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Salzburg, 4th of October 2025

Dear Executive Director Cooke,

On behalf of the Global Health Responsibility Agency (GHRA), | am writing further to the EMA's
letter (EMA/286067/2025 of 3rd September 2025) regarding our request under Regulation
(EC) No 1049/2001. As the issues raised in the initial request and further correspondence
remain unresolved, this letter seeks to address the deficiencies in the EMA’s response.

The request forms part of the EMA Transparency Initiative (ETI), established across European
borders by a coalition of individuals and civil society organisations since February 2025. The
ETl invokes an overriding public interest due to serious, publicly documented safety concerns
related to the mRNA Covid-19 vaccines Comirnaty and Spikevax, which are classified as EU
medical countermeasures and were approved under reduced regulatory standards following
conditional market authorisation. These concerns include unresolved issues in
pharmacovigilance, toxicology, biodistribution, and genomic integrity. They necessitate full
regulatory transparency to allow independent scientific experts to conduct thorough and
unbiased external validation of all underlying data, manufacturing processes, and
post-marketing safety evaluations.



The ETI's claim to overriding public interest has been further reinforced by the active
participation of 2,100 citizens and requesters — a figure expressly acknowledged by EMA, for
which formal appreciation is extended.

1. Procedural background

17 February 2025 — submission of the formal application under Regulation 1049/2001,
registered under ASK-267712 by the GHRA.

19 March 2025 - EMA’s mass eMail communication without individual registration or
secure Eudralink initiation, only providing information about having received many requests.

On 3 April 2025, submission to EMA about its failure to act under Regulation 1049/2001
on the pending request, explicitly reiterating the urgency of the matter and the initiation of
the procedure under Regulation 1049/01.

2 July 2025 — EMA mass eMail communication about proactive publication of
information on residual DNA measurements and the provision of some quality and non-clinical
related documents on its website in due course.

8 July 2025 — submission to EMA that the handling of the 17t" February 2025 request still
remained unprocessed and unacknowledged, despite repeated reminders. This continued
failure raises systemic concerns about EMA’s compliance with Articles 7 and 8 of Regulation
1049/2001.

13 August 2025 — EMA’s mass eMail communication confirmed publication of selected
redacted documents at their website, consisting mainly of previously released information.

3 September 2025 — — the first individual reply from EMA (letter EMA/286067/2025),
explaining the re-released information now available on the website constituting an
exceptional transparency measure while refusing to initiate the procedure under Regulation
1049/01.

2. Formal Response to EMA’s Letter of 3 September 2025

This section provides a structured and professional reply to EMA’s most recent
correspondence (letter EMA/286067/2025 of 3 September 2025). It directly engages with the
arguments advanced by EMA, sets out the legal and procedural shortcomings, and explains
why the response remains inadequate and non-compliant with Regulation 1049/2001.

2.1 Preliminary remarks on EMA’s claimed transparency

In its reply, EMA indicated that it would publish the requested documents on its website as
part of an “exceptional transparency” measure while disregarding that the original application
explicitly invoked overriding public interest, a central legal ground that obliges disclosure
under Regulation 1049/2001.



The EMA's claim of 'exceptional transparency' is undermined by its own practice. Merely re-
publishing documents is a minimal compliance with the law, not an exceptional gesture. For
genuine transparency, the EMA must emulate the European Commission and other
jurisdictions by establishing a public register of all Regulation 1049/2001 requests. This would
enable all citizens to track and participate in the process, moving from a reactive, opaque
system to a proactive, open one

The EMA's continued refusal to establish an electronic public register—despite our repeated
formal requests—is unjustifiable. This measure would streamline its own administrative
workload while ensuring that vital public interest claims are systematically recorded and
processed. By rejecting this efficient and transparent solution, the EMA not only increases its
own bureaucratic burden but also fails in its duty to properly account for the public's
legitimate concerns.

