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Rationale for Complete Response Other Than The Proposed REMS for Zelrix 

Due to outstanding deficiencies in Chemistry and Manufacturing Controls (CMC), Product 
Quality Microbiology, and Pharmacology Toxicology in NDA 202-278 Zelrix (sumatriptan) 
Iontophoretic Transdermal System, the DNP plans to issue a Complete Response (CR) letter to 
the applicant prior to the Prescription Drug User Fee Act (PDUFA) deadline of August 29, 2011. 
The 74-Day Filing Communication to the applicant included 13 requests for additional 
information and or clarification.   

DRISK defers comment on the applicant’s proposed REMS for Zelrix and patient labeling at this 
time. 

Comments 

A final discussion on the appropriate risk management strategy will be undertaken after the 
applicant submits a satisfactory response to the Complete Response letter. 

Please send DRISK a new consult request at such time. This memo serves to close the existing 
consult request for Zelrix (sumatriptan) Iontophoretic Transdermal System under NDA 202-278/ 
Serial Number 000. 

Please notify DRISK if you have any questions.  

 

Reference ID: 2970124



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

CAROLYN L YANCEY
07/06/2011
Deferral of REMS Review for Zelrix (sumatriptan iontophoretic transdermal system)

CLAUDIA B KARWOSKI
07/06/2011
concur

Reference ID: 2970124




