
 

 

 

  

The Global Health Responsibility Agency, Salzburg, Austria  
Director Dr. Silvia Behrendt  
 

Ms Emer Cooke, via eMail  
Executive Director  
European Medicines Agency  
 

 

Subject: Transparency4Safety of modRNA LNP gene therapy products Comirnaty and Spikevax re 
EMA/36353/2026 (13 February 2026) “Final response” 

 

Salzburg, 10th of April 2026 

Dear Executive Director Cooke,   

We acknowledge receipt of EMA/36353/2026 and thank you for the opportunity to organise a meeting 
between EMA, its competent EMA scientific committees and the core representatives of this initiative. 

With respect, EMA's “final response“ confirms a position that is incompatible not only with Regulation  
1049/2001, but also with EMA’s core mandate and with the Union’s overarching obligation to ensure 
a high level of human health protection within the centralised procedure and the application of the 
precautionary principle. 

We note, with the utmost concern, that EMA continues to obstruct an independent scientific 
re-evaluation of Comirnaty and Spikevax by violating the rights of 2,100 applicants under Regulation  
1049/2001 and has, in all replies so far, failed to address the legally mandatory assessment of the 
“overriding public interest” invoked on the basis of safety concerns under Article 4(2) of Regulation  
1049/2001 as well as the initiation of the procedure for each requester in violation of their 
fundamental and procedural rights of access to Union documents. 

Instead of transparency, EMA points to the favourable benefit–risk balance of Comirnaty and Spikevax 
as determined by its scientific committees, while it continues to keep the CTD files confidential or 
redacted and disregards substantive evidence of human harm specific to LNP-formulated modRNA-
LNP products by stating "no such serious doubts have been identified in connection with Spikevax 
and/or Comirnaty to date. This includes … alleged residual DNA contamination.” Without a thorough 
scientific re-evaluation of the underlying regulatory guidelines, it is unreasonable to determine 
whether the benefits outweigh the risks associated with plausible mechanisms of harm from the novel 
biomedical products. 

All of these concerns are inseparable from the core regulatory failure: the derogation of gene-therapy-
relevant standards and control strategies capable of governing the specific risks of the mod-RNA LNP 
for pro-drug substances by the European Commission, and replacement with misaligned, 



 

 

antibody-eliciting regulations that govern traditional vaccines with a different biological mode of 
action. 

EMA's intransparency for the purpose of scientific re-evaluation while disregarding evidence indicative 
of harm will predictably lead to an expansion of access-to-documents requests under this initiative, 
because it violates the Union citizens’ fundamental rights, including the right to a high level of human 
health protection (Article 35 of the Charter; Article 168(1) TFEU), the right of access to documents 
(Article 42 of the Charter; Regulation  1049/2001), and the right to good administration (Article 41 of 
the Charter). Moreover, it detrimentally destroys trust in the high standard the Union’s alleged drug 
safety in the long term. 

Concerned Europeans have the right to expect that prophylactic drugs authorised under the 
centralised procedure are regulated in accordance with their actual biological mode of action, that 
they are informed about the technology applied, and, where plausible evidence about harms to human 
health emerges, the immediate revocation or suspension of the market authorisation and application 
of the precautionary principle until the relevant concerns are resolved. 

Urgent Request to initiate an Art. 20 procedure under Regulation 726/2004 

The GHRA therefore calls upon EMA and its competent scientific committees, without delay, to 
prepare and submit to the European Commission a reasoned opinion requesting the Commission to 
initiate an Article 20 procedure under Regulation  726/2004 in respect of Comirnaty and Spikevax (and, 
where applicable, any other centrally authorised modRNA-LNP medicinal products for infectious 
diseases including mResvia; Kostaive; mNEXSPIKE).  

The evidence is twofold: 

(i) substantive evidence of plausible mechanisms of harm arising from the regulatory failures that 
Comirnaty and Spikevax were not correctly assessed and controlled in accordance with their actual 
gene-therapy-relevant mode of action (ATMP framework: Regulation 1394/2007, Article 2(1)(a)); and 

(ii) an exceptional volume of pharmacovigilance safety signals recorded in the Union 
pharmacovigilance system as well as peer-reviewed literature describing plausible mechanisms of 
harm. 

