Higher Advisory
Pharmacovigilance
Committee

(HAPC) Meeting
Summary

Safety Assessment Report
of atypical fractures at sites
other than femur
association with
Bisphosphonates(BPs) use.

Safety Assessment
Report of molnupiravir
and potential lack of
efficacy.
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No. of attendees: 13

Recommendation

Based on the available evidence,
the committee recommended to
request a comprehensive signal
evaluation report from the
marketing authorization holder
of BPs products (ibandronic
acid, zoledronic acid and
alendronic acid) regarding the
potential risk of atypical
fractures at sites other than
femur.

Recommendation

- Based on the available
evidence, the committee
recommended to suspend the
registration of molnupiravir and
withdraw from the Saudi market.
- Request a comprehensive
benefit - risk evaluation report
from the marketing authorization
holder of molnupiravir.
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