sudden death in Italy for any dose 
during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 0.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

1292



 

Page 1293 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Females 0.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

45-54 years 0.12 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 0.14 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

65-74 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.07 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

55-64 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 0.17 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.35.iv.C. Historical incidence rates and standardized morbidity ratios of sudden death in United Kingdom for 
any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.06 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.09 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.47 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
6.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 3.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 5.73 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

1297



 

Page 1298 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 15.67 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 1.31 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0.12 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0.18 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.36 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

25-34 years 0.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.15 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.26 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
5.60 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 2.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 5.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 13.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 1.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 0 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
0.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 0.09 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 0.05 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 0.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 0.68 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 1.45 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
7.58 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 3.92 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 6.48 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 19.24 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.36.i.A. Historical incidence rates and standardized morbidity ratios of death of any cause in Italy for first 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1,174.40 
0.79 (0.29-

1.72) 
0.88 (0.64-

1.17) 
1.30 (1.09-

1.54) 
1.54 (1.32-

1.78) 
2.00 (1.76-

2.27) 

Children and 

adolescents 
14.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 14.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 13.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
198.07 

1.93 (0.62-

4.51) 
0.73 (0.39-

1.25) 
1.04 (0.73-

1.45) 
1.14 (0.85-

1.50) 
1.55 (1.21-

1.95) 

18-24 years 28.29 0 (NA-NA) 0 (NA-NA) 
1.12 (0.01-

6.20) 
0.85 (0.01-

4.72) 
1.66 (0.19-

5.98) 

25-34 years 35.27 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.85 (0.01-

4.71) 

35-44 years 73.37 0 (NA-NA) 0 (NA-NA) 
0.24 (0-

1.32) 
0.35 (0.04-

1.26) 
0.51 (0.10-

1.49) 

45-54 years 190.73 
3.65 (0.41-

13.19) 
1.08 (0.29-

2.76) 
1.56 (0.78-

2.80) 
1.58 (0.86-

2.65) 
2.07 (1.25-

3.24) 

55-64 years 507.35 
1.90 (0.38-

5.56) 
0.83 (0.38-

1.57) 
1.08 (0.68-

1.61) 
1.23 (0.85-

1.72) 
1.62 (1.19-

2.16) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
4,154.40 

0.20 (0-

1.11) 
0.95 (0.66-

1.34) 
1.43 (1.16-

1.74) 
1.78 (1.49-

2.11) 
2.27 (1.95-

2.63) 

65-74 years 1,315.73 0 (NA-NA) 
0.84 (0.46-

1.40) 
1.23 (0.88-

1.67) 
1.69 (1.30-

2.17) 
2.32 (1.87-

2.85) 

75-79 years 2,990.90 
0.51 (0.01-

2.86) 
0.66 (0.30-

1.26) 
1.26 (0.87-

1.76) 
1.51 (1.09-

2.04) 
1.93 (1.46-

2.51) 

≥ 80 years 9,877.38 0 (NA-NA) 
2.31 (1.11-

4.25) 
2.73 (1.73-

4.10) 
2.99 (1.97-

4.35) 
3.11 (2.11-

4.42) 

Females 1,163.14 
0.77 (0.09-

2.77) 
1.17 (0.72-

1.79) 
1.56 (1.18-

2.03) 
1.76 (1.38-

2.21) 
2.29 (1.86-

2.78) 

Children and 

adolescents 
11.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 13.28 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 8.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
151.42 

2.13 (0.24-

7.70) 
0.78 (0.25-

1.82) 
1.28 (0.73-

2.08) 
1.54 (1.00-

2.28) 
2.07 (1.44-

2.89) 

18-24 years 16.54 0 (NA-NA) 0 (NA-NA) 
4.05 (0.05-

22.51) 
3.05 (0.04-

16.99) 
5.96 (0.67-

21.52) 

25-34 years 25.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 58.96 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.46 (0.01-

2.56) 
0.90 (0.10-

3.24) 

45-54 years 150.43 
4.81 (0.06-

26.74) 
1.42 (0.16-

5.13) 
2.62 (1.05-

5.39) 
2.68 (1.22-

5.09) 
3.73 (1.98-

6.37) 

55-64 years 375.26 
1.77 (0.02-

9.84) 
0.77 (0.15-

2.25) 
1.05 (0.45-

2.06) 
1.40 (0.77-

2.35) 
1.72 (1.02-

2.72) 

Elderly (≥ 65 

years) 
3,874.50 0 (NA-NA) 

1.39 (0.80-

2.26) 
1.72 (1.22-

2.35) 
1.90 (1.40-

2.53) 
2.43 (1.87-

3.10) 

65-74 years 970.72 0 (NA-NA) 
1.46 (0.63-

2.87) 
1.47 (0.84-

2.38) 
1.95 (1.25-

2.90) 
2.46 (1.68-

3.48) 