Until a proper public register is established, the GHRA hereby formally and lawfully requests
access to all EMA disclosures under Regulation 1049/2001 from 1 January 2025 onwards, as
well as immediate, real-time access to any further disclosures made henceforth. This request
relies on the erga omnes principle, recognised by the jurisprudence of the European courts
and EMA,! which establishes that disclosed documents must be equally accessible to all
members of the public. Accordingly, no separate confirmatory application is necessary for
each re-release; what is required is the effective, timely provision of access. Since this request
falls under Regulation 1049/2001 but does not necessitate third-party consultation, | expect
that the relevant documents are transmitted via Eudralink within the statutory deadlines
set out in Regulation 1049/2001.

Moreover, the EMA's letter of 3 September 2025 cites various transparency measures.
However, the availability of previously disclosed documents with erga omnes effect
constitutes a legal obligation arising from their initial release, not a discretionary act of
transparency. To frame a statutory requirement as a 'special measure' mischaracterizes the
law and fails to address the specific, unmet demands of our request.

EMA’s self-perception as an “exceptionally transparent” EU institution merely distracts from
its concrete and binding obligations under Regulation 1049/2001, which remain violated. On
behalf of the GHRA, submitted a clear and individual application under that Regulation in
February 2025, followed by three detailed communications after EMA’s mass e-Mails of 19
March, 3 April, and 8 July 2025, expressly demanding by reference to Regulation 1049/2001
to act lawfully and compy with the request to access EU documents.

It would be appropriate for EMA and the relevant EU oversight bodies, including the European
Ombudsman, to conduct a formal and impartial assessment of EMA’S handling of these
requests from both the GHRA’s perspective and that of the 2,100 EU citizens participating in
the ETI. These citizens, i.e. vaccine recipients, with a legitimate right to access all safety-related

1See judgment of 5 February 2018, Pari Pharma v EMA (T-235/15, EU:T:2018:65), para 96;

judgment 22" of May 2012 re ,,EnBW Energie Baden-Wirttemberg AG ./. Commission, T-344/08,
ECLI:EU:T:2012:242, para. 145; judgment 215t of October 2010 “Kalliope Agapiou Joséphideés ./. Commission
und EACEA, T-439/08, ECLI:EU:T:2010:442 para. 116.



documentation—are entitled to full transparency wherever the overriding public interest
exception under Regulation 1049/2001 is engaged.

Consequently, the EMA's description of itself as "exceptionally transparent” is not borne out
by the administrative reality faced by requesters. The consistent failure to adhere to the full
procedural framework of Regulation 1049/2001 reveals a material gap between the EMA’s
rhetoric and its practices. This gap is exemplified by the presentation of legally mandated re-
disclosures as "exceptional measures," an approach that falls short of genuine transparency
and does not satisfy the legitimate public demand for answers to outstanding issues such as
the excessive levels of residual bacterial DNA, including the SV40 promoter/enhancer concern

Moreover, the way in which older releases are currently uploaded on the EMA’s Comirnaty
and Spikevax online product sites effectively results in a denial of meaningful access.

The current document disclosure process is unnecessarily cumbersome and impedes effective
public oversight. Distributing documents in consolidated zip archives, without individual file
descriptions, requires users to download and extract entire packages simply to identify their
contents. This lack of transparency is compounded when updates occur; without a clear
version history or change log, it is impossible to identify new releases without manually
comparing file packages. Furthermore, the practice of replacing or removing entire packages
during updates, rather than archiving previous versions, compromises the integrity of the
public record. For instance, following the update on 11 September 2025, the package for
section 2.3.P erroneously contained files from 3.2.P.8.3, while the original 2.3.P.1 documents
were removed. We therefore urge the EMA to discontinue the use of zip archives and
implement a user-friendly public register with individual download links and a reliable version
control system.

