Product Characteristics, sections 4.4 (‘Special warnings and precautions for
use’) and 4.8 (‘Undesirable effects’) have been updated.

The benefits of vaccination continue to outweigh any risks.

Up to 31 May 2021 in the EEA, 145 cases of myocarditis occurred among
people who received Comirnaty and 19 cases among people who received
Spikevax. In addition, 138 cases of pericarditis occurred following the use of
Comirnaty and 19 cases following the use of Spikevax.

It is estimated that around 177 million doses of Comirnaty and 20 million
doses of Spikevax have been administered in the EEA up to 31 May 2021.

Call for reporting

Healthcare professionals are asked to report any suspected adverse reactions
via their national reporting system and include batch/Lot number if available.

These medicinal products are subject to additional monitoring. This will allow
quick identification of new safety information. Healthcare professionals are
asked to report any suspected adverse reactions.
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