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Medicines & Healthcare products
Regulatory Agency
10 South Colonnade
Canary Wharf
London
E14 4PU

United Kingdom
gov.uk/mhra

20 February 2024

Dear I
FOI 24/075 - FOI request regarding subject 10841470 male 65, in the Pfizer trial.

Thank you for your request for information, to ensure the background information to your
request is not lost, this response begins with your request history.

Request history
On 12 December 2023, you made the below request for information (FOI 23/972).

“l would be grateful if you would send me all of the information you hold on the
following Pfizer trial participant. He is the placebo group participant who died on
11.1.2021 after having one dose of Moderna COVID-19 vaccine on 23.12.2020, via
his employer.

Please include any tables that his death is recorded in. His death was one of the 38
deaths that occurred between dose 1 and the data cutoff of 13.3.2021 and one of the
29 deaths that occurred during the blinded, placebo-controlled part of the study, so
please include any tables relating to these deaths.

> Participant...........eeevveeveeeeeennnn. 10841470 male 65
>

> Study SPONSOT.......cvvvveiieeeeannn. BioNTech

> Study conducted by................ Pfizer

> Study intervention number.....PF07302048
> Study intervention name........ RNA-Based COVID-19 Vaccine Protocol
number...................... C4591001



>Phase.....cccooeeeiiiiiii 1/2/3

> Short title:

> A Phase 1/2/3 Study to Evaluate the Safety, Tolerability and Efficacy of RNA
Vaccine Candidates Against COVID-19 in Healthy Individuals.”

On 15 Jan 2024, we replied with a refusal under Section 12 of FOIA

“We wish to inform you that we want to be as open as possible in answering requests or
information. We can confirm that MHRA does hold some information within scope of your
request. However, your request is very broad primarily due to the terminology used 'all
information’ ... about a specific trial participant. After preliminary searches we have
established that gathering all the information we hold on this participant, as per the
requirements of the FOIA, would exceed the limits under Section 12 of the FOIA. We
have reached this conclusion because:

e The term 'all' would require us to conduct an expansive search through the clinical
study report, associated annexes, possibly assessment reports, and also any
other material where this participant may be cross-referred to.

Two members staff have spent significant amounts of time locating information in
preliminary searches.

e While the participants death will be recorded in tables in the clinical study report
this will be not be linked with the subject number-which in this document will
appear on a separate page. Therefore, the cause/s of death and other details
would need to be manually cross-referenced to other relevant tables in the clinical
study report.

e Clinical trial information has been submitted in tranches throughout the lifecycle of
the vaccine.

Section 12(1) of the FOIA allows MHRA to refuse a request for information if we
estimate that the cost of complying with the request would exceed the appropriate
fees limit for determining whether we hold the information, and in locating, retrieving
and extracting the information. Whilst we have located some of information within
scope of your request, it has become clear that the cost limit would be exceeded by a
complete search as set out in section 12(1) of the FOIA and we have therefore
ceased any further searches. Section 16 of the Freedom of Information Act requires
MHRA to provide advice and assistance to the requestor, and this is provided below.

Advice and assistance
If you wish to submit a narrowed request, we would suggest requesting the



participant's narrative of death which in the adjacent pages is accompanied by tables
of the participants biometric information. However, we would like to advise that FOI is
a disclosure to the world and on receipt of a narrowed request, we will need to
consider whether any exemptions under the FOI apply - we'd therefore like to make
you aware that health information relating to deceased individuals may be covered by
section 41 (information provided in confidence).

If you wish, it may be an option for you to approach the Marketing Authorisation
Holder (MAH) with your enquiry directly: Contact Information for Healthcare
Professionals | Pfizer Medical Information — UK”

On 23 January 2024 you replied with following request:

“Many thanks for your reply.
I much appreciate that you have explained the issues.
In view of what you have said, could you please send me the following:

1. The subjects narrative report.

2. Any tables you have tabulating deaths in the Pfizer trial similar to the two | enclose
below (first page of each enclosed) complete with footnotes. The first is already
available on the FDA website in a BLA Clinical Review Memorandum and the
second is now available to the public at the US Public Health and Medical
Practitioners for Transparency website after the intervention of a federal judge.
The FDA'’s version of his narrative record is also available unredacted at that
website (copy below). You do not need to add any participant number if it is not
already in the table.