Furthermore, the GHRA is aware that certain documents, specifically '3.2.5.4.2 Analytical
Procedures — Reversed Phase High Performance Liquid Chromatography (RP HPLC)' and
'3.2.5.4.2 Analytical Procedures — Quantitative Polymerase Chain Reaction (QPCR) Omicron,'
have been disclosed to a requester under Regulation 1049/2001 but remain unavailable to the
wider public and are not available on the respective websites. This selective disclosure creates
an inequitable, two-tiered system of access and raises fundamental questions about the
EMA's public release policy. Te EMA must clarify whether it intends to make all disclosed
documents publicly available, under what timeline, and on what grounds any documents
would be permanently withheld — and provide the public with a reliable system to track
disclosures.

2.2 Continued Failure to Initiate the Procedure under Regulation 1049/2001

EMA has offered no lawful justification and no reasoning that could plausibly explain why the
request was not handled under Regulation 1049/2001 as legally required. This includes two
fundamental points:

(i) Improper legal basis — EMA asserts that my request was not handled under
Regulation 1049/2001 due to volume and overlap with other requests. This
reasoning has no basis in law: Article 2(1) grants an individual right of access, and
workload cannot derogate from primary law or Charter rights.



(ii) Improper reliance on proactive publication — Publication of selected materials on
EMA’s website (e.g. CTD appendices, some analytical protocols) does not discharge
the obligation to adopt an individual, reasoned decision under Articles 7 and 8 of
Regulation 1049/2001.

This practice constitutes a violation of the legal guarantees of EU citizens under Regulation
1049/2001, particularly with respect to legal protection in cases where Commercially
Confidential Information (CCl) redactions may have been applied unlawfully and where
citizens currently lack any practical judicial remedy to challenge EMA's unlawful redactions.

The justifications advanced by the EMA—including workload, the number of requesters, and
references to the NORTH Group—do not constitute valid legal grounds for failing to initiate a
procedure under Regulation 1049/2001. The EMA has not substantiated its claim of an
'unreasonable workload,' particularly since processing identical requests entails a fixed
administrative effort, regardless of the number of applicants. This situation underscores the
necessity of the public register we have repeatedly urged the EMA to establish. Had such a
register been implemented, the workload for mass, identical requests would be largely
eliminated. The EMA's current justification is therefore neither legally valid nor factually
plausible.

Initiating the proper procedure under Regulation 1049/2001 requires the EMA to issue a
formal acknowledgement of receipt, a standardized letter of release including information on
confirmatory application rights, and provision of the disclosure via a secure download. These
standard steps are executed electronically and EMA has demonstrated its ability to
communicate en masse with over 2,000 requesters, making its claim of administrative
paralysis untenable.

The EMA possessed both the capacity and the legal obligation to initiate the correct procedure
in a timely manner by issuing acknowledgements, ASK numbers, and Eudralink disclosures. Its
deliberate choice not to do so demonstrates that the EMA was fully capable of compliance yet
willfully refrained from it. By deliberately refraining from action despite possessing full
procedural capacity, the EMA deprived itself of any lawful basis to later invoke a ‘workload’
justification.

As cited EMA’s reply, in 2024 approximately 50,000 pages under Regulation 1049/2001 were
released. Yet, while categories such as consumers and patients are named, the EMA
conspicuously omit the largest category: the pharmaceutical industry, which accounts for
more than half of all disclosures revealed by EMA. This raises the question whether a single
request from industry has ever been treated in the same obstructive way as the lawful
requests from 2,100 citizens. This discrepancy underscores a blatant and unlawful double
standard: EMA invokes workload as a pretext to deny citizens their rights while fully
accommodating industry requests. Such conduct directly violates the equal legal guarantees
of EU citizens, undermines the principle of transparency in Article 15 TFEU, and constitutes a
serious breach of the Charter rights to equal treatment, access to documents, and the
fundamental right to effective judicial protection.



