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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:   February 3, 2012 
 
From:   Caroline Strasinger, Ph.D. 
  New Drug Quality Assessment Division II 
  ONDQA 
 
Through:  Moo-Jhong Rhee, Ph.D. 
  Chief, Branch IV 
  New Drug Quality Assessment Division II 
  ONDQA 
 
To:   CMC Review #1 of NDA 202-736 
 
Subject:  Final Recommendation 
 
The CMC review #1 has noted the following two pending issues:  
 

1. Final “Acceptable” recommendation from the Office of Compliance was not 
issued. 

2. Label/labeling issues were not resolved. 
 
And because of these deficiencies, in the CMC Review #1, this NDA was not 
recommended for approval from the ONDQA perspective.  
 
On February 3, 2012, the Office of Compliance issued the “Acceptable” recommendation 
for the facilities involved in the NDA (see the Attachment I). 
 
On February 2, 2012, the final label and labeling were submitted by the Applicant via 
email and they are revised satisfactorily from the ONDQA perspective (see the 
Attachment II). 
 
Recommendation: 
 
This NDA is now recommended for approval from the ONDQA perspective.  
 
 
Reviewer Erratum: 
On page 7 of CMC review #1 NDA 202-736 is incorrectly referred to as NDA 22-560.  The title of page 7 
should read “The Chemistry Review for NDA 202-736.”  
 

Reference ID: 3082534



Attachment: 
1. EES report 
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02/03/2012
Chief, Branch IV
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The CMC review of this NDA is recommended for a team review.  Dr. Balajee 
Shanmugam will be responsible for the review of the manufacture of  

and Dr. Caroline Strasinger for the rest of CMC review, which includes the 
manufacture of ivermectin  drug product, appendices, regional 
information, and label/labeling. 
 
 

      Shulin Ding, Ph.D. 
      CMC Lead 
 
      Moo-Jhong Rhee, Ph.D. 
      Chief, Branch IV 
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7. 

Are drug substance 
manufacturing sites identified 
on FDA Form 356h or 
associated continuation sheet?  
For each site, does the 
application list: 
• Name of facility, 
• Full address of facility 

including street, city, state, 
country  

• FEI number for facility (if 
previously registered with 
FDA) 

• Full name and title, telephone, 
fax number and email for on-
site contact person.  

• Is the manufacturing 
responsibility and function 
identified for each facility?, 
and 

• DMF number (if applicable) 

x   

8. 

Are drug product 
manufacturing sites are 
identified on FDA Form 356h 
or associated continuation 
sheet.  For each site, does the 
application list: 
• Name of facility, 
• Full address of facility 

including street, city, state, 
country  

• FEI number for facility (if 
previously registered with 
FDA) 

• Full name and title, telephone, 
fax number and email for on-
site contact person. 

• Is the manufacturing 
responsibility and function 
identified for each facility?, 
and 

• DMF number (if applicable) 

x   
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