3. The results of his 2 antibody tests, blood was taken for immunogenicity at visit 1
on 30.9.20 and visit 3 on 18.11.20.”

Screenshots of similar information available on the FDA website and another public website
were also provided with your request. In order to reduce the length of this letter, your
screenshots are included in the annex | of this letter.

Our response



Regarding your request MHRA estimate that compliance with this request would exceed the
appropriate limit under Section 12 of the Freedom of Information (FOI) Act 2000, which is set
at 24 working hours per request. Public authorities are not obliged to work past the
appropriate limit under Section 12(1) of the FOI Act 2000 and we are, therefore,
unfortunately refusing your request.

Explanation of steps needed to identify, locate, extract and retrieve the information:

In terms of the 2"? question the phrasing was “Any tables you have tabulating deaths
in the Pfizer trial similar to the two | enclose below (first page of each enclosed)
complete with footnotes.” While we appreciate the screenshots were intended to be
helpful to direct our search. The first appears to be the FDA’s assessment of deaths
associated with cardiovascular disease. I've identified the screenshot as originating
from the following document: https://www.fda.gov/media/152256/download. A
document which relates to a Biologics License Application (BLA) Clinical Review
Memorandum. The language of ‘similar to’ is quite non-specific we would need to
check the iterative versions of internal assessment reports to ascertain if ‘similar’
information is held. Please also note, the MHRA produces public assessment reports,
based on MHRA'’s assessor’s reports which are available online, for example:
https://assets.publishing.service.gov.uk/media/63529601e90e07768265¢115/COVID-
19 mRNA Vaccine BNT162b2 UKPAR _ PFIZER BIONTECH ext of indication
11.6.2021.pdf .
The second screenshot appears to relate to documentation submitted to the FDA by
Pfizer/BioNtech. It is likely that we hold the same specific table/document, however,
once again from the wording/phrasing of ‘similar to’, it is unclear what specifically you
are requesting; the same table, or similar tables and what form these might take, for
example, deaths occurring earlier or later within the different clinical trial data cut-off
points? Therefore, we would need to check all sequences with clinical data to check if
similar tables are included. A clinical assessor has identified ~280 sequences
(indexes of files) that are likely to contain clinical data. A key point is that while we can
check a date when a sequence of data was submitted to MHRA, it is more difficult to
establish the dates referred to in the documents provided in a specific sequence. A
further point is that while we can search for a specific subject/participant within a
document, we do not currently have the facility to reliably search for the same across
multiple documents in a sequence/s, this significantly increases the amount of time
required to conduct searches, as each file needs to be opened.

o Due to the non-specific wording of part 2 of your request, to avoid inadvertently
restricting your request's scope. We interpret ‘similar to’, to take on a broad
meaning, one that would include tables related to this participant, their data
and tables related to deaths occurring in the trial C4591001.

Please note, responses can be received by MHRA from the company, and these are
stored in a different module of the dossier. A response or set of responses could
include tables of deaths / death listings, and comments on deaths. Therefore, we
would need to check at least two locations in the above-mentioned sequences. A later
response may cross-reference earlier data, so it is difficult to arrive at time window of
sequences to narrow the search to suggest a refinement in this manner. Please also
note, responses files are often not titled based on their content. Instead, these are
usually numbered and so locating which responses may contain tables on deaths (if
any) will be a highly time-consuming manual cross-checking exercise. A screen-shot
example is provided below to illustrate this:



https://www.fda.gov/media/152256/download
https://assets.publishing.service.gov.uk/media/63529601e90e07768265c115/COVID-19_mRNA_Vaccine_BNT162b2__UKPAR___PFIZER_BIONTECH_ext_of_indication_11.6.2021.pdf
https://assets.publishing.service.gov.uk/media/63529601e90e07768265c115/COVID-19_mRNA_Vaccine_BNT162b2__UKPAR___PFIZER_BIONTECH_ext_of_indication_11.6.2021.pdf
https://assets.publishing.service.gov.uk/media/63529601e90e07768265c115/COVID-19_mRNA_Vaccine_BNT162b2__UKPAR___PFIZER_BIONTECH_ext_of_indication_11.6.2021.pdf
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e While FOI is motive blind, sharing more details about the intention of your request
may help us to identify the specific information sought. We are also unclear why the
same narrative document as held by the FDA has been requested. However, we can
provide this information, and this will be discussed further in our advice and
assistance to you.

Section 16 of FOI Act outlines responsibilities to provide reasonable advice and assistance
to people who propose to make, or have made, requests for information. In order to assist
you, we would like to mention that the EMA host clinical data for the Pfizer/BioNTech
Vaccine, please note the current authorisation for this vaccine in Great Britain was granted
under the Reliance procedure. While we fully expect the clinical data hosted on this site to
be identical to that held by MHRA for the trial, we could only establish this by conducting a
page-by-page verification. In terms of part 3. of your request, we are unsure if you are
requesting a binary C-19 antibody test result for this participant e.g. positive Y/N, or details
of any test antibody test results for this participant that may have occurred throughout the
trial. | also note that the published study for this trial mentions “(SARS-CoV-2 N-binding
antibody) will be reported later”, this means we may hold more detailed information on
antibody testing results. Nonetheless,

In terms of a refined request, we would suggest proceeding with part 1. of your
request only:

1. The subjects narrative report.”

We hold the text narrative and three introductory pages of tables concerning demographic
details and medical history for the participant. Please note, while we expect to be able to
release this information, it is still possible that some of these details will be exempt under a
certain section or sections of the FOIA.

We trust that you will find this guidance of use. However, if you disagree with how we have
interpreted the Freedom of Information Act 2000 in answering your request, you can ask us
to review our actions and decisions by writing to: info@mbhra.gov.uk, and requesting an
internal review.

Please note that your internal review request must be in a recordable format (email, letter,
audio tape etc.), and that you have 40 working days upon receipt of this letter to ask for a
review. We aim to provide a full response to your review request within 20 working days of
its receipt. Please quote the reference number above in any future communications.


https://clinicaldata.ema.europa.eu/web/cdp/home
https://www.gov.uk/guidance/european-commission-ec-decision-reliance-procedure
mailto:info@mhra.gov.uk

If you are not content with the outcome of the internal review, you would have the right to
apply directly to the Information Commissioner for a decision. Please bear in mind that the
Information Commissioner will not normally review our handling of your request unless you
have first contacted us to conduct an internal review. The Information Commissioner can be
contacted online via an electronic form: https://ico.org.uk/make-a-complaint/foi-and-eir-
complaints/foi-and-eir-complaints/

Or in writing to:

Information Commissioner’s Office,
Woycliffe House,

Water Lane,

Wilmslow,

Cheshire,

SK9 5AF

Yours sincerely,

MHRA Customer Experience Centre
Communications and engagement team

Medicines and Healthcare products Regulatory Agency
10 South Colonnade, Canary Wharf, London E14 4PU
Telephone 020 3080 6000

Annex | - screenshots provided with request 24/075.


https://ico.org.uk/make-a-complaint/foi-and-eir-complaints/foi-and-eir-complaints/
https://ico.org.uk/make-a-complaint/foi-and-eir-complaints/foi-and-eir-complaints/

< Mail 13:08 Fri§ Jan e FToOvE

Clinical Reviewers: Susan Wollersheim, MD and Ann Schwartz, MD
STN:125742

prolocol-specified efficacy analyses of severe COVID-19 cases, Abbreviated narratives
are provided for those participants who died from COVID-19 in Appendix C.