Within Article 20, EMA must advice and directly consult the Commission to take immediate 
risk-mitigation measures: pursuant to Article 20(2) the Commission requests EMA’s opinion within a 
time-limit set “in the light of the urgency of the matter” and, given the alarming pharmacovigilance 
signals, the CHMP must act on the basis of a PRAC recommendation (Article 20(8), with Article 107j(2) 
of Directive 2001/83/EC applying); and, at any stage, we also urge the Commission to adopt temporary 
measures applied immediately (Article 20(3)). 

This request expressly invokes the Union’s binding requirement to ensure a high level of human health 
protection (Article 168(1) TFEU; Article 35 of the Charter) together with the precautionary principle 
(Article 191(2) TFEU) to  

In particular, Art. 20 in combination with Article 116 of Directive 2001/83/EC sets the operative legal 
standards in case a medicinal product proves harmful under normal conditions of use and requires its 
suspension/revocation.  

Regarding Comirnaty and the SV40 promoter/enhancer, we urge EMA and CHMP to apply the express 
wording: where the qualitative/quantitative composition is not as declared and where required 



 

 

controls (including intermediate-stage controls) have not been carried out, or where dossier 
particulars supporting the application are incorrect, revocation of the marketing authorisation is the 
automatic legal consequence. 

Dedicated Meeting 

In your final response letter, you stated that "if the Agency provides the concerned information (i.e. 
all versions of the CTD files, including control strategies) 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." 

We accept your invitation and would, at the outset, like to recall why independent, renowned experts 
and concerned vaccinees and EU citizens launched this initiative: because EMA, its CHMP and the 
control laboratory for Comirnaty, the PEI, dismissed the evidence of excessive bacterial plasmid DNA 
on grounds that these methods are "unvalidated."  

Therefore, the priority ranking of the request focuses on residual bacterial plasmid DNA and, for 
Comirnaty, on the SV40 promoter/enhancer, inter alia, to enable validation and to identify potentially 
inadequate controls and regulatory thresholds contained in the CTD files, arising from the application 
of vaccine guidelines and the resulting regulatory gaps in addressing risks inherent to the modRNA-
LNP technology that have not yet been fully characterised. 

Accordingly, the redacted CTD files directly serve the purpose of independent validation of the 
regulatory dossier and we indeed appreciate EMA’s support - which aligns with its mandate - for our 
aims by providing the information required for independent validation and scientific re-assessment. 

Dismissing documented safety concerns of Comirnaty and Spikevax by labelling independent evidence 
as “unvalidated” and referring to the “favourable benefit–risk balance”, as alleged by the scientific 
committees, falls manifestly short of the Union-law requirement to ensure a high level of human health 
protection. 

We would like to remind that this initiative is not only grounded in the access-to-documents 
framework of Regulation 1049/2001, but equally in the Union’s binding pharmaceutical-law and 
pharmacovigilance obligations that aim to ensure a high level of human health protection, in 
combination with the fundamental rights of Europeans, as cited above. EMA’s mandate is to safeguard 
public health; it is not to protect the commercial interests of marketing authorisation holders. 

As neither the North Group nor the GHRA is the sole organiser of this initiative, we understand the 
invitation to a dedicated meeting to extend to all participating organisations and individual requesters. 
For reasons of efficiency and in order to enable substantive discussions and constructive exchange, we 
propose an in-person meeting in Amsterdam with a limited, representative delegation of experts . 
Accordingly, we propose that the meeting be livestreamed to enable all requesters to follow the 
discussion. 

Meeting Agenda & Objectives  

With reference to EMA’s statement in the final response letter that the “CTD files would not be useful 
for our purposes”, we welcome the opportunity to correct that premise: effective protection of human 
health requires verification-enabling access to the underlying regulatory record.  