75-79 years 2,325.11 0 (NA-NA) 
0.67 (0.13-

1.96) 
1.57 (0.86-

2.64) 
1.52 (0.83-

2.54) 
2.04 (1.25-

3.15) 

≥ 80 years 9,085.36 0 (NA-NA) 
3.31 (1.07-

7.72) 
3.12 (1.42-

5.92) 
2.82 (1.29-

5.36) 
3.35 (1.73-

5.84) 

Males 1,186.65 
0.80 (0.22-

2.05) 
0.72 (0.47-

1.07) 
1.16 (0.92-

1.45) 
1.43 (1.17-

1.72) 
1.85 (1.57-

2.17) 

Children and 

adolescents 
16.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 15.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

12-17 years 18.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
246.70 

1.82 (0.36-

5.30) 
0.71 (0.30-

1.39) 
0.91 (0.55-

1.40) 
0.91 (0.60-

1.34) 
1.25 (0.88-

1.73) 

18-24 years 39.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 45.70 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.24 (0.02-

6.88) 

35-44 years 88.54 0 (NA-NA) 0 (NA-NA) 
0.38 (0-

2.12) 
0.28 (0-

1.56) 
0.27 (0-

1.52) 

45-54 years 233.02 
2.95 (0.04-

16.39) 
0.87 (0.10-

3.14) 
0.92 (0.25-

2.35) 
0.91 (0.29-

2.12) 
1.06 (0.39-

2.30) 

55-64 years 650.72 
1.97 (0.22-

7.13) 
0.86 (0.31-

1.87) 
1.09 (0.61-

1.80) 
1.13 (0.69-

1.74) 
1.57 (1.05-

2.25) 

Elderly (≥ 65 

years) 
4,523.22 

0.30 (0-

1.67) 
0.73 (0.43-

1.18) 
1.28 (0.98-

1.66) 
1.72 (1.38-

2.13) 
2.20 (1.81-

2.64) 

65-74 years 1,710.37 0 (NA-NA) 
0.53 (0.20-

1.16) 
1.12 (0.72-

1.65) 
1.57 (1.11-

2.14) 
2.25 (1.71-

2.90) 

75-79 years 3,844.97 
0.77 (0.01-

4.27) 
0.66 (0.24-

1.44) 
1.11 (0.68-

1.71) 
1.50 (1.00-

2.17) 
1.88 (1.32-

2.59) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 11,245.18 0 (NA-NA) 
1.77 (0.57-

4.14) 
2.53 (1.38-

4.24) 
3.09 (1.83-

4.88) 
2.98 (1.79-

4.65) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.36.i.C. Historical incidence rates and standardized morbidity ratios of death of any cause in United Kingdom 
for first dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 765.50 0 (NA-NA) 
0.65 (0.21-

1.51) 
0.53 (0.23-

1.04) 
0.49 (0.24-

0.88) 
0.75 (0.51-

1.06) 

Children and 

adolescents 
15.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 13.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 19.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
229.03 0 (NA-NA) 

0.72 (0.23-

1.68) 
0.51 (0.20-

1.05) 
0.49 (0.23-

0.90) 
0.76 (0.51-

1.10) 

18-24 years 39.34 0 (NA-NA) 
1.37 (0.02-

7.61) 
1.38 (0.16-

4.99) 
0.93 (0.10-

3.35) 
1.86 (0.74-

3.83) 

25-34 years 49.23 0 (NA-NA) 
0.68 (0.01-

3.79) 
0.34 (0-

1.91) 
0.69 (0.14-

2.02) 
0.66 (0.21-

1.54) 

35-44 years 106.19 0 (NA-NA) 
0.95 (0.11-

3.42) 
0.48 (0.05-

1.72) 
0.48 (0.10-

1.40) 
0.73 (0.31-

1.43) 

45-54 years 252.69 0 (NA-NA) 
0.45 (0.01-

2.51) 
0.45 (0.05-

1.64) 
0.30 (0.03-

1.10) 
0.44 (0.16-

0.96) 

55-64 years 623.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.45 (0.29-

4.24) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
3,589.08 0 (NA-NA) 0 (NA-NA) 

0.71 (0.01-

3.94) 
0.53 (0.01-

2.92) 
0.60 (0.07-

2.15) 

65-74 years 1,577.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.78 (0.01-

4.35) 

75-79 years 3,354.18 0 (NA-NA) 0 (NA-NA) 
5.17 (0.07-

28.78) 
3.67 (0.05-

20.43) 
1.89 (0.02-

10.53) 

≥ 80 years 8,691.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 745.97 0 (NA-NA) 
0.38 (0-

2.10) 
0.58 (0.12-

1.69) 
0.39 (0.08-

1.15) 
0.43 (0.16-

0.93) 

