
RE: FOI 24/204 follow on from FOI 24/075 - FOI request regarding subject 10841470 male 65, in the Pfizer trial.

FOILicensing <FOILicensing@mhra.gov.uk>
Mon 25/03/2024 15:46
To
Cc: FOILicensing <FOILicensing@mhra.gov.uk>; MHRA Customer Services <MHRACustomerServices@mhra.gov.uk> 

Dear 
 
Thank you for your request for information dated 28 February 2024, where you asked:
 

“In view of your comments I would like to refine my request to the results of 2 of his immunogenicity blood tests.
Blood was taken for these at visits 1 and 3 as per trial protocol on 30.9.2020 and 18.11.2020.
The tests in question are likely to be SARS-CoV-2 N-binding antibody.
A binary positive or negative for each test would suffice but the result may be presented in another way or another test may have been
done in which case please supply the immunogenicity blood test results from those 2 days as they are stated.
 
In the trial protocol the test is described as follows:
Nonvaccine antigen (NVA) direct Luminex immunoassay.
The NVA will include a SARS-CoV-2 target antigen that is not derived from the S glycoprotein, most likely an antigen derived from the
SARS-CoV-2 nucleoprotein.”

 
Our response
Initial searches of our records did not locate the requested information. Therefore, we contacted the Marketing Authorisation Holder (MAH) in
relation to your request, and they have confirmed that “the results of the immunogenicity tests for Subject 10841470 taken on 30-Sep-20 and
18-Nov-20 were not listed in the Clinical Study Reports (CSRs) for the C4591001 study but instead these diagnostic data were provided to the
[clinical trial] site as part of the Investigator Package”. I have liaised with colleagues who have confirmed that we do not hold the investigator
package in our records.
 
Advice and assistance
We advise contacting the MAH to request this information: Contact Us | Pfizer UK
 
Appeal rights
We hope that you will find the information you are seeking through onward contact with the MAH. 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.
 
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, 
 
HQA FOI Team
 
 
From: 
Sent: Wednesday, February 28, 2024 5:18 PM
To: MHRA Customer Services <MHRACustomerServices@mhra.gov.uk>
Subject: FOI 24/204 follow on from FOI 24/075 - FOI request regarding subject 10841470 male 65, in the Pfizer trial.
 
Dear MHRA Customer Experience Centre
 
Many thanks for your reply.
 
In view of your comments I would like to refine my request to the results of 2 of his immunogenicity blood tests.
Blood was taken for these at visits 1 and 3 as per trial protocol on 30.9.2020 and 18.11.2020.
The tests in ques�on are likely to be SARS-CoV-2 N-binding an�body.
A binary posi�ve or nega�ve for each test would suffice but the result may be presented in another way or another test may have been done in which case please supply
the immunogenicity blood test results from those 2 days as they are stated.
 
In the trial protocol the test is described as follows:
Nonvaccine an�gen (NVA) direct Luminex immunoassay.
The NVA will include a SARS-CoV-2 target an�gen that is not derived from the S glycoprotein, most likely an an�gen derived from the SARS-CoV-2 nucleoprotein.
 
Many thanks for your help
Kind regards

 
Sent from my iPad
 

On 20 Feb 2024, at 17:31, MHRA Customer Services <MHRACustomerServices@mhra.gov.uk> wrote:

https://eur01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.pfizer.co.uk%2Fcontact-us&data=05%7C02%7CMHRACustomerServices%40mhra.gov.uk%7Cf9c054f1ee894c437d1e08dc4ce2b416%7Ce527ea5c62584cd2a27f8bd237ec4c26%7C0%7C0%7C638469783832066296%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C0%7C%7C%7C&sdata=kqTdFklXlrS6v%2F2OSj9G5F4gk3WHBxj9YbCtJj1ol9Y%3D&reserved=0
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FOI 24/075
 

 
Thank you for your email.
 
Please find attached the response to your FOI request.
 