To advance the independent re-evaluation of the market authorisation dossier, we respectfully 
request that EMA convene the meeting with a defined, implementable outcome. In particular, 



 

 

together with the Paul-Ehrlich-Institut (PEI) in its OMCL capacity and the relevant EMA 
rapporteurs/product leads of the CHMP, PRAC and the CAT, the meeting should deliver (and record in 
writing) the minimum technical and procedural prerequisites required for a scientifically conclusive 
resolution of the most urgent harm-to-human-health issues, as an initial start of a broader agenda 
identifying human harms through underlying regulatory concerns: 

(1) Session 1: Bacterial plasmid DNA residues (incl. Comirnaty SV40 promoter/enhancer) 

1. The core representatives of this initiative will present (i) the analytical methods and validation 
approach applied in their analyses, (ii) the precise subject matter of analysis (analytes, 
matrices, sampling, endpoints) relevant to the findings on DNA fragment burden and, for 
Comirnaty, the SV40 promoter/enhancer with the possibility of functionality and (iii) the 
inter-laboratory ring-trial protocol, with the analytical methods and the subject matter of 
analysis regarding the residual bacterial DNA plasmids 

2. EMA, PEI and the relevant rapporteurs/product leads should have the opportunity to state 
scientific objections and propose methodological refinements in response to these 
presentations. EMA should also clarify why the independent findings of DNA contamination 
are considered “invalid” by PEI (e.g., DNA degradation, fragment size, LNP packing, matrix 
effects), and on what disclosed evidentiary basis EMA/PEI conclude that residual bacterial DNA 
contamination cannot give rise to harm to human health and therefore does not warrant 
regulatory action in light of the cited findings/publications.  

3. As an outcome of the meeting, the parties agree to a single, harmonised, pre-registered 
inter-laboratory ring-trial protocol—fixing the analytical methods and the subject matter of 
analysis for residual bacterial plasmid DNA—so that the results are reproducible, comparable 
and suitable for immediate regulatory action. 

(2) Session 2: Pharmacovigilance signal re-evaluation and plausible mechanisms of harm: 

1. The core representatives will present (a) a cross-cutting batch/lot-variability analysis, including 
the residual bacterial plasmid DNA contamination evidence (DS/DP matrices and matrix-effect 
considerations), and (b) exemplar analyses of four priority issues of plausible mechanisms of 
harm: 
(i) malignancy/cancer,   
(ii) myocarditis/pericarditis,   
(iii) in-vivo spike expression/persistence and biodistribution, and   
(iv) fertility/reproductive outcomes.  
 

2. EMA, PEI and the relevant rapporteurs/product leads should have the opportunity to explain 
their regulatory actions regarding these four thematic issues and if not, which regulatory 
controls require transition from the vaccine guidelines to the ATMP framework. 

3. As an outcome of the meeting, a consolidated list will be published setting out EMA’s 
regulatory response to each of the four priority issues—i.e., whether EMA has applied or will 
apply gene-therapy-relevant evidentiary and control requirements (ATMP framework) for the 
identified CTD/PV elements, or continues to rely on vaccine-framework requirements—and 
identifying the corresponding CHMP/PRAC/CAT resulting regulatory actions (including 
RMP/PASS/PAES obligations, variations, and product-information actions). 

Given the urgency, we would welcome the opportunity to schedule the meeting for May 2026—subject 
to the availability of the product leads, rapporteurs, and other relevant EMA staff.  

 



 

 

Transparency4Safety Initiative 

In light of EMA’s “final response” and given the continued absence of effective remedial action by the 
European Ombudsman, there is rapidly growing public interest among Europeans in access to the 
underlying record to verify whether appropriate regulatory actions are or have been effected where 
plausible mechanisms of harm are documented and whether the highest standards of vaccine safety 
and human health protection are applied in the authorisations of modRNA-LNP products against 
infectious diseases. 

Violation of rights since February 2025 

Neither your “final response” nor earlier responses by EMA constitute a procedurally lawful, reasoned 
decision to the request from February 2025 under Regulation 1049/2001. In particular, no assessment 
which documents fall within scope of the initial request was performed, no reasoned decision or 
disclosure of the requested documents in accordance with the procedural timeframes in accordance 
Regulation 1049/01 was ever issued and your replies, as stated above, never referred to the 'overriding 
public interest' under Article 4(2), last sentence, thereby depriving requesters of the confirmatory 
stage and effective judicial protection (Articles 41 and 47 of the Charter). 

As regards the overriding public interest arising from serious safety concerns, pharmacovigilance 
signals, peer-reviewed literature about adverse events and the application of the wrong regulatory 
pathway for modRNA LNP products, your letter further asserts that “no such serious doubts have been 
identified in connection with Spikevax and/or Comirnaty to date. This includes … alleged residual DNA 
contamination.” 