Children and 

adolescents 
13.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 12.32 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 14.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
191.20 0 (NA-NA) 

0.43 (0.01-

2.39) 
0.43 (0.05-

1.57) 
0.29 (0.03-

1.05) 
0.40 (0.13-

0.92) 

18-24 years 24.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 36.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 86.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.52 (0.06-

1.89) 

45-54 years 216.91 0 (NA-NA) 
1.24 (0.02-

6.90) 
1.25 (0.14-

4.51) 
0.84 (0.09-

3.02) 
0.40 (0.05-

1.46) 

55-64 years 509.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.47 (0.02-

8.16) 

Elderly (≥ 65 

years) 
3,310.04 0 (NA-NA) 0 (NA-NA) 

1.75 (0.02-

9.76) 
1.30 (0.02-

7.26) 
0.71 (0.01-

3.97) 

65-74 years 1,280.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 2,760.19 0 (NA-NA) 0 (NA-NA) 
12.81 (0.17-

71.24) 
9.18 (0.12-

51.09) 
3.91 (0.05-

21.76) 

≥ 80 years 8,018.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 784.51 0 (NA-NA) 
0.79 (0.21-

2.01) 
0.50 (0.16-

1.17) 
0.54 (0.23-

1.07) 
0.91 (0.59-

1.35) 

Children and 

adolescents 
17.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 14.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 24.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
264.37 0 (NA-NA) 

0.87 (0.23-

2.23) 
0.55 (0.18-

1.28) 
0.59 (0.25-

1.16) 
0.95 (0.61-

1.41) 

18-24 years 51.71 0 (NA-NA) 
1.84 (0.02-

10.21) 
1.85 (0.21-

6.68) 
1.24 (0.14-

4.49) 
2.46 (0.99-

5.07) 

25-34 years 60.88 0 (NA-NA) 
0.99 (0.01-

5.48) 
0.50 (0.01-

2.76) 
1.00 (0.20-

2.92) 
0.94 (0.30-

2.20) 

35-44 years 125.25 0 (NA-NA) 
1.47 (0.16-

5.29) 
0.74 (0.08-

2.66) 
0.74 (0.15-

2.16) 
0.83 (0.30-

1.82) 

45-54 years 287.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.47 (0.13-

1.19) 

55-64 years 734.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.45 (0.16-

5.22) 

Elderly (≥ 65 

years) 
3,916.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.51 (0.01-

2.84) 

65-74 years 1,895.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
1.44 (0.02-

8.01) 

75-79 years 4,057.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 9,680.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.36.ii.A. Historical incidence rates and standardized morbidity ratios of death of any cause in Italy for second 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1,174.40 
1.19 (0.51-

2.35) 
1.13 (0.84-

1.48) 
1.58 (1.33-

1.86) 
1.65 (1.44-

1.88) 
2.24 (2.08-

2.40) 

Children and 

adolescents 
14.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 14.40 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 13.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
198.07 

0.50 (0.01-

2.79) 
1.37 (0.81-

2.16) 
1.59 (1.14-

2.16) 
1.62 (1.24-

2.08) 
2.79 (2.42-

3.20) 

18-24 years 28.29 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 35.27 
33.07 (0.43-

184.00) 
6.57 (0.09-

36.58) 
7.79 (0.87-

28.12) 
8.71 (1.75-

25.44) 
6.62 (2.13-

15.45) 

35-44 years 73.37 0 (NA-NA) 
1.70 (0.19-

6.13) 
2.27 (0.73-

5.31) 
2.10 (0.77-

4.57) 
3.48 (1.90-

5.83) 

45-54 years 190.73 0 (NA-NA) 
2.10 (0.56-

5.37) 
2.24 (0.96-

4.41) 
2.17 (1.08-

3.89) 
3.44 (2.42-

4.74) 

55-64 years 507.35 0 (NA-NA) 
1.14 (0.57-

2.03) 
1.35 (0.88-

1.97) 
1.42 (1.02-

1.93) 
2.60 (2.19-

3.06) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
4,154.40 

1.49 (0.60-

3.06) 
1.03 (0.72-

1.45) 
1.57 (1.28-

1.91) 
1.66 (1.42-

1.94) 
2.09 (1.92-

2.27) 

65-74 years 1,315.73 
1.75 (0.47-

4.47) 
1.00 (0.57-

1.62) 
1.47 (1.08-

1.96) 
1.71 (1.36-

2.13) 
2.34 (2.08-

2.63) 

75-79 years 2,990.90 
1.07 (0.12-

3.87) 
1.00 (0.53-

1.71) 
1.46 (1.03-

2.01) 
1.52 (1.15-

1.95) 
1.81 (1.57-

2.07) 