Cardiac conditions were reported as the cause of death for 9 participants (cardiac arrest
7], congestive heart fadure (1) and cardiovascular disease [1) who had received at least
one dose of BNT16202. The time from the last dose of BNT-16202 to a cardiac- related
death was 25-128 days. The event occurring 25 days from Dose 1 BNT16202 occurred
in a subject who had previously received two doses of placebo and was classified as

occurring 15-81 days following study intervention (placebo). This excludes deaths due
1o COVID-19 which may have included cardiac-related presentations as part of the
clinical course.

Reviewer Comment: Based on clinical review of the individual cases, the lack of a
clear lemporal association fo vaccination, the presence of confounding factors (e.g..

pre-existing comorbiciies) and the small number of cases, FDA assessed these
deaths as unbikely 10 be refated to vaccination.
Table 32, Deaths from Dose 1 to Data Cutoff of March 13, 2021, Phase 2/3 Participants 16
Years of Age and Older, Safoty Population
Time Since
Vaccines Numberof  Last Dose
Received  Age/Sex  Doses {days)
BNT16202 SEIF Cardiac arost
BNT1 54 87 Congestve heart tadur
BNT162b2 6am 90 MVA
BNT16202 8aM 2 70 Cordovascular disease
BNT162b2 77 2 120 Emphysematous cholecystitis
BNT16262 82M 2 142 Melastasic pancroatic cancer
BNT16262 6IF 2 69 COoPD
Soptic shock due 1o bowel
BNT16202 86F 2 a7 prosndving
BNT162b2 63F 4 Sudden cardiac death
BNT162b2 SAF 7 Cardiacamest
BNT162b2 51 1" Metastasc jung cancer
BNT16202 5IM 2 Cardopulmenary amest
BNT162b2 TAF 3 128 Cardiac amest
BNT16202 T6M 30 Cardacamest
BNT16202 58M 2 16 c"!!!""‘!! I“m"" s
BNT162b2 T2 1 35 Shigeta sepsis
BNT162b2 62F 2 73 MVA*
BNT162b2 60 1 3 Found dead st home)
BNT162b2 B0M 2 109 COVID preumonia®
Placebo) BaM 2 28 Cardiopuimonary arrest
BNT16262 1 secondary aortic stenosls
Placobo/ o
BNT16202 67TM 1 4 Sukide
Placebo 67 2 86 Metastatic bitary cancer

"



090177e196af722b\Final\Final On: 01-Apr-2021 13:35 (GMT)

16.2.7.7 Listing of Deaths — All Subjects >16 Years of Age

Age at Primary Secondary
Age Group Dose Rel Date of Death Cause Cause(s)
(Years) Subject No. Day* Sex Death (Years) of Death of Death
16-55 C4591001 1021 2 88 M  19DEC2020 54 Cardiac failure congestive
10211127
(4591001 1081 2 37 F  04NOV2020 51 Myocardial infarction
10811194
4591001 1120 2 113 M 19JAN2021 51 Lung cancer metastatic
1120126690
C4591001 1127 2 8 M  04DEC2020 53 Cardio-respiratory arrest
112711120
C4591001 1152 1 8 F  26AUG2020 42 Death
11521085
C4591001 1156 2 32 M 02NOV2020 53 Overdose
11561124
C4591001 1229 2 76 F  05JAN2021 56 COVID-19 pneumonia
12291083
C4591001 1231 2 82 M  06DEC2020 47 Cardio-respiratory arrest
12314987
>55 C4591001 1007 2 63 F  210CT2020 56 Cardiac arrest
1007110190
4591001 1019 2 87 M  17DEC2020 67 Metastases to liver Biliary cancer metastatic
10191146
C4591001 1027 2 135 F  13FEB2021 68 Respiratory failure COVID-19
10271191#
4591001 1036 2 91 M  10FEB2021 64 Road traffic accident
1036114000#
C4591001 1039 2 71 M 18NOV2020 85 Arteriosclerosis Hypertensive heart disease
1039101020
4591001 1066 1 16 M 03NOV2020 58 Myocardial infarction
10661350
C4591001 1084 2 121 M 12JAN2021 77 Sepsis Emphysematous
10841266 cholecystitis

