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Dear Mrs van Brempt,

I received a copy of the letter of 1 December that was sent to you by MEPs Donato, Kolakusi¢ and
Sincic, regarding the reporting of adverse events for COVID-19 vaccines used in the EU to the US
Vaccines Adverse Event Reporting System (VAERS) system.

Let me first stress that the allegations against EMA are incorrect, and we strongly disagree
with the content of the letter.

In September 2022, based on concerns raised as regards the re-identification of certain individual EU
patients from the published data in a US database, EMA launched an enquiry to ensure that personal
data protection legislation in the EU had been complied with.

The outcome of this process led to a request from EMA to the US authorities to remove certain details
which could have led to the re-identification of patients and healthcare professionals, when accessing
such data in VAERS, in order to protect the personal data of patients and healthcare professionals
within the EEA. This request was done following further consultation with the European Data Protection
Supervisor, which monitors and ensures the right to privacy and data protection within the EEA.

The letter to you from the MEPs is a misrepresentation of events and safety data and we
strongly refute the allegation that the Agency is “hiding information”.

Within their letter, the MEPs refer to the US Vaccines Adverse Event Reporting System (VAERS)
system, which is the US database for monitoring side effects, and the removal of certain data fields at
the request of EMA. The data concerned are from reports of suspected side effects that originate from
the EEA.

It is important to understand that while the US FDA publishes data concerning suspected side effects in
line with applicable data protection laws in the US, EMA on the other hand publishes such data in
compliance with the European Union Data Protection Regulation. As a result, the data within the EU are
anonymised, meaning that the personal data are published in such a way that they can no longer be
attributed to an individual patient or healthcare professional.
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The three MEPs also question the safety of batches of COVID-19 vaccines with extended shelf-lives.
The shelf-life of COVID-19 vaccines at the time of the initial marketing authorisation was based on
data from stability studies which were conducted in line with relevant EU pharmaceutical legislation. At
the time of approval data from these studies supported a shelf-life of several months (e.g., 6 months
for Comirnaty, 7 months for Spikevax). However, more data was subsequently generated from ongoing
stability studies and the shelf-life was extended for both mRNA COVID-19 vaccines. Please be advised
that this recommendation was made after a rigorous and thorough assessment by experts within EMA
and the Agency’s Committee for Medicinal Products for Human use (CHMP). Furthermore, batch sizes
are variable and with increasing batch size, the number of suspected side effects reported is also
expected to increase as more people receive the vaccine.

The letter also refers to data obtained from a website Justpaste.it/VaccinalLetali. Of note, this particular
site does not appear to be active any longer. The MEPs correspondence implies that the overall safety
of COVID-19 vaccines can be estimated solely, based on the humber of suspected side effects received
for specific batch numbers. This interpretation does not take into account several factors such as the
number of patients exposed to a particular batch of a vaccine. In addition, any information submitted
in VAERS or EudraVigilance refers to suspected side effect reports which describe medical events
observed following the use of a vaccine. The fact that someone has had a medical issue or died after
vaccination does not necessarily mean that this was caused by the vaccine. Therefore, the number of
reports received cannot be used to calculate any incidences or frequencies.

We have seen a lot of misrepresentation of data on suspected adverse reactions related to COVID-19
vaccines circulating in articles and on social media. To address this misunderstanding, EMA has
regularly published figures on suspected side effects reported spontaneously after vaccination in the
safety update reports for the vaccines, which can be found here (see section How safety is monitored):
https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-
disease-covid-19/treatments-vaccines/vaccines-covid-19/covid-19-vaccines-authorised #safety-
updates-for-authorised-covid-19-vaccines-section

Transparency is at the core of the Agency’s operations. I would like to take the opportunity to outline
the exceptional measures that EMA has undertaken to increase transparency for COVID-19 vaccines
and treatments. This includes a range of activities such as regular press briefings, standalone
communications on key developments, publication of clinical trial data and assessment reports. Further
information is available within the following link: https://www.ema.europa.eu/en/human-
regulatory/overview/public-health-threats/coronavirus-disease-covid-19/treatments-
vaccines/transparency-exceptional-measures-covid-19-medicines

I hope these clarifications are helpful to you. Should you require any further information then please
do not hesitate to contact me.

In closing, please be assured that EMA is fully committed to ensuring enhanced transparency of its
regulatory activities concerning COVID-19 vaccines while safeguarding the personal data of EU citizens.

Yours sincerely,
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Emer Cooke
Executive Director
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