≥ 80 years 9,877.38 
1.81 (0.02-

10.05) 
1.30 (0.42-

3.04) 
2.38 (1.41-

3.77) 
1.96 (1.23-

2.97) 
2.10 (1.64-

2.64) 

Females 1,163.14 
0.44 (0.01-

2.46) 
1.10 (0.64-

1.76) 
1.67 (1.24-

2.19) 
1.69 (1.34-

2.12) 
2.60 (2.31-

2.91) 

Children and 

adolescents 
11.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 13.28 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 8.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
151.42 0 (NA-NA) 

1.48 (0.59-

3.04) 
1.94 (1.15-

3.07) 
1.85 (1.19-

2.73) 
3.46 (2.78-

4.26) 

18-24 years 16.54 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 25.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
8.97 (0.12-

49.92) 
12.17 (2.45-

35.55) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 58.96 0 (NA-NA) 0 (NA-NA) 
3.73 (0.75-

10.90) 
3.83 (1.03-

9.79) 
6.04 (2.76-

11.47) 

45-54 years 150.43 0 (NA-NA) 
4.11 (0.83-

12.01) 
3.66 (1.18-

8.53) 
2.58 (0.83-

6.02) 
3.40 (1.86-

5.70) 

55-64 years 375.26 0 (NA-NA) 
1.16 (0.31-

2.96) 
1.45 (0.69-

2.66) 
1.46 (0.81-

2.40) 
3.20 (2.45-

4.11) 

Elderly (≥ 65 

years) 
3,874.50 

0.65 (0.01-

3.62) 
0.93 (0.45-

1.72) 
1.55 (1.06-

2.17) 
1.63 (1.22-

2.14) 
2.34 (2.03-

2.69) 

65-74 years 970.72 0 (NA-NA) 
0.57 (0.12-

1.68) 
1.53 (0.88-

2.49) 
1.85 (1.24-

2.66) 
2.80 (2.30-

3.37) 

75-79 years 2,325.11 
1.63 (0.02-

9.07) 
1.17 (0.38-

2.73) 
1.52 (0.81-

2.60) 
1.33 (0.77-

2.13) 
1.86 (1.44-

2.36) 

≥ 80 years 9,085.36 0 (NA-NA) 
1.66 (0.19-

5.99) 
1.70 (0.46-

4.36) 
1.72 (0.63-

3.75) 
2.33 (1.49-

3.46) 

Males 1,186.65 
1.57 (0.63-

3.24) 
1.14 (0.80-

1.59) 
1.53 (1.24-

1.88) 
1.63 (1.38-

1.92) 
2.06 (1.88-

2.26) 

Children and 

adolescents 
16.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 15.46 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

12-17 years 18.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
246.70 

0.78 (0.01-

4.36) 
1.30 (0.65-

2.33) 
1.40 (0.88-

2.09) 
1.50 (1.05-

2.07) 
2.42 (2.00-

2.91) 

18-24 years 39.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 45.70 
49.29 (0.64-

274.25) 
9.71 (0.13-

54.04) 
11.49 (1.29-

41.48) 
8.58 (0.96-

30.97) 
3.93 (0.44-

14.20) 

35-44 years 88.54 0 (NA-NA) 
2.68 (0.30-

9.68) 
1.43 (0.16-

5.18) 
1.10 (0.12-

3.98) 
1.97 (0.63-

4.60) 

45-54 years 233.02 0 (NA-NA) 
0.85 (0.01-

4.72) 
1.36 (0.27-

3.97) 
1.92 (0.70-

4.18) 
3.46 (2.19-

5.19) 

55-64 years 650.72 0 (NA-NA) 
1.12 (0.45-

2.32) 
1.29 (0.74-

2.09) 
1.40 (0.92-

2.05) 
2.28 (1.82-

2.82) 

Elderly (≥ 65 

years) 
4,523.22 

1.89 (0.69-

4.12) 
1.08 (0.69-

1.61) 
1.59 (1.24-

2.00) 
1.68 (1.38-

2.02) 
1.97 (1.78-

2.19) 

65-74 years 1,710.37 
2.59 (0.70-

6.64) 
1.21 (0.64-

2.06) 
1.44 (0.98-

2.05) 
1.65 (1.23-

2.15) 
2.14 (1.84-

2.47) 

75-79 years 3,844.97 
0.80 (0.01-

4.44) 
0.91 (0.39-

1.80) 
1.43 (0.93-

2.11) 
1.61 (1.16-

2.17) 
1.78 (1.50-

2.11) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 11,245.18 
2.64 (0.03-

14.71) 
1.14 (0.23-

3.33) 
2.69 (1.47-

4.51) 
2.07 (1.18-

3.36) 
2.00 (1.48-

2.64) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.36.ii.C. Historical incidence rates and standardized morbidity ratios of death of any cause in United Kingdom 
for second dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 765.50 0 (NA-NA) 
0.30 (0.03-

