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Assessment of

Recommendation

EVUSHELD - Based on the available
(Tixagevimab and e evidence, the committee
Cilgavimab) use and < recommended to update the
Potential Risk of Lack of X5 product information of
Efficacy. EVUSHELD to include the
potential risk of lack of

%) efficacy for some sub-types

of omicron virus.

- Request a Direct Healthcare
Professional Communication
(DHPC) from the marketing
authorization holder.

- Publish a safety
communication at SFDA
website regarding this risk.

.

Assessment of the

report submitted from Based on the available evidence,
the marketing the committee recommended to
authorization holder of — — cancel the registration of HES.
hydroxyethyl starch However, the drug sector at
(HES) regarding the 9% SFDA postponed the decision
potential risk of acute IR until the marketing authorization
kidney injury and death. holder of the product sent the
results of the clinical studies

%) PHOENICS and TETHYS, then a

detailed evaluation of the results
of the two studies is conducted
by SFDA .
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