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INGREZZA® (valbenazine) Capsules and INGREZZA® SPRINKLE (valbenazine)
Capsules at Doses Greater than 80 mg

Thank you for contacting Neurocrine Biosciences with your unsolicited Medical Information request
regarding the use of INGREZZA and INGREZZA SPRINKLE at doses greater than 80 mg.

INGREZZA and INGREZZA SPRINKLE are indicated in adults for the treatment of tardive dyskinesia (TD)
and for the treatment of chorea associated with Huntington’s disease (HD).!

The FDA-approved full Prescribing Information states the following regarding dosage and administration?:

Administer INGREZZA and INGREZZA SPRINKLE orally with or without food.
Tardive Dyskinesia

The initial dosage for INGREZZA and INGREZZA SPRINKLE is 40 mg once daily. After one
week, increase the dose to the recommended dosage of 80 mg once daily. A dosage of 40 mg or
60 mg once daily may be considered depending on response and tolerability.

Chorea Associated with Huntington’s Disease

The initial dosage for INGREZZA and INGREZZA SPRINKLE is 40 mg once daily. Increase the
dose in 20 mg increments every two weeks to the recommended dosage of 80 mg once daily. A
dosage of 40 mg or 60 mg once daily may be considered depending on response and tolerability.

An exposure-response (E-R) model indicated that exposures at doses greater than 80 mg valbenazine
would confer a minimal increase in benefit. There exists an increased risk of safety burden at doses
higher than 80 mg.2

There have been no studies conducted to evaluate the safety and efficacy of valbenazine in doses
greater than 80 mg in adult patients with TD or chorea associated with HD.

However, in a Phase 2 study in patients with TD (KINECT®), valbenazine 100 mg once daily was used for
2 weeks followed by 50 mg daily for 4 weeks in one of the study arms (n=27).24 A total of 109 participants
entered the 6-week double-blind study and 93 participants completed the 6-week study.®* For more
information on the KINECT study, please contact Neurocrine Medical Information at (877) 641-3461 or
medinfo@neurocrine.com.

This letter and the enclosed material are provided in response to your unsolicited medical
information inquiry. Please feel free to contact Neurocrine Medical Information at (877) 641-3461
or medinfo@neurocrine.com if you would like to request additional information.
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