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CHEMISTRY REVIEW(S) 
 



 
NDA 202088 
 

TRADENAME1

(phentermine HCl) 
Orally Disintegrating Tablet 

 
Summary of the Basis for the Recommended Action 

 from Chemistry, Manufacturing, and Controls 
 

 
Applicant:   Citius Pharmaceuticals, LLC 

63 Great Road,  
Maynard,  
MA 01754 

Indication:   Treatment of Obesity 
 
Presentation:  The drug product will be packaged in high density polyethylene  
  (HDPE) 30-count and 100-count bottles with a child-resistant  
  closure and a  desiccant. 
 
Establishments Evaluation Report (EER) Status: Acceptable 
 
Consults: EA –     Acceptable 
 Statistics –    N/A 
 Methods Validation –  Not requested 
 Clinical Pharm –  N/A 

Microbiology –   N/A 
 Pharm Toxicology –  N/A 
 
Original Submission:   August 11, 2010 
Re-submissions:     N/A 
Post-Approval CMC Agreements: None at this time. 
 
Drug Substance 
The drug substance, phentermine HCl, is a previously approved drug substance, 
produced by chemical synthesis.  

                                                
1 To be determined. 

Reference ID: 2946196







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

ALI H AL HAKIM
05/12/2011

Reference ID: 2946196



















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

ELSBETH G CHIKHALE
05/09/2011

ALI H AL HAKIM
05/09/2011

Reference ID: 2944188





















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

ELSBETH G CHIKHALE
02/02/2011

ALI H AL HAKIM
02/02/2011

Reference ID: 2899870



Initial Quality/CMC Assessment 
ONDQA

Page 1 of 15 

Division of Metabolism and Endocrinology Products 

NDA: 202088 

Applicant: Citius Pharmaceuticals LLC 

Stamp Date: 17-AUG-2010 

PDUFA Date: 17-JUN-2011 

Proposed Proprietary Name:

Established Name: Phentermine hydrochloride 

Dosage form and strength: Orally disintegrating tablet 

15, 30,  mg 

Route of Administration: Oral administration

Indications: Treatment of obesity 

CMC Lead: Su (Suong) Tran, ONDQA

ONDQA Fileability: Yes

(b) (4)

(b) (4)
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allow the filing of this NDA. (The applicant states in the 13-OCT-2010 email that the 

information was submitted on 12-OCT-2010.) 

• Dissolution. Review of the  and all dissolution/drug release-related information 

will be conducted by the ONDQA Biopharm team. 

• Environmental Assessment. The applicant’s claim of categorical exclusion from the 

requirement to prepare an environmental assessment cites “21 CFR, Part 25, Subpart B, 

25.24(c)(4)”, which does not exist. See the 74-day letter comment at the end of this review. 

Stability: 

As mentioned earlier in this review, three batches of each dosage strength were manufactured with the 

commercial process, at production scale, with the commercial formulation. Each batch was packaged in 

the commercial 30-count bottles and 100-count bottles. All batches were placed on stability as primary 

batches. The stability data in the NDA initially included 3-month long-term and accelerated data for two 

(out of the three) primary batches of each dosage strength, and 24-month long-term and 6-month 

accelerated data for one primary batch of each dosage strength. See Comment at the end of this review 

(sent to Applicant on 25-AUG-2010). In response to FDA’s comment, the applicant commits to 

submitting additional 6-month data (on the batches initially submitted with the 3-month data) by 

November, in order to allow the filing of this NDA (correspondence submitted on 12-OCT-2010.). Each 

stability batch was packaged in both bottle systems. No photostability study was conducted, and the 

applicant uses the term “retest period” instead of the correct term “expiration dating period”; see the 74-

day letter comments at the end of this review. 

Supporting NDA or IND:  IND 76477 - same sponsor 

Supporting DMFs: See 3.2.P.7 in Volume 4 of the NDA. 

GMP facilities: EER was sent to Compliance by ONDQA PM on 31-AUG-2010. 

(b) (4)

(b) (4)
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1. Your claim of categorical exclusion from the requirement to prepare an environmental assessment 
cites “21 CFR, Part 25, Subpart B, 25.24(c)(4)”, which does not exist. Submit a revised claim with 
the correct regulation citation, information to support the requested exclusion (e.g., a calculation 
of estimated environmental concentrations of the drug), and a statement that, to the best of your 
knowledge, no extraordinary circumstance exists that would warrant the preparation of an 
environmental assessment. 

2. Provide the location in the NDA of the photostability study report for the drug product. 

3. The term “retest period” does not apply to the drug product. Revise your NDA where appropriate 
to replace “retest period” with the correct term “expiration dating period” when discussing the 
drug product. 
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