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Review Information 
 

 
1. INDICATION: Treatment of HIV 
 
 
2. ROUTE OF ADMINISTRATION: Oral 
 
 
3. STRENGTH/POTENCY: 50 mg 
 
 
4. Rx/OTC DISPENSED:     Rx         OTC 
 
 
5. SPOTS (SPECIAL PRODUCTS ON-LINE TRACKING SYSTEM):  

   
Is this a SPOTS product?  Yes     No       Not evaluated at time of IQA. 
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Information is provided on both bottles of 30  tablets. Although only the bottles 
of 30 are proposed for initial marketing, the approval should cover both configurations, if both 
are adequately supported by data. 
 
If supported adequately by the stability data at 30ºC/75%RH, the expiration dating period could 
be stated to apply to either storage at USP controlled room temperature, or when stored below 
30ºC.  
 
The proposed Patient Information includes a storage recommendation of: 
“Store TIVICAY at room temperature between ” The Medical 
Policy reviewer may propose a narrower temperature range (20-25ºC) if USP controlled room 
temperature remains as the recommendation in the Prescribing Information. 
 
QbD Elements 
 
My initial assessment was that, while QbD elements such as the use of DOEs to support process 
development were present, these did not reach the level where QbD-related input would be 
needed beyond the expertise within the review team. However, more in-depth evaluation by the 
review team identified other QbD elements. These are summarized in the Product Quality and 
Manufacturing Memo (PQMM), filed separately in DARRTS, and comments were added to the 
appropriate facilities in EES. 
 
 
Description of Facility-Related Risks or Complexities (i.e. number of foreign sites, large 
number of sites involved, etc.) 
See EES for complete list of facilities related to this application. 
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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   

9. 

Are additional manufacturing, 
packaging and control/testing 
laboratory 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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42.  Are there any potential review 
issues identified?  X  
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REVIEW AND APPROVAL 
 
See appended electronic signature page} 
Stephen Miller, Ph.D. 
CMC-Lead 
Division of Pre-Marketing Assessment II, Branch V 
Office of New Drug Quality Assessment 
 
{See appended electronic signature page} 
Rapti Madurawe, Ph.D. 
Branch Chief  
Division of Pre-Marketing Assessment II, Branch V 
Office of New Drug Quality Assessment 
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