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Your medical information enquiry concerning COMIRNATY ¥ (COVID-19 mRNA vaccine
(BNT162))

Dear Dr Stefanelli
Thank you for your enquiry regarding our medicine COMIRNATY V.

¥ Relevant to member states of the EU and the European Economic Area (including Norway,
Liechtenstein and Iceland): This medicinal product is subject to additional monitoring. This will
allow quick identification of new safety information.

Healthcare professionals are asked to report any suspected adverse reactions via the national
reporting system.

Comirnaty has been authorised under a “conditional approval’ scheme. The European
Medicines Agency will review new information on this medicinal product at least every year and
the Summary of Product Characteristics will be updated as necessary.

In response to your question on the safety profile and long-term safety of Comirnaty (COVID-19
MRNA Vaccine), please refer to the medical information response document enclosed entitled:
¢ Undesirable Effects and General Safety

In addition, the following information concerning clinical safety of Comirnaty, may also be of
relevance:

European Public Assessment Report

The European Public Assessment Report (EPAR) for Comirnaty (COVID-19 mRNA Vaccine)
published by the European Medicines Agency (EMA) provides additional data on the clinical
safety of Comirnaty based on clinical trial data submitted to the EMA. The following information
is included in the EPAR: [2][3]

Long term safety data is not available at this stage, however the Phase 2/3 study will follow the
included subjects up to 2 years post vaccination, so these data are expected post-authorisation.

[2]
2.5.2. Conclusions on clinical safety

The long-term safety of BNT162b2 mRNA vaccine is unknown at present, however further
safety data are being collected in ongoing Study C4591001 for up to 2 years following
administration of dose 2 of BNT162b2 mRNA vaccine in all age groups. Additionally, active
surveillance studies are planned to follow long-term safety in vaccine recipients. [3]

For complete information, please refer to the EPAR via the following links:
e https://www.ema.europa.eu/en/documents/assessment-report/comirnaty-epar-public-
assessment-report en.pdf
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