Without disclosure and scientific re-assessment, the claim that these prophylactic products are safe is 
circular. Under Union pharmaceutical and pharmacovigilance law, and the Union requirement to 
ensure a high level of human health protection (Article 168(1) TFEU; Article 35 of the Charter), read 
together with the precautionary principle (Article 191(2) TFEU; Artegodan, T-74/00; Bayer, C-499/18 
P), the only legally permissible objective is effective risk governance that is capable of preventing harm 
to human health. 

We call upon EMA under the Transparency4Safety initiative to comply with Regulation 1049/2001 and, 
without delay, unredact the CTD documents for public disclosure and scientific re-assessment, which 
constitutes an overriding public interest in light of the safety concerns that are, as a matter of 
regulatory vigilance, within EMA’s knowledge and are summarised for completeness in the attached 
Annex. 

As regards the request of a full CTD dossier inventory for Comirnaty and Spikevax (titles, identifiers, 
CTD mapping, version/revision histories and dates/status), these documents are existing (unique 
identifier for each document) and are thus extractable through existing search/export and thus the 
"codified in a database" objection is not applicable (Typke, C-491/15 P, paras 37–38). 

Therefore, the GHRA requests - as part of the launched EU-wide Transparency4Safety Initiative: 

Initial request - pending since February 2025  
"In light of the above, pursuant to Regulation No. 1049/2001, the undersigned, on behalf of our 
organization, formally requests the immediate and unredacted disclosure of the CTD modules for 
Comirnaty and Spikevax, along with substantial additional data regarding the Critical Quality Attributes 
(CQAs). All documents must be provided in their most current and officially active version at the time 
of release. Priority in disclosure should follow this ranking: 



 

 

1. qPCR assay for residual DNA measurement, or any other methods applied to quantify residual 
DNA for Spikevax and Comirnaty as outlined in Procedure EMEA/H/C/005735/II/0202 of 29 
February 2024, including full laboratory data from the 236 batches to validate the results 
submitted to EMA. 

2. CTD Module 2 and 3, particularly regarding CQAs (specifications, acceptance criteria, control 
procedures and analytical results regarding RNA integrity, dsRNA content, residual DNA levels, 
RNA sequence identity, RNA concentration, bioburden, pH balance, 5’ CAP structure and 
Poly(A) tail composition) for Comirnaty and Spikevax. With regard to Comirnaty, Modules 
3.2.S.2–3.2.S.7, please note the re-releases under ASK-257127 and ASK-112278. 

3. CTD Modules 4 and 5 for Comirnaty and Spikevax." 

As further clarified by GHRA on 15th of December 2025, the request was expressly extended (Section 
VIII, points 3–4) to require that EMA discloses 'all versions of the CTD market dossiers'. 

EMA’s assertion in the “final response” that this is not feasible cannot be reconciled with the Court’s 
case-law on information held with regard to databases: where information can be extracted by means 
of pre-programmed search and export tools, it must be treated as an existing document for the 
purposes of Regulation 1049/2001 (Typke, C-491/15 P, paras 37–38). Accordingly, a complete CTD 
dossier inventory for Comirnaty and Spikevax (titles, identifiers, CTD mapping, version/revision 
histories, and dates/status) is, by definition, extractable from EMA’s systems (each record having a 
unique identifier), and the “codified in a database” objection cannot lawfully displace that obligation 
(Typke, C-491/15 P, paras 37–38).  

In light of the foregoing, and within the Transparency4Safety Initiative, we respectfully request—
pursuant to Regulation  1049/2001—that EMA: 

• Complies with the initial request and provides access to the CTD files in an unredacted format 
to enable independent re-analysis of whether the regulatory governance of prophylactic 
modRNA-LNP technology against infectious diseases complies with Union law, EMA’s mandate 
(Regulation  726/2004; Regulation (EU) 2022/123) and with the precautionary principle and 
the overarching Union requirement that a high level of human health protection be ensured 
in all Union policies and activities (Articles 191(2) and 168(1) TFEU; Article 35 of the Charter of 
Fundamental Rights).  
 