Kind Regards
 
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
 
From: 
Sent: Tuesday, January 23, 2024 12:49 PM
To: MHRA Customer Services <MHRACustomerServices@mhra.gov.uk>
Subject: FOI 24/075 - RE: FOI request regarding subject 10841470 male 65, in the Pfizer trial.
 
[You don't o�en get email from why this is important at h�ps://aka.ms/LearnAboutSenderIden�fica�on ]

Dear MHRA Communica�ons and engagement team,

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 narra�ve report.
2. Any tables you have tabula�ng 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 Prac��oners for Transparency website a�er the interven�on of a federal judge. The FDA’s version of his narra�ve record is also available unredacted
at that website (copy below). You do not need to add any par�cipant number if it is not already in the table.
3. The results of his 2 an�body tests, blood was taken for immunogenicity at visit 1 on 30.9.20 and visit 3 on 18.11.20.

Many thanks for your help
Yours faithfully
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> On 15 Jan 2024, at 10:33, MHRA Customer Services <MHRACustomerServices@mhra.gov.uk> wrote:
>
>  FOI 23/972
>
> Dear 
>
> Thank you for your request for informa�on dated, Tuesday December 12, 2023, where you asked:
>
> "I would be grateful if you would send me all of the informa�on you hold on the following Pfizer trial par�cipant. He is the placebo group par�cipant who
died on 11.1.2021 a�er 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 rela�ng to these deaths.
>
> Par�cipant................................10841470 male 65
>
> Study sponsor.........................BioNTech
> Study conducted by................Pfizer
> Study interven�on number.....PF07302048
> Study interven�on name........RNA-Based COVID-19 Vaccine Protocol number......................C4591001
> Phase........................................1/2/3
> Short �tle:
> A Phase 1/2/3 Study to Evaluate the Safety, Tolerability and Efficacy of RNA Vaccine Candidates Against COVID-19 in Healthy Individuals."
>
> Our response:
> We wish to inform you that we want to be as open as possible in answering requests or informa�on. We can confirm that MHRA does hold some
informa�on within scope of your request. However, your request is very broad primarily due to the terminology used 'all informa�on' ... about a specific trial
par�cipant. A�er preliminary searches we have established that gathering all the informa�on we hold on this par�cipant, as per the requirements of the
FOIA, would exceed the limits under Sec�on 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 par�cipant may be cross-referred to.
> *       Two members staff have spent significant amounts of �me loca�ng informa�on in preliminary searches.
> *       While the par�cipants 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 informa�on has been submi�ed in tranches throughout the lifecycle of the vaccine.
>
> Sec�on 12(1) of the FOIA allows MHRA to refuse a request for informa�on if we es�mate that the cost of complying with the request would exceed the
appropriate fees limit for determining whether we hold the informa�on, and in loca�ng, retrieving and extrac�ng the informa�on. Whilst we have located
some of informa�on within scope of your request, it has become clear that the cost limit would be exceeded by a complete search as set out in sec�on 12(1)
of the FOIA and we have therefore ceased any further searches. Sec�on 16 of the Freedom of Informa�on 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 reques�ng the par�cipant's narra�ve of death which in the adjacent pages is accompanied by
tables of the par�cipants biometric informa�on. 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 exemp�ons under the FOI apply - we'd therefore like to make you aware that health informa�on rela�ng to deceased
individuals may be covered by sec�on 41 (informa�on provided in confidence).
>
> If you wish, it may be an op�on for you to approach the Marke�ng Authorisa�on Holder (MAH) with your enquiry directly: Contact Informa�on for
Healthcare Professionals | Pfizer Medical Informa�on - UK
>
> We trust that you will find our response acceptable. However, if you disagree with how we have interpreted the Freedom of Informa�on Act 2000 in
answering your request, you can ask us to review our ac�ons and decisions by wri�ng to: info@mhra.gov.uk, and reques�ng an internal review.
>
> Please note that your internal review request must be in a recordable format (email, le�er, audio tape etc.), and that you have 40 working days upon