1.08) 
0.30 (0.08-

0.77) 
0.25 (0.08-

0.59) 
0.19 (0.10-

0.34) 

Children and 

adolescents 
15.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 13.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 19.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
229.03 0 (NA-NA) 

0.16 (0-

0.89) 
0.24 (0.05-

0.70) 
0.22 (0.06-

0.55) 
0.18 (0.09-

0.34) 

18-24 years 39.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.57 (0.06-

2.04) 

25-34 years 49.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.27 (0-

1.51) 
0.22 (0.02-

0.79) 

35-44 years 106.19 0 (NA-NA) 0 (NA-NA) 
0.25 (0-

1.38) 
0.17 (0-

0.92) 
0.11 (0.01-

0.40) 

45-54 years 252.69 0 (NA-NA) 0 (NA-NA) 
0.23 (0-

1.31) 
0.16 (0-

0.87) 
0.14 (0.03-

0.41) 

55-64 years 623.43 0 (NA-NA) 
3.43 (0.04-

19.10) 
1.76 (0.02-

9.77) 
1.20 (0.02-

6.67) 
0.47 (0.01-

2.63) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
3,589.08 0 (NA-NA) 

2.39 (0.03-

13.28) 
1.22 (0.02-

6.77) 
0.83 (0.01-

4.64) 
0.31 (0-

1.73) 

65-74 years 1,577.38 0 (NA-NA) 
5.22 (0.07-

29.03) 
2.68 (0.03-

14.89) 
1.82 (0.02-

10.12) 
0.67 (0.01-

3.70) 

75-79 years 3,354.18 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 8,691.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 745.97 0 (NA-NA) 
0.43 (0.01-

2.41) 
0.44 (0.05-

1.57) 
0.29 (0.03-

1.06) 
0.20 (0.05-

0.51) 

Children and 

adolescents 
13.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 12.32 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 14.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
191.20 0 (NA-NA) 0 (NA-NA) 

0.23 (0-

1.30) 
0.16 (0-

0.88) 
0.16 (0.03-

0.46) 

18-24 years 24.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 36.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 86.30 0 (NA-NA) 0 (NA-NA) 
0.69 (0.01-

3.86) 
0.47 (0.01-

2.59) 
0.31 (0.03-

1.12) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

45-54 years 216.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.13 (0-

0.70) 

55-64 years 509.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3,310.04 0 (NA-NA) 

6.24 (0.08-

34.72) 
3.18 (0.04-

17.69) 
2.16 (0.03-

12.03) 
0.78 (0.01-

4.32) 

65-74 years 1,280.28 0 (NA-NA) 
11.77 (0.15-

65.46) 
6.05 (0.08-

33.68) 
4.12 (0.05-

22.93) 
1.55 (0.02-

8.61) 

75-79 years 2,760.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 8,018.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 784.51 0 (NA-NA) 
0.23 (0-

1.27) 
0.23 (0.03-

0.83) 
0.23 (0.05-

0.68) 
0.19 (0.08-

0.39) 

Children and 

adolescents 
17.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 14.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 24.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
264.37 0 (NA-NA) 

0.24 (0-

1.35) 
0.24 (0.03-

0.88) 
0.25 (0.05-

0.72) 
0.20 (0.08-

0.41) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

18-24 years 51.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.77 (0.09-

2.76) 

25-34 years 60.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.40 (0.01-

2.20) 
0.32 (0.04-

1.16) 

35-44 years 125.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 287.21 0 (NA-NA) 0 (NA-NA) 
0.37 (0-

2.06) 
0.25 (0-

1.38) 
0.15 (0.02-

0.53) 

55-64 years 734.76 0 (NA-NA) 
5.31 (0.07-

29.53) 
2.71 (0.04-

15.07) 
1.84 (0.02-

10.25) 
0.71 (0.01-

3.97) 

Elderly (≥ 65 

years) 
3,916.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1,895.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 4,057.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 9,680.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.36.iii.C. Historical incidence rates and standardized morbidity ratios of death of any cause in United 
Kingdom for third dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 765.50 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
15.33 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 13.34 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 19.84 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
229.03 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 39.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 49.23 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 106.19 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 252.69 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 623.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3,589.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1,577.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 3,354.18 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

1325



 

Page 1326 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

≥ 80 years 8,691.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 745.97 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
13.10 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 12.32 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 14.91 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
191.20 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 24.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 36.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 86.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 216.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 509.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3,310.04 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

65-74 years 1,280.28 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 2,760.19 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 8,018.49 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Males 784.51 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Children and 

adolescents 
17.42 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

<12 years 14.32 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 24.30 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

Adults (18-64 

years) 
264.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

18-24 years 51.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 60.88 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