• Particularly, unredacts the document “INX100594280: PF-07302048 (Comirnaty) Residual 
DNA Characterization Report” (uploaded 12 August 2025), for the purpose of independent 
reproducibility and verification of the results submitted by BioNTech/Pfizer and relied upon 
by EMA, a which is the priority of our initial request. This includes the complete analytical 
method and validation package (LOD/LOQ, specificity, matrix effects/LNP interference 
controls, reference materials, and acceptance criteria), as independent verification is the only 
scientifically reliable way to resolve publicly discussed methodological uncertainties and to 
assess safety relevance.  
 

• qPCR assay for residual DNA template (BNT162b2 drug substance) – referenced 
validation/transfer reports: disclosure, in full and unredacted form, of the validation and 
transfer reports expressly referenced in CTD section 3.2.S.4.3 (Quantitative Polymerase Chain 
Reaction (qPCR)) as documenting the testing, experimental design, method evaluation, 
acceptance criteria and results for residual DNA template quantification, namely: 
VAL100146017 (co-validation report for TM100010388), TM100010388 (Quantitation of 
Residual DNA Template in PF-07305885 Drug Substance Using qPCR Technology), MVR-20-
0007-qPCR and MVR-21-0006-V01-qPCR (validation reports), and RPT-140496 (transfer report 
for the drug substance qPCR assay). This request includes all appendices and underlying 
records necessary to verify ICH Q2(R1) conformance, including protocols/study plans, 



 

 

acceptance criteria, raw data outputs, calculations, deviation/OOS/OOT investigations, 
method-transfer comparability packages, and any change-control documentation affecting 
the assay, as referenced in a recent release '3.2.S.4.3 Validation of Analytical Procedures 
Quantitative Polymerase Chain Reaction (qPCR)'.  
 

• Immediately launches the portal containing all disclosures within the scope of this request 
(including those already released to third parties), in order to give practical effect to the erga 
omnes nature of disclosures and to ensure administrative efficiency. However, we have 
evidence that the more recent releases under ASK-257127 and ASK-112278 (as well as others) 
have not been made available through the “exceptional transparency measures” or the 
recent ASK-112280 falling under the scope of this request (as others). Instead, only a limited 
number of older re-releases have been published to date, despite the express request for 
parallel access of all relevant documents for all requesters.  

Extended Transparency4Safety request: 

• Batch/lot variability and signal linkage: disclosure of the documentary record evidencing 
whether, and how, EMA assessed potential lot-to-lot variability as a determinant of reported 
adverse events for Comirnaty and Spikevax, including (i) batch/lot-stratified 
EudraVigilance/EVDAS outputs and query configurations (where lot identifiers are available), 
(ii) any analyses across manufacturing sites and post-authorisation change-history windows, 
and (iii) the corresponding CTD control-strategy and release/trending record (specifications, 
acceptance criteria, OOS/OOT handling, batch trend reports, and comparability assessments) 
relied upon to exclude or mitigate batch-dependent safety risk; and, in addition, (iv) any 
quality-defect/rapid-alert records, OCABR/OMCL batch-release documentation, and any 
PRAC/CHMP/CAT deliberations and resulting regulatory actions taken (or considered) in 
response to batch-related safety concerns, including RMP updates, PASS/PAES obligations, 
variations, DHPCs, product-information changes, and the complete communications record 
with BioNTech/Pfizer, Moderna, OMCLs and national competent authorities on these matters. 
 

• Residual DNA quantitative limit (e.g., 10 ng per parenteral dose) and applicability to 
LNP-associated DNA: disclosure of any deliberations, risk assessments and correspondence on 
whether and how the residual DNA quantitative limit and associated fragment-size 
assumptions were assessed as protective where DNA fragments may be associated with LNPs 
rather than present as freely dissolved DNA, including (i) any assessment of whether the limit 
is dose-based and therefore must be demonstrated at the level of the final drug product, (ii) 
any deliberations on the scientific and regulatory basis for relying on drug-substance testing 
where the relevant exposure occurs via the formulated drug product, and (iii) any 
PRAC/CHMP/CAT discussions, any regulatory position adopted, and the complete 
communications record with BioNTech/Pfizer, Moderna, OMCLs and national competent 
authorities on this issue.  
 