2.3 Overriding Public Interest

In EMA’s letter, there is no mention whatsoever of overriding public interest, despite the fact
that it was explicitly invoked as the core principle in the original request. The clear exception
set out in Article 4(2), second subparagraph of Regulation 1049/2001, which requires weighing
commercial confidentiality against public interest, remains totally ignored. This omission is a
grave legal failing: it disregards the binding duty to apply the overriding public interest test. It
raises grave concerns about EMA's ability and willingness to apply the test correctly,
particularly in the face of demands from BioNTech and Moderna not to disclose, thereby
shielding from scrutiny adverse facts such as the documented documented excessive levels of
residual bacterial DNA, including the SV40 promoter/enhancer element.

By dismissing carefully reasoned submissions from EU citizens and organisations as if they
were merely a “mass request,” EMA has stripped those arguments of legal effect. Such
conduct amounts to a direct violation of Regulation 1049/2001, nullifies the safeguard that
the overriding public interest exception was designed to provide, and undermines one of the
core legal guarantees of EU citizens.

Therefore, the GHRA therefore calls upon EMA to apply this exception lawfully and in
accordance with jurisprudence, for our request and those of all other 2,100 requests, and to
recognise its obligation to disclose where public health and safety are at stake.

2.4 Exemplary Safety Concerns Constituting an Overriding Public Interest
Excessive residual DNA Contamination

Extract from EMA’s correspondence: "EMA is aware that some researchers have claimed that
levels of residual DNA in mRNA COVID-19 vaccines exceed approved levels. It is our
understanding that these claims are, however, based on results from unvalidated tests. [...]
According to our data, gathered by applying different, orthogonal methods, we provide
evidence that the concentration of product-related DNA impurities in both approved mRNA
vaccines coincide with the approved mRNA specifications."

This response is scientifically unsound, regulatorily indefensible, and institutionally
unacceptable for an authority tasked with safeguarding vaccine safety for the entire European
Union. First, EMA wrongly shifts the testing requirement to the active substance, although the
internationally recognised WHO Technical Report Series No. 978, Annex 3 clearly stipulates
that the safety threshold of 10 ng residual DNA applies per parenteral dose of the final drug
product. Second, reliance on OMCL release testing is misleading, as these checks are only
sample-based and cannot replace the fundamental responsibility of EMA and the
manufacturers to guarantee compliance for every batch. Third, EMA discredits external
findings by reducing them to “unvalidated” methods, while ignoring concordant results of
multiple orthogonal methods (gPCR, ddPCR, DNA sequencing) across independent
laboratories. Fourth, EMA fails to even acknowledge the WHO 10 ng/dose limit, thereby
concealing that regulatory safety standards have been violated on a massive scale. Fifth, by
shifting the burden of proof to external researchers instead of transparently disclosing its own
batch-level data, EMA violates its duty to provide a reasoned, evidence-based decision,
particularly where overriding public interest in vaccine safety is engaged.



Independent evidence has firmly established the presence of residual synthetic plasmid DNA
in both Comirnaty and Spikevax at concentrations far above the internationally accepted 10
ng/dose safety threshold. It should be emphasised the his previously accepted standard is for
naked DNA and not for lipid nanoparticles (LNP) encapsulated DNA. Multiple peer-reviewed
studies and independent laboratory investigations, using orthogonal methods such as qPCR,
ddPCR, and DNA sequencing, have documented DNA contamination exceeding accepted
thresholds by orders of magnitude. These analyses have demonstrated fragment sizes well
above regulatory limits, the presence of the potently oncogenic SV40 promoter/enhancer
element, evidence of cellular uptake, persistence of DNA fragments in the bloodstream of
vaccinated individuals, signals of potential genomic integration and replication competence
of the plasmid backboneand statistically significant correlations with reported adverse events.

The scientific evidence further reinforces these findings:

e Aldén et al. (2022): showed that BNT162b2 mRNA was rapidly taken up by human liver
(Huh7) cells, triggered LINE-1 activity, and may have been reverse-transcribed into
genomic DNA, challenging the assumption that vaccine mRNA/DNA is transient.

