EUROPEAN MEDICINES AGENCY

MEDICINES HEALTH

Dr Silvia Behrendt
Director
Global Health Responsibility Agency

3 December 2025
EMA/379667/2025

Sent by email only: silvia.behrendt@ghra.ngo

Dear Dr Behrendt,

Subject: Reply of the European Medicines Agency in response to your follow-up
correspondence dated 4 October 2025 concerning the disclosure of certain documents
for two COVID-19 vaccines

We are writing to you in response to your follow-up correspondence to the European Medicines
Agency (“EMA” or the “Agency”) dated 4 October 2025. In the context of that correspondence,
you reiterate your request for the complete disclosure of the common technical documents
(“CTD”) for the dossiers of two COVID-19 vaccines, namely, Comirnaty and Spikevax, under
Regulation (EC) No 1049/2001. In addition, you request the establishment of a public register of
documents that have already been subject to a request for access to documents. Further, you submit
several additional observations, including allegations of preferential treatment by the Agency in
handling access to documents requests submitted by the pharmaceutical industry and concerns in
relation to the safety of Comirnaty and Spikevax.

As a preliminary remark, we would like to respectfully highlight that EMA will refrain from
reiterating the clarifications that were previously provided in its reply of 3 September 2025. To the
extent appropriate, the present letter will cross-refer to the relevant sections of that reply.

I. In relation to the handling of your request for access to documents concerning
Comirnaty and Spikevax

In your correspondence, you reiterate your request of 17 February 2025 concerning the complete
disclosure of the CTD for the dossiers of Comirnaty and Spikevax under Regulation (EC) No
1049/2001 (the “documents at issue”). In that connection, you criticise EMA’s decision to provide
for the publication of the related documents on its website and also the manner in which the
documents have been disclosed.

In our reply of 3 September 2025, we detailed the reasons for which the handling of the documents
at issue would be published incrementally on the respective EMA webpages for Comirnaty' and

! In this respect, see: section II(c) of EMA’s reply of 3 September 2025 (EMA/286067/2025). In that connection,
the requested documents (excluding, clinical data) relating to Comirnaty are available on the following EMA
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Spikevax,? subject to EMA’s obligation to ensure the protection of commercially confidential
information and of personal data. As regards the protection of commercially confidential
information, the General Court has re-affirmed in its recent judgment of 19 November 2025 in
Case T-623/22, SD v EMA, that EMA is subject to the obligation to examine the extent to which
information submitted by a marketing authorisation holder to EMA can be disclosed.’

In view of the high-volume of the documents at issue, the exercise remains ongoing. Please be
informed that since 3 September 2025 until today, EMA has published the following additional
documents on its respective webpages for Comirnaty and Spikevax:

Vaccine (Sub-)M

Type of data Date of first publication

odule
Comirnaty 3.2.P.6
3.2.P.7

3.2.P.S

3.2.P.S

3.2.P.8.1

3.2.P82

3.2.P.83

32.P23
Spikevax 2.4

Comirnaty 2.4

Spikevax 2.6

Comirnaty 2.6

on EMA’s webpage
Reference Standards or Materials 11 September 2025
Container closure system

Reference Standards or Materials (name,
dosage form)

Container Closure System (name, dosage
form)

Stability Summary and Conclusion (name,
dosage form)

Post-approval  Stability Protocol and
Stability Commitment (name, dosage form)

Stability Data (name, dosage form)

Manufacturing Process Development

Non-clinical overview 9 October 2025
Non-clinical overview 9 October 2025
Non-clinical summary 28 November 2025
Non-clinical summary 28 November 2025

webpage: https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty#exceptional -transparency-

measures-77657.

The requested documents (excluding, clinical data) relating to Spikevax are available on the following EMA

webpage: https://www.ema.europa.eu/en/medicines/human/EPAR/spikevax#exceptional-transparency-

measures-77652.

In this respect, see: judgment of the General Court of 19 November 2025 in SD v EMA, T-623/22,

EU:T:2025:1035, paragraph 96.
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The documents that have been published on the two webpages of the EMA website constitute
documents that have been previously subject to a request for access to documents and also
documents that have been published for the first time.

As regards your criticism that not all information that has been previously released under
Regulation (EC) No 1049/2001 has been published, in particular the documents you identify as
“3.2.5.4.2 Analytical Procedures — Reversed Phase High Performance Liquid Chromatography (RP
HPLC)” (“first document™) and “3.2.S.4.2 Analytical Procedures — Quantitative Polymerase Chain
Reaction (qQPCR) Omicron” (“second document”), we would like to make the following
clarifications.

In connection with the first document, based on the document title provided in your
correspondence, we understand that you are referring to the document “3.2.S.4.2 Analytical
Procedures Ion Pair-Reversed Phase-High Performance Liquid Chromatography (IP-RP-HPLC)”,
which relates to Comirnaty. In this regard, we would like to inform you that said document was
published on 2 September 2025 under the section “3.2.S Drug substance” of the EMA webpage for
Comirnaty.* Concerning the second document, which also relates to Comirnaty, we would like to
assure you that this document will also be duly published in due time on the respective EMA
webpage for Comirnaty, as part of the ongoing proactive publication.