35-44 years 125.25 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

45-54 years 287.21 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

55-64 years 734.76 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Elderly (≥ 65 

years) 
3,916.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

65-74 years 1,895.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

75-79 years 4,057.53 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

≥ 80 years 9,680.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.36.iv.A. Historical incidence rates and standardized morbidity ratios of death of any cause in Italy for any 
dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 1,174.40 
0.98 (0.53-

1.64) 
0.99 (0.81-

1.21) 
1.43 (1.27-

1.61) 
1.60 (1.45-

1.76) 
2.17 (2.04-

2.31) 

Children and 

adolescents 
14.13 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 14.40 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 13.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
198.07 

1.31 (0.48-

2.85) 
1.00 (0.68-

1.42) 
1.28 (1.01-

1.60) 
1.36 (1.12-

1.64) 
2.31 (2.04-

2.59) 

18-24 years 28.29 0 (NA-NA) 0 (NA-NA) 
0.77 (0.01-

4.29) 
0.61 (0.01-

3.37) 
1.04 (0.12-

3.74) 

25-34 years 35.27 
9.49 (0.12-

52.79) 
1.52 (0.02-

8.48) 
1.68 (0.19-

6.07) 
2.00 (0.40-

5.83) 
3.10 (1.13-

6.74) 

35-44 years 73.37 0 (NA-NA) 
0.59 (0.07-

2.15) 
0.93 (0.34-

2.03) 
0.93 (0.40-

1.83) 
1.72 (1.00-

2.75) 

45-54 years 190.73 
2.28 (0.26-

8.24) 
1.43 (0.61-

2.81) 
1.79 (1.08-

2.79) 
1.80 (1.16-

2.65) 
2.81 (2.12-

3.65) 

55-64 years 507.35 
1.01 (0.20-

2.95) 
0.97 (0.59-

1.50) 
1.20 (0.89-

1.59) 
1.33 (1.04-

1.66) 
2.27 (1.96-

2.61) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
4,154.40 

0.82 (0.36-

1.62) 
0.99 (0.77-

1.26) 
1.50 (1.30-

1.72) 
1.71 (1.52-

1.92) 
2.13 (1.98-

2.29) 

65-74 years 1,315.73 
0.85 (0.23-

2.18) 
0.92 (0.62-

1.31) 
1.35 (1.08-

1.66) 
1.71 (1.44-

2.01) 
2.34 (2.11-

2.58) 

75-79 years 2,990.90 
0.79 (0.16-

2.30) 
0.83 (0.52-

1.25) 
1.36 (1.06-

1.71) 
1.51 (1.23-

1.84) 
1.83 (1.62-

2.07) 

≥ 80 years 9,877.38 
0.84 (0.01-

4.65) 
1.84 (1.03-

3.03) 
2.57 (1.84-

3.48) 
2.42 (1.79-

3.20) 
2.32 (1.90-

2.81) 

Females 1,163.14 
0.62 (0.12-

1.80) 
1.14 (0.81-

1.56) 
1.61 (1.32-

1.95) 
1.72 (1.46-

2.02) 
2.51 (2.27-

2.77) 

Children and 

adolescents 
11.64 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 13.28 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 8.08 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
151.42 

1.21 (0.14-

4.36) 
1.07 (0.55-

1.88) 
1.56 (1.08-

2.19) 
1.68 (1.25-

2.22) 
2.91 (2.42-

3.47) 

18-24 years 16.54 0 (NA-NA) 0 (NA-NA) 
2.76 (0.04-

15.35) 
2.16 (0.03-

12.02) 
3.69 (0.41-

13.32) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

25-34 years 25.02 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
2.10 (0.03-

11.69) 
4.85 (0.97-

14.16) 

35-44 years 58.96 0 (NA-NA) 0 (NA-NA) 
1.25 (0.25-

3.65) 
1.55 (0.50-

3.63) 
2.96 (1.48-

5.30) 

45-54 years 150.43 
3.00 (0.04-

16.68) 
2.34 (0.75-

5.46) 
2.97 (1.53-

5.18) 
2.64 (1.44-

4.44) 
3.55 (2.34-

5.16) 

55-64 years 375.26 
0.94 (0.01-

5.23) 
0.95 (0.38-

1.96) 
1.24 (0.73-

1.96) 
1.43 (0.96-

2.05) 
2.68 (2.13-

3.34) 

Elderly (≥ 65 

years) 
3,874.50 

0.31 (0-

1.74) 
1.17 (0.76-

1.72) 
1.63 (1.28-

2.06) 
1.75 (1.42-

2.13) 
2.36 (2.09-

2.66) 

65-74 years 970.72 0 (NA-NA) 
1.03 (0.51-

1.84) 
1.50 (1.02-

2.12) 
1.90 (1.42-

2.48) 
2.71 (2.29-

3.20) 