FDA-CBER-2021-5683-0220365
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Compoand: PFA7201048; Protocol: C4891001 Pageddof 18 43 of 3697

Reavomis) for Narrative: Death

Unbgue Sebject 10 CASP1001 1088 10831470 Comntry: USA
Vacclne Groop (m Adminktered): Placeho

Doate of First Doe: MSEP2020. Date of Last Dane: 210CT2020

CASPI001 1084 1OSA1470, 2 65 year-old white male with a portinent modical history of hypeelipic nd & (nimce 2010) and pulmosary fibrosis (since
14), received Dose 1 on M0 Sep X000 and Daose 2 08 21 Ocr 2020 {Day 22} mwmwmwvmn A sod mlogle organ dy
on 31 Dec 2020, 71 days after recerving Dose 2. Om 23 Dec 2000 (Day £5), the subject joa (Moderma COVID- 19 vacome [mRNA.

lﬂJlmnuﬁﬂumby« ‘lhmwﬁuhhmdd&hv«muﬂnbﬂhm-mmﬁ”mmuwIOGi
ch be/sk tin (since 2010) for hypetligidemia, omepearcie (since 2011 for gastreesophagesd reflan disease. nebivolol

hydrochlonde (ioce ’l)lsuwhmm-dmdn(m 2005) for insominia

sabject exponioncod thanness of breath, fover, congh, (ague, u—u-mmqumwcwnmvuanummoqmym On 3 Dec X020
Dn')].h-ﬂmmhdm‘wdw“«mnmmm Later ¢ same day (Dray 93), the sebject p d 1w ihe ¥ with

wawsca, and diarrhen and was sub lized with COVID- 19, On the sane duy (Day 93), S sebject’s labormiory tests inclodod. a positive
ARS.CoV- nu.mum-—xm.(ww:rda| 137145 mmaol/L), chloerds of 97 mmodl, (NR: 95107 memobiL), ghoooue of 121 mghfl, (NR: 7499 saghdL),
bopectate amanotransfeoase of 73 (INR: 1759, wnit e ded), slanine ! of 51 ovormal high SU, umit ot provided). Copeactive protein of 1952 egidl.

muulm 10 mpL), wtal protein of 8.5 gl (NR: 6.3.8.2 g/dL), Dvdioser gquantitative of 121 gig/ml filrinopen oquivabost units (normal high' 0,50 pg/fml), red bood
oell const of 5,56 Mimm) (NR: 420,570 Mfmm ¥), hemoglobia of 175 gdl INR: l)-ITN.xodhmmd”.m(Nl mm» The chest x-nyuumtday
Monwnmwuﬂhlmdmwmwlm mm-um soxdivmn phosg
odres, ! hydrog Bl wifate, ouide, g tricarts K tue Chlord s
m-ﬂm—.dwmbl 0.0}[-*0}!(M”metwumdum(amhypnu.:mwmyldmm-unm-mdh
placed. wnd he was intubated. Afser being placod on @ vestilator, his health status continond s detenorate, resalting in multiple organ dysfoscion syndrome. On
P4 Jan 2021 (Diay 97, bo wulfesed acute eenal failure. Acwte hypoke rospiratory faileee snd acute renal failute were conudornd bocase of @he COVID-19, On 11 Jan 2021
Day 1043, the subject’s family opoed for “doomot pesuscitate™ status. On 19 Jan 2021 (Day II.LMWWMI&MMM‘-I”-MHDW 104, and
b i woknown if an sutopsy was perfommed. 11 was reportad that ihe subject als 4 shock, nose bleed acune Kideey wjury,
by shipademma, and pastrocsophapeal reflay diseane de“mnwﬁu&mmmﬂvmmm and COVED-1Y infection.
[T webject’s vaccene status was ushlinded oo 14 Jas 2001
An the opimon of the Invest gator, m-unomnﬂtpomuhqMlut‘ovlb-lvmmuhmkmmuxmmmmuwy
mmuﬂno&m«cumdmm Multiple organ dysfences was dered relued 40 COVID- 19, Pliser concurred with the
s
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