Further, in your correspondence you claim that the current process for the disclosure of documents
on the EMA website is selective and impedes meaningful access to documents. EMA respectfully
considers that this complaint is without merit.

The current approach followed by the Agency in relation to the accessibility of the documents on
its website, including the provision of updates for file packages, aims at ensuring that the disclosure
of documents is conducted in the most efficient and timely manner, taking into account the
technical limitations associated with the uploading of such a high volume of documents.

As regards the inaccuracies relating to the documents contained in the package for section 2.3.P on
the EMA webpage for Comirnaty, please be informed that the Agency has investigated the matter
and has already corrected this isolated error.

More broadly, please rest assured that the Agency is continuously looking at optimising its process
in connection with accessibility of the documents at issue on its website.

II.  In relation to the establishment of a public register of documents that have already
been subject to a request for access to documents

In your correspondence, you invite the Agency to establish a public register of documents that have
already been subject to a request for access to documents under Regulation (EC) No 1049/2001.

We would like to note that Union legislation does not impose on EMA an obligation to make
available, in a public register, documents that have already been subject to a request for access to
documents.

4 Available at: https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty#exceptional-transparency-

measures-77657.
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This transpires from a reading of Article 12(1) of Regulation (EC) No 1049/2001, which provides
that “[t]he institutions shall as far as possible make documents directly accessible to the public in
electronic form or through a register in accordance with the rules of the institution concerned”
(emphasis added). The deliberate use of the expression “as far as possible” in said provision clearly
demonstrates that it is not intended to impose any obligation to establish such a public register or
to make such documents directly accessible to the public in electronic form. On the contrary, the
legislator appears to have recognised that the institutions and agencies subject to Regulation (EC)
No 1049/2001 (including EMA) may encounter practical, financial and/or other constraints that
prevent them from implementing such measures.

Notwithstanding the absence of an express obligation to put in place said public register of
documents, the Agency is aiming at the establishment of a public register of documents that have
been subject to a request for access to documents in the course of 2026.

In view of the Agency’s efforts to implement said public register of documents, we expect to be in
a position to publish documents that have been subject to a request for access to documents under
Regulation (EC) No 1049/2001 from 2026 onwards.

Considering all of the above clarifications, we would like to confirm whether you wish to proceed
with your request for access to all documents disclosed by EMA under Regulation (EC) No
1049/2001 since 1 January 2025, as referred to in your correspondence dated 4 October 2025.

In the event that you wish to proceed with your request for access to documents, and given the
extensive volume of documents associated with your initial request (more than 1,200 documents),
we would kindly ask you to please consider defining the scope of your request with more precise
and specific parameters (for example, indicating which (type of) documents disclosed in 2025 you
wish to have access to). This clarification will facilitate the proper and efficient processing of your
request. Furthermore, we would kindly request you to submit said request through the Agency’s
dedicated electronic form available on the EMA website.’

III. Additional observations

(a) In relation to your claim concerning the alleged preferential treatment of
access to documents requests submitted by the pharmaceutical industry

In your correspondence, you submit that the Agency handles access to documents requests
submitted by the pharmaceutical industry more favourably than those submitted by other categories
of requesters. In that connection, you assert that this category of requestor accounts for “more than
half of all disclosures revealed by EMA”.

As an initial comment, it bears highlighting that this statement is exceedingly misleading insofar
as it fails to recognise that fifty percent of all initial requests and appeals handled under Regulation
(EC) No 1049/2001 in 2024 were (from a statistical standpoint) submitted by the pharmaceutical
industry.°

> The EMA dedicated electronic form for submission of requests for access to documents is available at:

https://www.ema.europa.eu/en/about-us/contacts-european-medicines-agency/send-question-european-
medicines-agency.

In this respect, reference is made to Annex 22 (relating to the Access to documents requests) to the annual report
of the European Medicines Agency for 2024, page 120, which describes the affiliation of requesters (per initial
requests and appeals in 2024); available at: https://www.ema.europa.eu/en/documents/annual-report/annexes-
2024-annual-report-european-medicines-agency_en.pdf.
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Notwithstanding the above, your claim that the Agency treats requests emanating from the
pharmaceutical industry in a preferential manner to other requests is manifestly unsubstantiated.