75-79 years 2,325.11 
0.80 (0.01-

4.43) 
0.91 (0.39-

1.80) 
1.55 (1.02-

2.25) 
1.41 (0.96-

2.00) 
1.90 (1.52-

2.34) 

≥ 80 years 9,085.36 0 (NA-NA) 
2.58 (1.03-

5.31) 
2.48 (1.32-

4.24) 
2.25 (1.26-

3.71) 
2.59 (1.81-

3.59) 

Males 1,186.65 
1.16 (0.58-

2.08) 
0.92 (0.70-

1.19) 
1.34 (1.14-

1.55) 
1.54 (1.35-

1.73) 
2.01 (1.86-

2.17) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Children and 

adolescents 
16.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 15.46 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 18.61 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
246.70 

1.37 (0.37-

3.50) 
0.96 (0.58-

1.50) 
1.12 (0.81-

1.51) 
1.18 (0.91-

1.51) 
1.97 (1.67-

2.31) 

18-24 years 39.38 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 45.70 
13.93 (0.18-

77.51) 
2.23 (0.03-

12.41) 
2.46 (0.28-

8.88) 
1.95 (0.22-

7.04) 
2.28 (0.46-

6.65) 

35-44 years 88.54 0 (NA-NA) 
0.95 (0.11-

3.44) 
0.75 (0.15-

2.18) 
0.56 (0.11-

1.63) 
0.97 (0.35-

2.11) 

45-54 years 233.02 
1.84 (0.02-

10.24) 
0.86 (0.17-

2.52) 
1.06 (0.43-

2.19) 
1.28 (0.64-

2.28) 
2.36 (1.58-

3.38) 

55-64 years 650.72 
1.05 (0.12-

3.78) 
0.98 (0.52-

1.68) 
1.19 (0.81-

1.68) 
1.27 (0.93-

1.69) 
2.04 (1.68-

2.45) 

Elderly (≥ 65 

years) 
4,523.22 

1.08 (0.43-

2.22) 
0.91 (0.65-

1.23) 
1.43 (1.19-

1.70) 
1.70 (1.47-

1.95) 
2.02 (1.85-

2.21) 

65-74 years 1,710.37 
1.27 (0.34-

3.25) 
0.86 (0.52-

1.35) 
1.28 (0.96-

1.66) 
1.61 (1.30-

1.98) 
2.16 (1.90-

2.45) 

1333



 

Page 1334 of 1342 

  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

75-79 years 3,844.97 
0.78 (0.09-

2.83) 
0.79 (0.43-

1.32) 
1.27 (0.92-

1.69) 
1.56 (1.22-

1.98) 
1.80 (1.54-

2.09) 

≥ 80 years 11,245.18 
1.26 (0.02-

7.02) 
1.47 (0.63-

2.89) 
2.61 (1.73-

3.77) 
2.51 (1.74-

3.50) 
2.20 (1.71-

2.79) 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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Appendix Table 4.36.iv.C. Historical incidence rates and standardized morbidity ratios of death of any cause in United 
Kingdom for any dose during specified follow-up period after Spikevax vaccination according to age and sex. 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Both sexes 765.50 0 (NA-NA) 
0.48 (0.19-

1.00) 
0.42 (0.22-

0.74) 
0.38 (0.22-

0.62) 
0.42 (0.31-

0.57) 

Children and 

adolescents 
15.33 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 13.34 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 19.84 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
229.03 0 (NA-NA) 

0.45 (0.17-

0.99) 
0.38 (0.18-

0.70) 
0.36 (0.20-

0.60) 
0.42 (0.30-

0.58) 

18-24 years 39.34 0 (NA-NA) 
0.77 (0.01-

4.26) 
0.78 (0.09-

2.80) 
0.52 (0.06-

1.89) 
1.23 (0.56-

2.34) 

25-34 years 49.23 0 (NA-NA) 
0.37 (0-

2.05) 
0.19 (0-

1.03) 
0.50 (0.13-

1.28) 
0.42 (0.17-

0.87) 

35-44 years 106.19 0 (NA-NA) 
0.48 (0.05-

1.74) 
0.36 (0.07-

1.06) 
0.33 (0.09-

0.83) 
0.35 (0.17-

0.64) 

45-54 years 252.69 0 (NA-NA) 
0.23 (0-

1.28) 
0.35 (0.07-

1.01) 
0.23 (0.05-

0.68) 
0.26 (0.12-

0.49) 

55-64 years 623.43 0 (NA-NA) 
1.45 (0.02-

8.07) 
0.75 (0.01-

4.19) 
0.52 (0.01-

2.87) 
0.96 (0.26-

2.45) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Elderly (≥ 65 

years) 
3,589.08 0 (NA-NA) 

0.83 (0.01-

4.60) 
0.89 (0.10-

3.22) 
0.64 (0.07-

2.32) 
0.45 (0.09-

1.32) 

