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(HAPC) Meeting
Summary

Safety of domperidone use in

pediatrics.

—

Safety assessment report of
thrombotic events association

with Andexanet alfa.
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Recommendation

Based on the available scientific evidence,

the committee recommends:
1. Re-distributing and updating the
marketing company’s Dear Healthcare
Professional Letter (DHPC) regarding the
non-use of the product in children under
12 years of age or weighing less than 35
kg.

2. Publishing a safety communication in
both Arabic and English on the SFDA's
website for the public and healthcare
professionals.

3. Conducting a comprehensive review of

the product’s benefits and risks in adults.

Recommendation

Based on the available scientific evidence,
the committee recommends:

1. Updating the product label to include
the same warnings as stated in the FDA's
drug information leaflet.

2.Requesting a  Dear Healthcare
Professional Letter (DHPC) from the
marketing authorization holder regarding

the thrombotic risk.
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