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20 February 2024 
 
 
 
Dear  
 
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). 

“I 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................................10841470 male 65 

>  

> Study sponsor.........................BioNTech 

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

> Study intervention number.....PF07302048 

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

number......................C4591001 



 

> Phase........................................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: 

• 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. 

• 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. 

• 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 I 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 I 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 2nd question the phrasing was “Any tables you have tabulating deaths 
in the Pfizer trial similar to the two I 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/63529601e90e07768265c115/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


 

•  
• 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. I 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@mhra.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,  
Wycliffe 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 I - 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/


 

 
 



 

 
 



 

 
 