65-74 years 1,577.38 0 (NA-NA) 
2.11 (0.03-

11.71) 
1.11 (0.01-

6.17) 
0.77 (0.01-

4.31) 
0.72 (0.08-

2.59) 

75-79 years 3,354.18 0 (NA-NA) 0 (NA-NA) 
3.06 (0.04-

17.03) 
2.14 (0.03-

11.92) 
0.97 (0.01-

5.41) 

≥ 80 years 8,691.71 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Females 745.97 0 (NA-NA) 
0.40 (0.05-

1.45) 
0.51 (0.16-

1.19) 
0.35 (0.11-

0.81) 
0.29 (0.14-

0.54) 

Children and 

adolescents 
13.10 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 12.32 NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) NA (NA-NA) 

12-17 years 14.91 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Adults (18-64 

years) 
191.20 0 (NA-NA) 

0.22 (0-

1.24) 
0.34 (0.07-

0.99) 
0.23 (0.05-

0.66) 
0.25 (0.11-

0.50) 

18-24 years 24.06 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

25-34 years 36.37 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

35-44 years 86.30 0 (NA-NA) 0 (NA-NA) 
0.34 (0-

1.90) 
0.23 (0-

1.28) 
0.39 (0.10-

1.00) 

45-54 years 216.91 0 (NA-NA) 
0.63 (0.01-

3.50) 
0.63 (0.07-

2.28) 
0.42 (0.05-

1.53) 
0.23 (0.05-

0.68) 

55-64 years 509.43 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.72 (0.01-

3.99) 

Elderly (≥ 65 

years) 
3,310.04 0 (NA-NA) 

2.08 (0.03-

11.60) 
2.26 (0.25-

8.16) 
1.63 (0.18-

5.87) 
0.74 (0.08-

2.68) 

65-74 years 1,280.28 0 (NA-NA) 
4.79 (0.06-

26.62) 
2.51 (0.03-

13.98) 
1.75 (0.02-

9.76) 
0.81 (0.01-

4.52) 

75-79 years 2,760.19 0 (NA-NA) 0 (NA-NA) 
7.87 (0.10-

43.80) 
5.57 (0.07-

30.97) 
2.20 (0.03-

12.25) 

≥ 80 years 8,018.49 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

Males 784.51 0 (NA-NA) 
0.53 (0.17-

1.23) 
0.37 (0.15-

0.77) 
0.40 (0.20-

0.71) 
0.49 (0.34-

0.70) 

Children and 

adolescents 
17.42 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

<12 years 14.32 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

12-17 years 24.30 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Adults (18-64 

years) 
264.37 0 (NA-NA) 

0.57 (0.18-

1.34) 
0.40 (0.16-

0.83) 
0.43 (0.21-

0.76) 
0.51 (0.35-

0.73) 

18-24 years 51.71 0 (NA-NA) 
1.03 (0.01-

5.74) 
1.04 (0.12-

3.77) 
0.70 (0.08-

2.54) 
1.65 (0.75-

3.13) 

25-34 years 60.88 0 (NA-NA) 
0.53 (0.01-

2.97) 
0.27 (0-

1.50) 
0.72 (0.19-

1.85) 
0.61 (0.24-

1.25) 

35-44 years 125.25 0 (NA-NA) 
0.75 (0.08-

2.70) 
0.38 (0.04-

1.36) 
0.38 (0.08-

1.10) 
0.32 (0.12-

0.70) 

45-54 years 287.21 0 (NA-NA) 0 (NA-NA) 
0.18 (0-

1.01) 
0.12 (0-

0.68) 
0.27 (0.10-

0.59) 

55-64 years 734.76 0 (NA-NA) 
2.21 (0.03-

12.27) 
1.15 (0.01-

6.38) 
0.79 (0.01-

4.38) 
1.08 (0.22-

3.15) 

Elderly (≥ 65 

years) 
3,916.81 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

0.25 (0-

1.41) 

65-74 years 1,895.44 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
0.64 (0.01-

3.58) 

75-79 years 4,057.53 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 

≥ 80 years 9,680.56 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 0 (NA-NA) 
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  Standardized morbidity ratio (95% CI) according to time period after vaccination 

  

Historical 
incidence rate 
2017-2019 per 
100,000 person 

years 

0-2 days 0-14 days 0-28 days 0-42 days 0 days-end of 
follow-up 

Abbreviations: CI=confidence interval; SMR=standardized morbidity ratio; NA=not available. Note: Yellow cell shading indicates that SMR 
≥2 & number of observed Spikevax exposed cases ≥5. 
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15.2. Appendix 2. Codes used to define AESI and subgroups 

Interim report 2 

codelists for appendix20220324.xlsx
TBA 
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16. Annex 1. List of stand-alone documents 

None. 

17. Annex 2. Additional information 

None. 
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