• Cancer/Malignancy: In light of Kuperwasser and El-Deiry, COVID vaccination and 
post-infection cancer signals: Evaluating patterns and potential biological mechanisms 
(Oncotarget, 2026;17:1–29; doi:10.18632/oncotarget.28824), who report that “there are no 
published population studies in the US with mortality or cancer incidence follow-up beyond 42 
days” for outcomes after COVID vaccination versus no vaccination or infection versus no 
infection. We therefore request: 

o (i) the malignancy/cancer outcome datasets and derived outputs available to EMA for 
Comirnaty and Spikevax (including the EudraVigilance/EVDAS configurations, MedDRA 
term sets/SMQs, query definitions, screening frequencies and thresholds used for 
cancer surveillance); 



 

 

o (ii) all documents evidencing whether, when and how EMA adapted its 
signal-management practice for malignancy/cancer outcomes, including SOPs, 
change-control records, implementation dates, and the corresponding internal 
communications and decisions; and 

o (iii) all PRAC, CHMP and CAT actions in response to malignancy/cancer concerns for 
these products, including agendas, minutes, signal validation packages, PRAC 
rapporteur assessment reports, PRAC recommendations, CHMP opinions, and any CAT 
input, as well as clarification whether and how malignancy/cancer data are actively 
collected and assessed in line with the approach described in the cited article (i.e., 
systematic collection and follow-up of malignancy/cancer outcomes beyond short-
term windows, with transparent query definitions and reporting).  
 

• Myocarditis/pericarditis: Given the recognised myocarditis/pericarditis safety concern for 
Comirnaty and Spikevax and its relevance for benefit–risk assessment, we therefore request: 

o (i) the myocarditis/pericarditis outcome datasets and derived outputs available to 
EMA for Comirnaty and Spikevax (including the EudraVigilance/EVDAS configurations, 
MedDRA term sets/SMQs, query definitions, screening frequencies and statistical 
thresholds, follow-up windows, and any case follow-up/medical confirmation 
workflow); 

o (ii) all documents evidencing whether, when and how EMA adapted its 
signal-management practice for myocarditis/pericarditis outcomes, including any 
methodological specifications for case definition/validation, diagnostic confirmation 
expectations (where applicable), longer-term outcome tracking, and the 
corresponding SOPs, change-control records, implementation dates, internal 
communications and decisions; and 

o (iii) all PRAC, CHMP and (where relevant) CAT actions in response to 
myocarditis/pericarditis concerns for these products, including agendas, minutes, 
signal validation packages, PRAC rapporteur assessment reports, PRAC 
recommendations, CHMP opinions, any CAT input, and any resulting RMP updates, 
PASS/PAES obligations, variations, and product-information changes, together with 
clarification whether and how myocarditis/pericarditis data are actively collected and 
assessed beyond short-term windows and the stated scientific and regulatory reasons 
where such elements have not been implemented.  
 

• In-vivo spike antigen expression/persistence and biodistribution (incl. placenta/fetal 
compartment): In light of Bartmann et al., Detection of spike protein in term placentas of 
COVID-19 vaccinated and/or SARS-CoV-2 infected women (PLOS ONE, 2026; 
doi:10.1371/journal.pone.0344185), who report that “In total, 31 placentas were found 
positive for the spike protein”, and who further report in-situ hybridisation findings of 
vaccine-specific RNA probes in individual samples, we request: 

o (i) the datasets and derived outputs available to EMA relating to in-vivo spike antigen 
expression/persistence and biodistribution for Comirnaty and Spikevax, including 
pregnancy-relevant tissue/pathology data (placental IHC/ISH where available), any 
nonclinical and post-authorisation study outputs relied upon, and any derived 
analyses used in benefit–risk assessment; 

o (ii) all documents evidencing whether, when and how EMA operationalised 
surveillance and assessment of in-vivo spike expression/persistence (including any 
requirements or specifications for pathology/autopsy sampling and IHC/ISH protocols, 
and any EudraVigilance/EVDAS query configurations or targeted follow-up relevant to 
pregnancy and fetal outcomes potentially consistent with transplacental exposure); 
and 

o (iii) all PRAC, CHMP and (where relevant) CAT actions and communications in response 
to spike expression/persistence concerns for these products (agendas, minutes, signal 



 

 

validation packages, rapporteur assessment reports, PRAC recommendations, CHMP 
opinions, any CAT input, and any consequential RMP updates, PASS/PAES obligations, 
variations or product-information changes), including—where elements have not 
been implemented—the stated scientific and regulatory reasons for 
non-implementation and the alternative methodological approach relied upon. 

