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Reference ID: 3365731



MEMORANDUM 
 
 
 
Date:  July 23, 2010 
 
 
To: NDA 22-526 
 
 
From: Terrance Ocheltree, Ph.D., R. Ph. 

Division Director 
Division II, ONDQA 

 
 
Subject: Tertiary review of ONDQA recommendation for NDA 22-526 Girosa 
(flibanserin) Tablets, 100 mg. 
 
I have assessed the ONDQA review of NDA 22-526 by Zhengfang Ge, Ph.D.  The 
review was finalized on June 23, 2010 with a recommendation for Approval. The Office 
of Compliance has recommended “Acceptable” for the proposed manufacturing and 
testing sites, as shown in EES.  Sufficient information has been provided to assure 
identity, strength, purity and quality.   
 
No post marketing commitments are proposed by ONDQA. 
 
NDA 22-526 is for a film coated tablet containing 100 mg of flibanserin.  It is indicated 
for premenopausal hypoactive sexual desire disorder. The proposed commercial 
packaging is a HDPE bottle,  containing 30 tablets.  A  
months expiration period has been proposed and granted when the product is stored at 
25°C (77°F) with excursions permitted to 15-30°C. 
 
I concur with the “Approval” recommendation from a CMC perspective and the absence 
of CMC related post marketing commitments. 
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Memo to File  

NDA: 22-526 
Sequence: 0031 
Submission Date: June 16, 2010 
Type of Submission:  Response to June 2, 2010 Information Request Letter 
Product name Girosa® (Flibanserin) 
Dosage Form: Film-Coated Tablets 
Dosage Strengths: 100 mg  
Sponsor: Boehringer Ingelheim Pharmaceuticals, Inc.   

 

 
Based on the dissolution data of clinical batches (518670, 415911, and 519259) provided in the 
Original NDA dated 10/27/2009, it shows that all batches dissolve NLT % in 30 minutes. 
Therefore, FDA requested on June 2, 2010, the sponsor to adopt the following acceptance 
criteria: NLT % in 30 minutes instead of the sponsor’s proposed acceptance criteria of Q = 

% of label claim at 30 minutes.  On June 16, 2010, the sponsor responded with agreement to 
FDA’s request.    
Hence, the following dissolution method and acceptance criteria for flibanserin 100 mg film-
coated tablets are acceptable:    
 
Dissolution Method:   
Apparatus:   USP Apparatus 2 (Paddle)  
Rotation:   50 rpm  
Dissolution Medium:   buffer (pH 4.0) 
Volume:   900 mL  
Temperature:   37° ± 0.5° C 
Sampling time:            30 minutes  
Acceptance criteria:   NLT % in 30 minutes   
 
Houda Mahayni, Ph.D. 
Biopharmaceutics Reviewer   
Office of New Drug Quality Assessment  
 
Patrick Marroum, Ph.D. 
Biopharmaceutics Lead 
Office of New Drug Quality Assessment  

(b) (4)

(b) 
(4)

(b) 
(4)

(b) (4)

(b) 
(4)



Application
Type/Number

Submission
Type/Number Submitter Name Product Name

-------------------- -------------------- -------------------- ------------------------------------------
NDA-22526 ORIG-1 BOEHRINGER

INGELHEIM
PHARMACEUTICA
LS INC

FLIBANSERIN

---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

HOUDA MAHAYNI
06/23/2010

PATRICK J MARROUM
06/23/2010




