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medical affairs

Acadia Pharmaceuticals Inc. is providing this letter in response to your unsolicited request for
medical information. It is for scientific-exchange and individual educational purposes only, and
should not be copied or distributed. Information included in this letter may not be consistent with
the US FDA-approved Prescribing Information for NUPLAZID® (pimavanserin) or may be
related to unapproved uses of NUPLAZID. This letter is not intended to advocate any unapproved
or approved use, indication, dosage, or other treatment-related decision. Acadia strives to provide
current, accurate, and fair-balanced information in compliance with current industry information
dissemination guidelines.

For further information regarding Indication, Boxed WARNING and other Important Safety
Information for NUPLAZID, please click here: Prescribing Information.
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NUPLAZID® (pimavanserin): Effect of Crushing Tablets

This letter is being provided based on your specific request for information on the effect
of crushing pimavanserin tablets.

Relevant Labeling Information®
e NUPLAZID is available as 34 mg capsules and 10 mg tablets.

Summary

e There is no data looking specifically at the pharmacokinetic (PK) parameters of crushed
pimavanserin tablets.

e However, because pimavanserin is supplied as an immediate-release formulation,! no
changes to PK parameters would be expected.

Background

The PK profile of pimavanserin has been evaluated in healthy participants as well as in patients
with Parkinson’s disease (PD). The PK of pimavanserin is similar in both the PD population, and
healthy subjects. The median Tmax of pimavanserin was 6 (range 4-24) hours and was generally
unaffected by dose. The bioavailability of pimavanserin oral tablet and pimavanserin solution
was essentially identical.? Participants who have received pimavanserin solution have reported
a strong bitter, acidic, or burning sensation in the mouth.? Ingestion of a high-fat meal had no
significant effect on rate (Cmax) and extent (AUC) of pimavanserin exposure when administered
as a tablet formulation.*®

Effect of Crushing Pimavanserin Tablets

There are no data looking specifically at the PK parameters of crushed pimavanserin tablets;
however, because pimavanserin is supplied as an immediate-release formulation,! no changes to
PK parameters would be expected.
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