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MEMORANDUM  DEPARTMENT OF HEALTH AND HUMAN SERVICES 
     PUBLIC HEALTH SERVICE 
     FOOD AND DRUG ADMINISTRATION 
     CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 
DATE:   October 20, 2011 
 
FROM:   Lyudmila N. Soldatova, Ph.D., ONDQA/DNDQA I 
 
SUBJECT:  CMC Evaluation of CR dated 27-Sep-2011 (Class 1    

Resubmission) of NDA 22-328 for  
  Intermezzo (zolpidem tartrate) Sublingual Tablets, 1.75 mg 

and 3.5 mg 
   
 
Background 
The Quality recommendation for NDA 22-328 resubmission dated 14-Jan-2011 was Approval 
(CMC Review #2 by Lyudmila Soldatova, dated 10-May-2011). The overall Acceptable OC 
recommendation for drug substance and drug product facilities was received on 29-Apr-2011. 
Regarding the updated 4-element packaging system for Intermezzo® tablets, the new proposed 
system was found acceptable from the CMC standpoint. The 24 months expiry was granted for 
the commercial drug product, 1.75 mg and 3.5 mg dosage strengths, packaged in the proposed 
single unit dose foil/foil blister/single unit dose pouch configuration, and stored at USP 
controlled room temperature, protected from moisture. 
The new CR Letter dated 14-Jul-2011 was issued by Division of Neurology Products. The Class 
1 resubmission was filed by the applicant on 27-Sep-2011. 
 
Evaluation 
From the CMC standpoint, the recommendation remains Approval for the NDA 22-328 
Resubmission dated 27-Sep-2011. No new CMC information was filed in this resubmission. The 
Approval recommendation is based on the Approval status of the previous NDA resubmission, 
and on the statement from OC that all of the facilities listed in the original application for NDA 
22-328 are current (as per Compliance Officer Shawn Gould’s message dated 06-Oct-2011). The 
OC re-evaluation date is 24-Mar-2013.  The updated labeling (the Description Section of the PI 
insert) was suggested for DNP on 17-Oct-2011. The updates are: (1) editing the recommendation 
for use to “Intermezzo sublingual tablets are intended to be placed under the tongue where they 
will disintegrate in ”, and (2) replacing the chemical name to USAN name 
N,N-6-trimethyl-2-p-tolylimidazo[1,2-α]pyridine-3-acetamide L-(+)-tartrate (2:1) to keep 
consistency with the labeling for reference drug Ambien®. 
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Any questions, please contact me. 
 
Thank you, 
Cathleen 
 
Cathleen Michaloski, BSN, MPH 
Regulatory Project Manager 
Division of Neurology Products 
FDA/CDER/ODE 1 
cathleen.michaloski@fda.hhs.gov 
P  301-796-1123 
F  301-796-9842 
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