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Reviewer: Alex Jordan, Ph.D. 
 Expert Reviewer 

NDA #/SS#/date:  204516  

Sponsor:  Noven Pharmaceuticals  

Drug Product:  Paroxetine mesylate 

Indication:  Vasomotor symptoms in post-menopausal women 
 
Recommended Action:   Approval 
 
 
 
Background:   
 
 
Pharmacology: Paroxetine is approved for the treatment of psychiatric conditions including 
major depressive, obsessive compulsive, panic, and generalized anxiety disorders.  There were no 
nonclinical safety concerns identified for use of paroxetine for the new indication of treatment of 
vasomotor symptoms in postmenopausal women.  The proposed dose for treatment of vasomotor 
symptoms of 7.5 mg is lower that that approved for other indications and requires no additional 
toxicological evaluation. 
  
Outstanding nonclinical issues:  None 

 
Conclusion:  I concur with the primary nonclinical reviewer, Dr. McKinney, in recommending 
an approval action for this NDA. 
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CDTL Review: 
 

4. Nonclinical Pharmacology/Toxicology 
 
The topics below should be addressed by the CDTL.    The CDTL should  re-iterate, emphasize or expand 
upon any issue from the Pharmacology/Toxicology review and from discussions with the Pharm/Tox review 
team as deemed appropriate.  Particular attention should be paid to any potential clinical safety concern 
emanating from nonclinical studies, including but not limited to results of acute or chronic toxicity studies, 
genotoxicity or carcinogenicity studies, or reproductive toxicology studies. 
 

• General nonclinical pharmacology/toxicology considerations (including pharmacologic properties 
of the product, both therapeutic and otherwise).  

• Carcinogenicity  
• Reproductive toxicology 
• Other notable issues (resolved or outstanding) 
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PHARMACOLOGY/TOXICOLOGY NDA REVIEW AND EVALUATION 

 

Application number: 204516 

Supporting document/s: 
NDA 20-031 (Paxil®)  
NDA 21-299 (Pexeva®) and IND 76636 

Applicant’s letter date: 28 Aug 2012 

CDER stamp date: 28 Aug 2012 

Product: Paroxetine mesylate 

Indication: Vasomotor symptoms in post-menopausal 
women 

Applicant: Noven Pharmaceuticals 

Review Division: Division of Reproductive and Urologic Drugs 

Reviewer: Leslie McKinney, PhD 

Supervisor/Team Leader: Alex Jordan, PhD 

Division Director: Hylton Joffe, MD 

Project Manager: Kimberly Shiley, RN 
 

Disclaimer 
 
Except as specifically identified, all data and information discussed below 
and necessary for approval of NDA 204516 are owned by Noven 
Pharmaceuticals or are data for which Noven has obtained a written right 
of reference.  Any information or data necessary for approval of 204516 
that Noven Pharmaceuticals does not own or have a written right to 
reference constitutes one of the following: (1) published literature, or (2) a 
prior FDA finding of safety or effectiveness for a listed drug, as described 
in the drug’s approved labeling.  Any data or information described or 
referenced below from a previously approved application that Noven 
Pharmaceuticals does not own (or from FDA reviews or summaries of a 
previously approved application) is for descriptive purposes only and is not 
relied upon for approval of 204516.  
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2 Drug Information 

2.1 Drug 

2.1.1 CAS Registry Number  
  217797-14-3 

2.1.2 Generic Name 
  Paroxetine mesylate 

2.1.3 Code Name 
  none 

2.1.4 Chemical Name 
(-)-trans-4R-(4′-fluorophenyl)-3S-[(3′,4′-methylenedioxyphenoxy)methyl] 
piperidine, mesylate 

2.1.5 Molecular Formula/Molecular Weight 
  C19H20FNO3•CH3SO3H / 425.46 

2.1.6 Structure 

 
2.1.7 Pharmacologic class 

  Established pharmacological class: serotonin reuptake inhibitor 
 

2.2 Relevant IND/s, NDA/s, and DMF/s 
  IND 76636   paroxetine mesylate 
  NDA 21-299: PEXEVA® paroxetine mesylate 
  NDA 20-031: PAXIL® paroxetine hydrochloride 
  DMFs  
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