
New Drug Application 
Memo to File - Clinical Pharmacology 

Change in Recommendation 
NDA: 22-117 

Type of Submission: Original NDA 

Submission Date: August 30, 2007 

Associated INDs: 51,641 September 30, 1996 (Treatment of Psychosis) 
70,329 August 3, 2004 (Treatment of Acute Mania in Bipolar I) 

Generic Name: Asenapine Maleate 

Formulation: 
Strengths: 

Sublingual Tablets 
5 mg, 10 mg 

Route: Sublingual (N.B. Route is mislabeled in Application Form 356h) 

Brand Name: Sycrest® 

Sponsor: Organon / Schering-Plough 

Reviewer: Ronald E. Kavanagh, B.S. Pharm., Pharm.D., Ph.D. 
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This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Ron Kavanagh
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