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Updates on Thiomersal Safety in

Recommendation

Based on the scientific evidence

Vaccines ) .
reviewed and the data provided, the

committee recommends updating the

TR product information for the Arapenta®
>) vaccine to restrict its use to children aged
one year and older, rather than “to use in

children six weeks of age and older” that

exists in the current label .

Recommendation

Onasemnogene Abeparvovec and Based on the available scientific evidence,
the Potential Risk of Death the Committee recommends the following
I .

actions:

®* Request the marketing authorization
iﬁ? holder to issue a Direct Healthcare
% Professional Communication,

addressing the potential risks of acute
liver  failure and  thrombotic

microangiopathy associated with the

product.

*  Conduct a review on the efficacy and
safety of the Onasemnogene
abeparvovec product, specifically
focusing on the age group targeted

for treatment.
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