
COMIRNATY : Periodic safety update report assessment 
19 June 2022 to 18 December 2022  

 

This document consists of: 

1. The PRAC assessment report of the Comirnaty periodic safety update report (PSUR) 

covering the period 19th June 2022 to 18th December 2022, and; 

2. The Comirnaty PSUR itself.  

The PSUR is a pharmacovigilance document intended to provide an evaluation of the risk-

benefit balance of the medicinal product during the reference period mentioned above.  

The objective of the PSUR is to present a comprehensive and critical analysis of the risk-benefit 

balance of the product, taking into account new or emerging safety information in the context 

of cumulative information on risk and benefits. The marketing authorisation holder is legally 

required to submit PSURs at defined time points after the authorisation of a medicinal product. 

EMA’s safety committee, the PRAC, assesses information in the PSUR to determine if there are 

new risks identified for a medicine and/or if its risk-benefit balance has changed. The outcome 

of this assessment is summarised in the PRAC assessment report of the PSUR. 

The PSUR and the PRAC assessment report of the PSUR include information about suspected 

side effects, i.e. medical events that have been observed following the use of the vaccine, but 

which are not necessarily related to or caused by the vaccine itself. Information on suspected 

side effects should not be interpreted as meaning that the vaccine or the active substance 

causes the observed event or is unsafe to use.  

Only a detailed evaluation and scientific assessment of all available data, as 

described in the PRAC assessment report of the PSUR, can determine the impact of 

new data on the benefits and risks of a medicine. 

Further information on the safety of COVID-19 vaccines and on PSUR submission and 

assessment is available on the EMA website. 

This document may contain redactions for commercially confidential information (CCI) and 

protected personal data (PPD) in accordance with applicable legislation and guidance. 

https://www.ema.europa.eu/en/human-regulatory/overview/public-health-threats/coronavirus-disease-covid-19/covid-19-medicines/safety-covid-19-vaccines
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/periodic-safety-update-reports-psurs
https://www.ema.europa.eu/en/human-regulatory/post-authorisation/pharmacovigilance/periodic-safety-update-reports-psurs


EUROPEAN MEDICINES AGENCY 
SC I E NC E M E DIC I N ES II EAL TH 

EMA/PRAC/304118/2023 
Pharmacovigilance Risk Assessment Committee (PRAC) 

PRAC PSUR assessment report 

Procedure no.: EMEA/H/C/PSUSA/00010898/202212 

Active substance(s): tozinameran (COMIRNATY), tozinameran/riltozinameran 
(COMIRNATY Original/Omicron BA.1), tozinameran/famtozinameran 
(COMIRNATY Original/Omicron BA.4-5) 

Period covered by the PSUR: 19/06/2022 To: 18/12/2022 

Centrall:1 aul6or:isel Me'liczinal pr:o'luetfsl: MHRellng 'A!ullilarisalion Holile1 

Eor pr.esentatians: See 'A!nnex 'A! 

COMIRNATY BioNTech Manufacturing GmbH 

Cur:r:ent 
Deser:iption Planned date 

step 

□ Start of procedure: 9 March 2023 

□
PRAC Rapporteur's preliminary assessment 8 May 2023 
report (AR)

□ MS/PRAC members and MAH comments 7 June 2023 

□
PRAC Rapporteur's updated assessment 22 June 2023 
report following comments

□ Oral explanation N/A 

� PRAC recommendation 6 July 2023 

Official address Domenico Scarlattilaan 6 • 1083 HS Amsterdam • The Netherlands 

Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us 

Actual Date 

9 March 2023 

8 May 2023 

7 June 2023 

22 June 2023 

N/A 

6 July 2023 

Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 ,t,,n •gency of the Europe•n Union 

© European Medicines Agency, 2023. Reproduction is authorised provided the source is acknowledged. 














































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































