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Dear Dr Behrendt, 

 

Subject:  Final response of the European Medicines Agency in connection with your 

correspondence concerning the disclosure of certain documents for two COVID-19 

vaccines 

 

This is a response to your most recent correspondence to the European Medicines Agency (“EMA” 

or the “Agency”) concerning access to the common technical documents (“CTD”) for the dossiers 

of Comirnaty and Spikevax (the “concerned COVID-19 vaccines”), which was submitted on 15 

December 2025. 

In the context of that correspondence, you put forward five sets of requested actions,1 as well as a 

number of observations.2  

As an initial remark, we would like to respectfully highlight that we have previously provided our 

position in relation to each of these requested actions in our letters dated 3 September 2025 and 3 

December 2025, respectively. Therefore, we will refrain from restating our previously declared 

position in respect of these actions. As regards the additional observations, which you have also 

submitted in your most recent correspondence, we wish to provide the following considerations. 

First, we would like to address the observations provided under section I of your letter, wherein 

you request “access to a comprehensive and structured overview of the CTD documents and 

various versions thereof held by the Agency” for the dossiers of Comirnaty and Spikevax. In that 

connection, you indicate that this includes:“(i) a complete table of contents covering all CTD 

modules and sub-modules; (ii) the number of versions, revision histories and document identifiers 

for each CTD element; and (iii) an inventory of all documents contained in the Comirnaty dossier”. 

In this regard, EMA would like to note that the Agency has already published on its website a table 

listing the different sections of the CTD for the dossiers of the concerned COVID-19 vaccines that 

are subject to these exceptional transparency measures (ExTM).3 This structure is a standard 

 
1  In this respect, reference is made to section VIII of the letter of 15 December 2025. 
2          In this respect, reference is made to sections I, V, VI and VII of the letter of 15 December 2025. 
3          In this respect, please see the table provided on the EMA webpage on exceptional measures for COVID-19 

medicines, in particular in the section entitled “Exceptional transparency measures for Comirnaty and 

Spikevax”, available at: https://www.ema.europa.eu/en/human-regulatory-overview/public-health-

threats/coronavirus-disease-covid-19/covid-19-medicines/transparency-exceptional-measures-covid-19-

medicines. 
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common technical dossier (CTD) format that is used for the preparation of the dossiers of medicinal 

products for marketing authorisation applications covering all of the modules and sub-modules to 

be submitted to EMA, in accordance with the applicable guidelines, such as the ICH guideline M4 

(R4) as mentioned on the EMA website.4 Consequently, the publication related to ExTM follows 

the structure of the CTD to ease the reading.  

In relation to the number of versions, revision histories and document identifiers, please note that 

said information is not available as a document, but is codified in a format that is compatible with 

the EMA database system. It is considered that if the Agency provides the concerned information 

as extracted from said system, the information would not be useful for the purposes mentioned in 

your letter. Therefore, we would welcome the opportunity to address this matter in the context of 

a dedicated meeting.  

Second, as regards the observations submitted under section V of your letter, you discuss the “erga 

omnes effect of disclosure and the role of a public register”. In particular, you put forward the view 

that “when CTD materials have been disclosed to a requester, the Agency must ensure public 

availability of these documents, particularly if 2.100 requesters ask for these documents”. Added 

to that, you submit that “until a proper public register is effectively established, the GHRA hereby 

formally and lawfully renews and reiterates its request of 4th of October 2025 for access to all 

releases made by the EMA under Regulation (EC) No 1049/2001 from 1 January 2025 onwards, 

as well as immediate, rolling (real-time) access to any further disclosures made henceforth”. 

As previously explained in our letter of 3 December 2025, Regulation (EC) No 1049/2001 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. This position is confirmed by the case-

law of the Court of Justice of the European Union, wherein it has been clarified that Article 12 of 

Regulation (EC) No 1049/2001 “does not impose any unconditional obligation on the institutions 

concerned since that article provides […] that those institutions make, ‘as far as possible’, 

documents directly accessible to the public”.5 

Nevertheless, as previously indicated in the same letter, the Agency is working towards the 

establishment of a public register of documents that have been subject to a request for access to 

documents under Regulation (EC) No 1049/2001. 

At present, however, the Agency is working at proactively publishing the CTD modules for the 

concerned COVID-19 vaccines on the respective webpages of its website. This publication exercise 

will include, in due course, all documents that have been previously subject to a request for access 

to documents under Regulation (EC) No 1049/2001 and falling under the scope of the exceptional 

transparency measures as stated on the EMA webpage.6 

Next, in view of the volume of your request for access to “all releases made by the EMA under 

Regulation (EC) No 1049/2001 from 1 January 2025 onwards, as well as immediate, rolling (real-

 
4          In particular, reference is made to the “ICH guideline M4 (R4) on common technical document (CTD) for the 

registration of pharmaceuticals for human use - organisation of CTD”, available at: 

https://www.ema.europa.eu/en/human-regulatory-overview/public-health-threats/coronavirus-disease-covid-

19/covid-19-medicines/transparency-exceptional-measures-covid-19-medicines#exceptional-transparency-

measures-for-comirnaty-and-spikevax-77588. 
5  In this respect, see: judgment of the General Court of 29 October 2025 in De Capitani v Council, T-590/23, 

EU:T:2025:1001, paragraph 52. 
6         The requested documents (excluding, clinical data) in respect of Comirnaty and Spikevax are available on the 

following EMA webpages, respectively:  

https://www.ema.europa.eu/en/medicines/human/EPAR/comirnaty#exceptional-transparency-measures-77657 

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

77652.  
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time) access to any further disclosures made henceforth”, you are once again invited to define the 

scope of that request so that the Agency can identify the requested documents. On account of the 

fact that public authorities do not have unlimited resources to handle requests submitted by the 

same applicant, this will facilitate the proper and efficient processing of your request.7 

Third, as regards your concerns in connection with the safety of Comirnaty and Spikevax, the 

position of EMA’s competent scientific committee remains unchanged as to the continued 

favourable risk-benefit balance for both medicinal products.  

Whilst recognising that the application of the precautionary principle may necessitate the 

suspension or revocation of a marketing authorisation in the scenario whereby new data generates 

serious doubts as to the safety and/or efficacy of the medicinal product in question, no such serious 

doubts have been identified in connection with Spikevax and/or Comirnaty to date. This includes 

(possible) concerns regarding the safety of the mRNA vaccines, including alleged residual DNA 

contamination. That being so, through its pharmacovigilance activities, the EMA’s competent 

scientific committees continue to actively monitor the safety and efficacy of Comirnaty and 

Spikevax, as they do for the rest of medicinal products in the Union in accordance with the 

Agency’s pharmacovigilance duties.  

In conclusion, by the present letter, the Agency considers that it has sufficiently explained its 

position on the different requested actions, as well as the additional observations put forward. 

If it could be helpful to arrange a meeting to clarify any of the considerations outlined in the present 

letter or the previous correspondence, we would be pleased to do so.   

 

Sincerely, 

 

 

 

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 

 

  

 
7  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.  
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