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Ms Emer Cooke 
Executive Director 
European Medicines Agency 

 
Subject: Transparency4Safety Initiative – participation of MWGFD since February 2025, continued 
violations of rights under Regulation 1049/2001, urgent unredaction of CTD records, and dedicated 
meeting 

 
Dear Executive Director Cooke, 

 
We refer to the letter of 10 April 2026 submitted by the Global Health Responsibility Agency (GHRA) in 
relation to EMA’s “final response” EMA/36353/2026 of 13 February 2026. 

 
Since February 2025, MWGFD has participated, together with other concerned citizens and organisations, in 
the Transparency4Safety initiative and has submitted a legal request for access to the CTD files for 
Comirnaty and Spikevax on the basis of safety concerns giving rise to an overriding public interest and our 
scientists' interest in independent re-evaluation. 
 
As a participating organisation and requester within this initiative, we have, to date, identified a continued 
violation of our rights under Regulation (EC) No 1049/2001. In particular, no procedurally lawful and 
reasoned decision has been issued to our request, no proper assessment of the documents falling within 
scope appears to have been carried out, and no effective consideration has been given to the overriding 
public interest invoked on the basis of serious safety concerns. Instead, we were merely informed that 
certain redacted re-releases had been made publicly available under the title “exceptional transparency 
measures”. While such publication may reflect the erga omnes effect of disclosure under Regulation 
1049/2001, it does not amount to proper legal compliance with our own access request. 

 
This ongoing violation is of particular concern because it concerns the most widely distributed modRNA 
products authorised in the European Union, Comirnaty and Spikevax. Where substantial safety concerns 
have been identified and publicly raised, access to the underlying regulatory record is required under Union 
law, in particular Regulation 1049/2001. It becomes a matter directly linked to the effective protection of 
public health, scientific accountability, and the fundamental right of access to Union documents. The 
continued withholding or excessive redaction of the relevant CTD material therefore represents a serious 
problem, both procedurally and substantively. 
 
Against this background, we thank EMA for finally opening the possibility of a dedicated meeting with 
representatives of the initiative. This meeting opportunity is appreciated, especially as substantive 
engagement with the initiative has, until now, been lacking. MWGFD supports such a meeting and considers 
it important that it take place within a concrete and timely framework, ideally in May or June 2026. 

 
We also expressly ask for livestreaming of the meeting to ensure effective participation of the more than 
2,000 requesters and for the interested public. Given the broad public importance and documented safety 
concerns of the issues under discussion, such a format would contribute to transparency, confidence, and 
equal information to the proceedings for participating requesters across Europe.



 

    
 

 
At the same time, the meeting must not serve as a substitute for compliance with Regulation 1049/2001. 
We therefore reiterate the urgent need for unredaction and disclosure of the most relevant CTD records, 
including the priority documents necessary for independent scientific assessment and reproducibility, as 
initially outlined. The current extent of redaction prevents meaningful scrutiny and undermines the very 
purpose of access to documents where overriding public interest is invoked. In our view, urgent 
unredaction is required before, or at the latest in parallel with, the proposed meeting process. 

 
With regard to the first session, we intend to inform the Paul-Ehrlich-Institute in advance of the 
opportunity of a dedicated meeting and the proposed protocol. As to the second session, we are actively 
preparing a high-level expert contribution to ensure a scientifically substantive discussion. 
 
Furthermore, we wish to inform EMA that additional expert groups are currently being formed within the 
expanding Transparency4Safety initiative across Europe. These groups will address further thematic and 
mechanism-based issues relevant to pharmacovigilance, regulatory assessment, and the scientific 
evaluation of plausible harms. We expect that these additional teams will also contribute to the broader 
European effort to clarify whether the applicable regulatory framework and underlying control strategies 
have adequately protected human health. 
 
In light of the above, MWGFD respectfully requests that EMA: 
 
1. propose concrete dates in May or June 2026 for the dedicated meeting, 
2. confirm that the relevant EMA bodies and product leads will be represented, 
3. accept livestreaming for participating members and the interested public, and 
4. proceed without delay to the urgent unredaction and disclosure of the priority CTD documents. 
 
We would be grateful for your timely reply. 

 
Yours sincerely, 

 
 
 
 

Prof. DDr. phil. Harald Walach 
Chairman of MWGFD (e.V.)  
Medical Professional and Scientists for Health, Freedom and Democracy 

 
Email contact: gs@mwgfd.org  
 