receipt of this le�er 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 communica�ons.
>
> If you are not content with the outcome of the internal review, you would have the right to apply directly to the Informa�on Commissioner for a decision.
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Please bear in mind that the Informa�on Commissioner will not normally review our handling of your request unless you have first contacted us to conduct
an internal review.  The Informa�on Commissioner can be contacted online via an electronic form: h�ps://ico.org.uk/make-a-complaint/foi-and-eir-
complaints/foi-and-eir-complaints/
>
> Or in wri�ng to:
> Informa�on Commissioner's Office,
> Wycliffe House,
> Water Lane,
> Wilmslow,
> Cheshire,
> SK9 5AF
>
> Yours sincerely,
>
>
> MHRA Customer Experience Centre
> Communica�ons and engagement team
> Medicines and Healthcare products Regulatory Agency
> 10 South Colonnade, Canary Wharf, London E14 4PU
>
>
> -----Original Message-----
> From: 
> Sent: Tuesday, December 12, 2023 1:36 PM
> To: MHRA Customer Services <MHRACustomerServices@mhra.gov.uk>
> Subject: FOI request regarding subject 10841470 male 65, in the Pfizer trial.
>
> [You don't o�en get email from  Learn why this is important at h�ps://aka.ms/LearnAboutSenderIden�fica�on ]
>
> Dear Sir or Madam,
>
> I would be grateful if you would send me all of the informa�on you hold on the following Pfizer trial par�cipant. He is the placebo group par�cipant who
died on 11.1.2021 a�er 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 rela�ng to these deaths.
>
> Par�cipant................................10841470 male 65
>
> Study sponsor.........................BioNTech
> Study conducted by................Pfizer
> Study interven�on number.....PF07302048
> Study interven�on name........RNA-Based COVID-19 Vaccine Protocol number......................C4591001
> Phase........................................1/2/3
> Short �tle:
> A Phase 1/2/3 Study to Evaluate the Safety, Tolerability and Efficacy of RNA Vaccine Candidates Against COVID-19 in Healthy Individuals.
>
> Many thanks for your help
> Yours faithfully
> 
>
>
>
>
>
>
> DISCLAIMER This email and any files transmi�ed with it are confiden�al. If you are not the intended recipient, any reading, prin�ng, storage, disclosure,
copying or any other ac�on taken in respect of this email is prohibited and may be unlawful. If you are not the intended recipient, please no�fy the sender
immediately by using the reply func�on and then permanently delete what you have received. Incoming and outgoing email messages are rou�nely
monitored for compliance with the Department of Health's policy on the use of electronic communica�ons. For more informa�on on the Department of
Health's email policy, click DHTermsAndCondi�ons<h�ps://www.gov.uk/help/terms-condi�ons>
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immediately by using the reply func�on and then permanently delete what you have received. Incoming and outgoing email messages are rou�nely
monitored for compliance with the Department of Health's policy on the use of electronic communica�ons. For more informa�on on the Department of
Health's email policy, click DHTermsAndCondi�ons
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copying or any other ac�on taken in respect of this email is prohibited and may be unlawful. If you are not the intended recipient, please no�fy the sender
immediately by using the reply func�on and then permanently delete what you have received. Incoming and outgoing email messages are rou�nely
monitored for compliance with the Department of Health's policy on the use of electronic communica�ons. For more informa�on on the Department of
Health's email policy, click DHTermsAndCondi�ons
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copying or any other ac�on taken in respect of this email is prohibited and may be unlawful. If you are not the intended recipient, please no�fy the sender
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monitored for compliance with the Department of Health's policy on the use of electronic communica�ons. For more informa�on on the Department of
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Health's policy on the use of electronic communica�ons. For more informa�on on the Department of Health's email policy, click DHTermsAndCondi�ons
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