¢ McKernan et al. (2023): detected residual plasmid DNA in Pfizer and Moderna vaccines
at 312-3,390 ng/dose, containing SV40 promoter-enhancer sequences, i.e. up to 339x
above WHO/FDA safety limits.

e Speicher et al. (2023-2024, Canada): confirmed high variability by method; total DNA
1,896-6,280 ng/dose, with SV40 sequences up to 23.7 ng/dose. DNA fragments
averaged 214 bp, with maxima of 3.5 kb, above the 200 bp regulatory cut-off.

e Kaemmerer et al. (2024): demonstrated transfection of ovarian carcinoma cells with
Comirnaty, sequencing revealed integration events of spike DNA into chromosomes 9
and 12, including the FAIM2 tumour suppressor gene.

e Konig et al. (2024): measured synthetic DNA 3,600-5,340 ng/dose, showing efficient
LNP-mediated transfection of SV40 sequences into human cells.

e Raoult (2024): confirmed DNA contamination up to 5,160 ng/dose, even when
corrected still >50x above safety limits.

¢ Ryanetal.(2023) and Chakraborty (2024): detected synthetic DNA sequences in blood
of vaccinated individuals, including SV40 promoter and antibiotic resistance genes,
confirmed by genomic analysis.

e Wang et al. (2024, FDA White Oak labs): identified plasmid DNA in Comirnaty at 6—
470x above regulatory thresholds, with replication competence in E. coli.

The potential risks identified include LNP-mediated delivery of DNA into cells at massive copy
numbers, integration into the human genome, oncogenic transformations through SV40
promoter/enhancer element interactions with p53, prolonged spike protein production,
disruption of germline cells with possible heritable effects, induction of antibiotic resistance,
and autonomous replication of plasmid DNA. Additional contaminants such as RNA:DNA
hybrids and dsRNA may further contribute to thrombosis and immune dysfunction.

Additional Documented Safety Concerns Constituting an Overriding Public Interest:
Regulatory Misqualification as Novel Excipients & Toxicological Data Gaps

The mRNA vaccines rely on lipid components, notably ALC-0315 and ALC-
0159, that had not been used in any licensed medicinal product prior to their



emergency deployment. Regulatory assessments explicitly noted that
complete toxicological data were not available for these substances.
Moreover, significant batch-to-batch variability in ALC-0315 purity, ranging
between 82.3 and 98.3%, was documented. This variability has implications
for the physicochemical properties of the LNPs, potentially influencing
biodistribution, stability, and toxicity in ways that remain poorly
characterized. The use of such novel excipients without a comprehensive
toxicological profile constitutes a fundamental uncertainty in the risk
assessment of the platform.

A critical safety risk stems from the misclassification of LNPs as excipients
rather than as part of the active substance. By definition, the mRNA—-LNP
complex functions as a single active entity: the mRNA provides the genetic
sequence, while the LNP enables its delivery, biodistribution, and expression
in vivo. Without the LNP, no pharmacological effect occurs.

Treating LNPs as inert excipients effectively bypassed the toxicological and
quality requirements for active substances and gene therapy products under
Directive 2001/83/EC. This regulatory error reduced scrutiny of a biologically
active and novel component, creating a systemic gap in risk assessment. As a
result, potential long-term hazards linked to LNP-mediated delivery remain
insufficiently evaluated, representing a material safety risk for recipients.

Particle Size, Aggregation, and Microvascular Risk

Independent analyses of retained vaccine vials reported the presence of lipid
aggregates far exceeding the intended nanoscale dimensions, with droplets
up to 10 um in diameter. Such large particles are incompatible with the
expected pharmacokinetics of nanoparticulate formulations and carry a
theoretical risk of capillary occlusion and embolic phenomena. This
observation suggests that stability of the vaccine suspensions may not be
guaranteed under real-world conditions, creating an additional layer of
uncertainty regarding vascular safety.

