Palonosetron
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Palonosetron injection

APPROVAL CRITERIA

Requests for palonosetron for injection may be approved for adults as prevention of any of the
following:

I.  Acute or delayed nausea and vomiting associated with initial and repeat courses of
moderately or highly emetogenic cancer chemotherapy; OR
[I. Postoperative nausea and vomiting (PONV) for up to 24 hours following surgery.

Requests for palonosetron for injection for pediatric individuals aged 1 month to less than 17
years may be approved if the following criterion are met:

l. Individual is using for prevention of acute nausea and vomiting associated with initial
and repeat courses of emetogenic cancer chemotherapy, including highly emetogenic
cancer chemotherapy.

Palonosetron for injection may not be approved when the above criteria are not met and for all
other indications.
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