In this respect, it is worth recalling that the Agency is required to carry out its functions objectively,
transparently and in full compliance with the right to good administration, as enshrined in Article
41 of the Charter of Fundamental Rights of the EU. This is also in accordance with Article 6 of the
Agency’s Code of Good Administrative Behaviour’ which explicitly mandates EMA’s staff to be
impartial and independent, abstaining from any arbitrary action adversely affecting members of the
public or the Agency’s stakeholders, as well as from any preferential treatment on any grounds
whatsoever.®

(b) Considerations on the alleged concerns in relation to the safety of Comirnaty
and Spikevax and the protection of commercially confidential information

In your correspondence, you repeat your concerns in connection with the safety of Comirnaty and
Spikevax. More particularly, you reiterate that there is scientific evidence that purportedly
demonstrates a number of (potential) risks to human health due to (alleged) excessive residual DNA
contamination and you cite data which allegedly support said concerns. Furthermore, you also
indicate that there are additional safety concerns which call into question the safety of mRNA
vaccines. In turn, you consider that these concerns necessitate unabbreviated access to the requested
documents.

First, concerning your claim regarding the alleged existence of excessive residual DNA
contamination in Comirnaty and Spikevax, it bears highlighting that Comirnaty and Spikevax are
manufactured using plasmid DNA. Plasmids occur naturally in bacterial cells. They are used as a
template to produce the mRNA of these vaccines. Once the mRNA is produced, the manufacturing
process includes steps to break down and remove the plasmid DNA as it is no longer needed.

In our correspondence of 3 September 2025, the Agency explained the safeguards established in
connection with the manufacturing process for Comirnaty and Spikevax, and the checks conducted
before the vaccines are released for use in the EU. These measures ensure that only batches that
comply with EMA and the European Commission’s approved quality specifications, as per the
terms of the marketing authorisation, can be used in the EU. For the avoidance of repetition, we
would like to refer you to section III of said letter, in which we provided you with a detailed
explanation of the reasons outlining EMA’s position that this claim is without merit.

Second, concerning the additional alleged safety findings raised in your correspondence, which
supposedly call into question the safety of the mRNA vaccines, from your letter it is not clear on
which scientific data these safety concerns are based. As previously noted, the Agency has not

In this respect, please see: the document titled “The European Medicines Agency Code of Good Administrative
Behaviour”; available at: https://www.ema.europa.eu/en/documents/other/european-medicines-agency-code-
good-administrative-behaviour_en.pdf.

Similarly, the EMA Management Board has set out specific rules to reinforce a systematic approach to request
and assess relevant interests of EMA’s staff, and to provide the required assurance of the independence of its
staff members to stakeholders and the public. For more information, please see the document “Decision of the
European Medicines Agency (EMA) on rules relating to Articles 11, 11a and 13 of the Staff Regulations
concerning the handling of declared interests of staff members of the European Medicines Agency and
candidates before recruitment (EMA/MB/259494/2016, Rev. 7, available at:
https://www.ema.europa.eu/en/documents/other/decision-european-medicines-agency-rules-relating-articles-
11-11a-13-staff-regulations-concerning-handling-declared-interests-staff-members-european-medicines-
agency-candidates-recruitment en.pdf.
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identified any reliable scientific data demonstrating safety concerns capable of overturning the
current positive risk-benefit balance for the medicinal products Comirnaty and Spikevax.

Finally, we would like to further draw your attention to the recent judgment of the General Court
in Case T-623/22, SD v EMA. Aside from finding that vaccine data submitted by a marketing
authorisation (“MA”) holder may be regarded as commercially confidential and hence not subject
to generalised access, the Court also rejected the argument that a decision to protect (on reasoned
grounds) vaccine data submitted by a MA holder cannot lead to the conclusion that the Agency has
compromised its public service mission, its mandate and its powers. In that regard, the General
Court also (correctly) observed that “[clompliance with the criteria laid down in Directive 2001/83
for the grant of a MA for the Comirnaty vaccine had also been verified, as is apparent from the

numerous assessment reports published on the EMA’s website”.’

As a matter of fact, the extensive efforts of the Agency to proactively publish a large amount of
information (already in 2022) concerning the Comirnaty vaccine, including regular interim
assessments and safety updates, has been acknowledged by the General Court in the same
judgment.'”

IV.  Concluding remarks

We trust that this letter, together with our previous correspondence —including our
communications dated 2 July 2025 and 3 September 2025— sufficiently addresses the concerns
raised in your follow-up communication of 4 October 2025. Further, it recapitulates our position
concerning the handling of your request of 17 February 2025 under Regulation (EC) No 1049/2001.

As a final remark, the Agency would like to reiterate its firm commitment to ensuring the full
transparency of the Agency’s activities, including the continued publication of all documents
pertaining to the CTD modules for Comirnaty and Spikevax, subject to EMA’s obligation to ensure
the protection of commercially confidential information and of personal data.

Sincerely,

24 (}LQ

Emer Cooke
Executive Director

Copy: Ms Tereza Mandjukova, European Ombudsman;
Ms Georgia Gavriilidou, Head of Legal Department; and
Ms Anne-Sophie Henry-Eude, Head of Transparency Department

o In this respect, see: judgment of the General Court of 19 November 2025 in SD v EMA, T-623/22,
EU:T:2025:1035, paragraph 126.
Ibid, paragraph 187.
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