RNA Species Heterogeneity and Immunostimulatory Contaminants

Manufacturing process modifications (so-called Process 2) resulted in a shift
in RNA integrity, with increased levels of truncated RNA species and double-
stranded RNA (dsRNA) by-products. dsRNA is a potent ligand for innate
immune receptors such as TLR3, RIG-I, and MDA?5, activating type | interferon
pathways and pro-inflammatory cascades. Therefore, the co-encapsulation of
dsRNA into LNPs therefore carries the risk of systemic immune activation,
autoimmunity, and tissue inflammation. Truncated RNAs, by contrast, may be
translated into incomplete or aberrant peptides, presenting novel epitopes
and disrupting antigen quality. Both contaminants undermine the premise of
a uniform and well-controlled mRNA therapeutic.

Modified Nucleoside m'W: Functional Benefits and Biological Trade-Offs



The complete substitution of uridine with N1-methyl-pseudouridine (m'W¥) is
central to the mRNA platform. This modification suppresses innate
recognition of foreign RNA, thereby enabling high levels of protein
expression. However, this immune silencing entails a systemic dampening of
antiviral defences, raising the possibility of increased susceptibility to
infections and viral reactivation. At the same time, m'W destabilizes codon
fidelity, increasing the likelihood of wobble base-pairing and stop-codon
readthrough. Such translation errors may produce elongated or misfolded
proteins with unpredictable immunogenicity or toxicity. The modification
thus represents a trade-off: improved manufacturability and antigen yield at
the cost of fidelity and immune surveillance.

Systemic Biodistribution and Off-Target Antigen Expression

Biodistribution studies demonstrate that LNPs do not remain at the injection
site but accumulate in organs including liver, spleen, bone marrow, adrenal
glands, and gonads. Cells within these organs are capable of taking up the
nanoparticles and expressing the encoded spike protein. Once expressed,
these cells may be recognized and destroyed by cytotoxic T lymphocytes,
leading to local tissue injury. This on-target/off-tissue toxicity model provides
a mechanistic explanation for organ-specific adverse events, including
hepatic, hematopoietic, and reproductive effects.

Reproductive Safety Concerns

Signals of menstrual irregularities and abnormal uterine bleeding have
emerged consistently in pharmacovigilance databases, despite their absence
from pivotal trial tables. On a population level, statistically significant declines
in live births were observed across Europe approximately nine months after
the onset of mass vaccination campaigns. In Germany, birth rates fell by 5.6%
in 2022 and 11.4% in 2023 relative to pre-pandemic baselines. Proposed
biological mechanisms include molecular mimicry between spike protein and
Syncytin-2, a placental fusion protein, potentially impairing implantation, as
well as direct gonadal transfection and local immune interference. While
causality is not proven, these converging lines of evidence highlight
reproductive safety as a critical area for investigation.

Cardiovascular and Hematologic Adverse Events

Post-marketing surveillance reveals a disproportionate number of
cardiovascular and hematologic events, including myocarditis, pericarditis,
myocardial infarction, stroke, cerebral venous sinus thrombosis, pulmonary
embolism, and immune thrombocytopenia. These events occur at rates
exceeding those observed with traditional vaccines. Mechanistic hypotheses
include endothelial activation by spike protein, inflammatory effects of
dsRNA, and pro-coagulant activity induced by lipid nanoparticles. The
clustering of such events strengthens the case for a causal association.

Oncological Risk Signals



Emerging epidemiological data suggest increases in aggressive cancers among
younger age groups, particularly between 15 and 44 years. Mechanistic
bridges include the potential for residual DNA integration, immune
modulation via IgG4 class switching, suppression of innate immune defences
by m'W, and chronic dsRNA-driven inflammation. While evidence remains
circumstantial, the combination of mechanistic plausibility and early signal
detection mandates further investigation.

Immunological Phenotype Shifts

Repeated mRNA vaccination has been associated with an unusual induction
of 1gG4 antibodies, an isotype more commonly linked to immune tolerance
and allergen desensitization. 1gG4 antibodies possess reduced effector
functions such as complement activation and phagocytosis. Concomitantly,
mucosal IgA responses after vaccination remain inferior to those induced by
natural infection, suggesting weaker protection at the site of viral entry. This
immune phenotype shift could undermine both infection control and tumor
immunosurveillance in the long term.

