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established based on two Phase III controlled studies conducted in adult HIV-1 infected 
patients (Studies 1100.1486 and 1100.1526). 

IND Development

The proposed drug product has been developed under IND 74,744. 

The discussion and agreements reached during the pre-NDA meeting (October 19, 2009) 
are available from DARRTS. 

The discussion and agreements reached during the IND EOP2 phase (document 
containing CMC comments in lieu of face-to-face EOP2 meeting dated October 11, 
2007) are available from DARRTS. 

Some documentation on earlier IND development including the IND safety review is 
located at: ondcS1 on cdsnas\DPA2\Branch 4\DAVP Applications\74 744 Nevirapine ER 
Tabs.

Some earlier studies via IND 74,744  
 only 400 mg strength is currently planned for commercialization. 

Other Applications that are relevant to this review

NDA 20-636 for Viramune (nevirapine) Tablets, 200 mg; approved June 1996. A copy of 
the CMC NDA review is located at: ondcS1 on cdsnas P:\CMC-Reviews-from-Action-
Packages\Extracted-CMC-Reviews\ODE-4 Captured\530 Captured. 

NDA 20-933 for Viramune (nevirapine) Oral Suspension, approved September 1998. 

IND 36,026 for Viramune (nevirapine) Tablets and Oral Suspension. 

IND 74,744 for nevirapine extended-release tablets. 

Drug Substance

Per agreement at the October 19, 2009 pre-NDA meeting, the applicant cross-referenced 
the Viramune® NDA (20-636) for all drug substance information. However, per FDA’s 
request, general information (i.e. section 3.2.S.1) and a specification have also been 
provided in the current NDA. In addition, a report describing the performance of the 
extended release drug product has been included in the Pharmaceutical Development 
report in 3.2.P.2, to support the currently approved drug substance specification for the 
new nevirapine formulation. 

Comment: It appears (from DARRTS) that a new manufacturing supplement (CMC 
supplement # 34) was submitted to NDA 20-636 on June 2, 2010. It would be appropriate 
to assess if the proposed change has any effect on the currently proposed drug product 
(e.g. if any EES action is necessary). 

(b) (4)
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 Dorota Matecka, Ph.D. See DARRTS
 Acting CMC Lead    Date 

 Stephen P. Miller, Ph.D. See DARRTS
 Acting Branch Chief    Date 









7.

Are drug substances 
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) 

�

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) 

�











36.

Are there any potential 
review issues to be forwarded 
to the Applicant for the 74-
day letter? 

�  Biopharmaceutics comments* 

* For details regarding biopharmaceutics filing decision (FILABLE) and comments see 
Biopharmaceutics Filing Review signed off on July 15, 2010 in DARRTS 

{See appended electronic signature page}

Dorota Matecka 
Acting CMC Lead Date 
Division of New Drug Quality Assessment II 
Office of New Drug Quality Assessment 

{See appended electronic signature page}

Stephen Miller 
Acting Branch Chief Date 
Division of New Drug Quality Assessment II 
Office of New Drug Quality Assessment 
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LS INC

Nevirapine Extended Release
Tablets
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CHEMICAL MANUFACTURING CONTROLS 
 FILING CHECKLIST FOR NDA/BLA or Supplement 

7.

Are drug substances 
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) 

�   

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) 

�











CHEMICAL MANUFACTURING CONTROLS 
 FILING CHECKLIST FOR NDA/BLA or Supplement 

35.

If the NDA is not fileable 
from the product quality 
perspective, state the reasons 
and provide filing comments 
to be sent to the Applicant. 

�   

36.

Are there any potential 
review issues to be forwarded 
to the Applicant for the 74-
day letter? 

�  Biopharmaceutics comments* 

* For details regarding biopharmaceutics filing decision (FILABLE) and comments see 
Biopharmaceutics Filing Review signed off on July 15, 2010 in DARRTS 

{See appended electronic signature page}

Dorota Matecka 
Acting CMC Lead Date 
Division of New Drug Quality Assessment II 
Office of New Drug Quality Assessment 

{See appended electronic signature page}

Stephen Miller 
Acting Branch Chief Date 
Division of New Drug Quality Assessment II 
Office of New Drug Quality Assessment 
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