• Fertility / reproductive outcomes (incl. menstrual irregularities and pregnancy-related 
outcomes): In light of Bar-Joseph et al., The direct effect of SARS-CoV-2 virus vaccination on 
human ovarian granulosa cells explains menstrual irregularities (npj Vaccines, 2024; 
doi:10.1038/s41541-024-00911-2), which reports altered ovarian regulatory markers after 
in-vitro exposure to BNT162b2 and associated changes in hormonal ratios post-vaccination, 
we request: 

o (i) the reproductive/fertility outcome datasets and derived outputs available to EMA 
for Comirnaty and Spikevax, including menstruation-related reports, ovarian 
reserve/endocrine markers where available, assisted-reproduction outcomes where 
collected, pregnancy registries and pregnancy outcome datasets, and neonatal 
outcomes, together with the relevant EudraVigilance/EVDAS configurations, MedDRA 
term sets/SMQs, query definitions, screening frequencies, statistical thresholds and 
follow-up windows; 

o (ii) all documents evidencing whether, when and how EMA operationalised signal 
management and follow-up for reproductive/fertility outcomes (including any 
pregnancy/population-specific measures under GVP P.III and any RMP obligations, 
PASS/PAES or registry requirements), together with SOPs, change-control records, 
implementation dates, internal communications and decisions; and 

o (iii) all PRAC, CHMP and (where relevant) CAT actions and communications in response 
to reproductive/fertility concerns for these products (agendas, minutes, signal 
validation packages, rapporteur assessment reports, PRAC recommendations, CHMP 
opinions, any CAT input, and any consequential RMP updates, PASS/PAES obligations, 
variations or product-information changes), including—where elements have not 
been implemented—the stated scientific and regulatory reasons for 
non-implementation and the alternative methodological approach relied upon. 

In light of the above, we respectfully request that EMA  

(i) propose concrete dates for the dedicated meeting;  

(ii) ensure the participation of the representatives of the competent bodies (PRAC, CHMP and 
CAT) and the PEI respectively, 

(iii) obtain, within CAT’s remit, a reasoned legal-scientific assessment of how a gene-therapy-
relevant modRNA-LNP mechanism of action can be regulated under a vaccine-framework 
without undermining the Union requirement of a high level of human health protection; and  

(iv) prepare the necessary Agency/committee documents for an Article 20 procedure under 
Regulation  726/2004, including the CHMP opinion (where applicable based on a PRAC 
recommendation) and draft reasoning for suspension/revocation where warranted, and 
clarify the implications for any newly authorised products in the same category (including 
mResvia; Kostaive; mNEXSPIKE).  

For completeness, we reiterate GHRA’s request from 4th of October and renewed 15th of December 
2025, for immediate, rolling access to all documents disclosed by EMA under Regulation  1049/2001 
from 1 January 2025 onwards, and to any further disclosures as they occur until such a public register 
is available. Parallel access to already-disclosed documents entails negligible administrative effort and 



 

 

gives practical effect to the erga omnes effect of disclosure and equal treatment of requesters. This is 
confirmed by Article 8(3) of EMA’s Rules for the implementation of Regulation  1049/2001 (19 
December 2006): ‘The [EMA] shall grant the application without consulting the third-party author 
where the document requested has already been disclosed either by its author or under Regulation …  
1049/2001 or similar provisions’.  

In case EMA fails to respond within this period, we reserve the right to bring this matter before the 
European Courts under the provisions of Art. 265 TFEU. 

With the expansion of the Transparency4Safety initiative across Europe, additional expert teams will 
submit requests regarding pharmacovigilance signals and thematic, mechanism-based analyses of 
plausible harms and request the corresponding regulatory implications for the respective market 
authorisation. We would welcome EMA’s continued engagement on these submissions and its 
proactive use of the competent committee procedures to safeguard the highest standards of vaccine 
safety and human health protection in a spirit of Asilomar. Transparent cooperation, coupled with 
accountability where harm has occurred, is indispensable to restore public trust in EMA and 
modRNA-LNP vaccines. 

 

Yours sincerely, 

Dr Silvia Behrendt 
Director, Global Health Responsibility Agency 

 

 