Procedural and Regulatory Deficiencies

The evidentiary foundation of vaccine safety is further weakened by
procedural irregularities. First-in-human trials began in April 2020, months
before the first complete toxicology reports were filed in December of the
same year. Inspections of the pivotal trial C4591001 covered only 9 of 131
sites, with no audits conducted at the largest recruiting site in Argentina or at
the Ventavia site that was subject to whistleblower allegations of data
manipulation. These gaps raise legitimate concerns about the reliability of the
pivotal trial data and the robustness of regulatory oversight.

Taken together, these concerns provide compelling, multi-method evidence of fundamental
deficiencies in mRNA technology — encompassing immunological, reproductive,
cardiovascular, oncological, and toxicological findings, each supported by plausible
mechanisms of harm. These findings are not isolated or speculative but amount to consistent
and credible confirmations that regulatory safety standards have been violated on a massive
and systematic scale.

In this context, EMA’s assertion that there is no “reliable scientific evidence” of DNA levels
exceeding approved thresholds reveals a profound lack of applying regulatory standards, as
evidenced in EMA’s reply, of understanding the extensive body of published research or
constitutes a deliberate decision to neglect all available evidence. Beyond the question of DNA
contamination, this disregard extends to a wide range of well-documented safety concerns
associated with the mRNA technology, including immunological dysregulation, cardiovascular
and reproductive risks, oncological signal patterns, and systemic toxicological findings.

Such conduct not only diminishes scientific scrutiny but also constitutes a manifest breach of
EMA’s binding legal duty to apply the overriding public interest test under Regulation
1049/2001.



Independent validation must come from external and industry-independent scrutiny. This is
precisely why the overriding public interest exception exists — to compel disclosure where
regulatory conduct, the industry’s own self-imposed standards, and EMA’s reliance on specific
validation methods and thresholds must be opened to external examination. This includes
disclosing the complete market dossier and all validation studies, since several of the
regulatory approaches and thresholds applied appear incompatible with the precautionary
principle, given the documented harms in literature, scientific findings and pharmacovigilance
post-marketing data as comprised in the Periodic Safety Update Reports.

3. Final demands
Accordingly, the GHRA respectfully demand that EMA:

1. Immediately reprocess my application of 17 February 2025 under Regulation
1049/2001 in line with the standard procedure: letter of release, disclosure of
documents (partly re-releases), right of confirmatory application/judicial remedies in
case unlawful redactions to ensure independent scrutiny by external scientists.

2. Apply the overriding public interest test under Article 4(2) of Regulation 1049/2001 to
all withheld documents, particularly those relating to residual DNA contamination and
other issues that require independent scrutiny.

3. Establish, without further delay, an electronic public register of access-to-documents
requests and disclosures, as required to ensure transparency, efficiency, and equal
treatment as required under the obligations in Regulation 1049/01.

4. Until such a register is established and made publicly accessible, the GHRA hereby
formally requests, under Regulation 1049/2001, to receive all documents disclosed by
EMA from 1 January 2025 onward, and to be provided, without delay, with continuous
access to all subsequent disclosures. This request is made pursuant to the erga omnes
principle, in order to ensure that all members of the public can participate in and
benefit equally from EMA’s document releases if EMA chooses to keep the disclosures
hidden or restricts access to certain information.

Failure to meet these demands will compel us to pursue further remedies before the European
Ombudsman, the Court of Justice of the EU, and other competent institutions, as well as
through public communication channels and the media, to ensure full transparency and public
accountability. The GHRA reserves the right to make this correspondence publicly available,
in whole or in part, in the interest of transparency and to document the institutional handling
of this matter.

We thank the EMA in advance for attention to this important issue and remain available for

any clarification or constructive dialogue that may assist in resolving these concerns in a
cooperative and transparent manner.

Yours sincerely,

Dr. Silvia Behrendt, Director of GHRA



