
Review and Evaluation of Clinical Data
	
NDA #21-336
	

Sponsor: Somerset Pharmaceuticals 

Drug: Emsam (selegiline transdermal system) 

Indication: Major Depression 

Material Reviewed: Resubmission: S-005 & S-010 

Date Submitted: July 10, 2014 

Date Received: July 10, 2014 

DARRTS SDN: 377 

Sequence Number: 0035 

I. Background 

Supplement S-005 to this NDA provided for the conversion of Emsam labeling to 
PLR format.  Supplement S-010 contained the safety and efficacy data from a 
study of Emsam in adolescent patients (ages 12-17) with major depressive 
disorder (Study S9303-P0605).  This trial was conducted to fulfill PMC #1 for this 
NDA. 

These supplements were reviewed and a Complete Response (CR) letter was 
issued on February 3, 2014.  Final approval of these supplements was 
contingent on the sponsor agreeing to the labeling changes contained in the CR 
letter. 

The sponsor has now resubmitted these supplements with revised labeling. 
Because of a discrepancy between the cover letter and the draft labeling in this 
submission regarding contraindicated use in children under the age of 12 years, 
the sponsor submitted a corrected cover letter on July 28, 2014, at our request to 
clarify that they were in agreement with our request that Emsam be 
contraindicated in this age group.1 

The revised labeling is reviewed below. 

II. Clinical Review of Revised Emsam Labeling 

HIGHLIGHTS 
CONTRAINDICATIONS
	
The sponsor agrees to the contraindication in children under 12 years old.
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The corrected cover letter was provided in eCTD sequence #0036 (DARRTS SDN 379) and 
was received by the Agency on July 28, 2014. 
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Kindly inform us of the acceptability of this proposal at your earliest convenience 
and, if necessary, your counterproposal.  Thank you in advance. 

Gregory M. Dubitsky, M.D. 
Medical Officer 
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