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Post Marketing Commitments 
The final text may differ slightly from that given below. 

PMC-1
During the filling of one commercial full-scale Viread oral powder lot, execute a stratified 
sampling plan to determine the potency of the powder blend and verify that potency variation 
does not occur due to segregation. Include individual measurements of strength from at least one 
single scoop sample per container for containers spanning the full packaging run. Include both 
individual values and statistical analysis of the data in the study report. 

The timetable you submitted on January XX, 2012, states that you will conduct this study 
according to the following schedule: 

Study/Trial Completion: 12/18/2012 
Final Report Submission: 01/18/2013 

PMC-2
Submit data from a simulated in-use study of strength per scoop where a bottle is exhaustively 
sampled one scoop at a time. Use a bottle subjected to appropriate simulated shipping 
conditions so that it is representative of a bottle obtained by a patient. Include data from each 
scoop sampled and appropriate statistical analysis in the study report. 

The timetable you submitted on January XX, 2012, states that you will conduct this study 
according to the following schedule: 

Study/Trial Completion: 12/18/2012 
Final Report Submission: 01/18/2013 
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NDA 22-577

Viread®

(tenofovir disoproxil fumarate) 
Oral Powder 

40 mg/g of powder 

Applicant: Gilead Pharmaceuticals, Inc. 

Rao V. Kambhampati, Ph.D. 
Branch V/DNDQA II/ONDQA 

Quality Review #2 
For Division of Antiviral Products (DAVP)
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PRODUCT QUALITY - CMC AND BIOPHARMACEUTICS (Small 
Molecule)

FILING REVIEW FOR NDA or Supplement (ONDQA)

File name: 090513-Product Quality Filing Review.doc Page 2 
Version Date: 05132009 

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
All relevant manufacturing sites are described in 
Section 1.1.2 

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
All relevant manufacturing sites are described in 
Module 3 Section P3 and in Section 1.1.2 
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28.

Does the application contain 
Process Analytical Technology 
(PAT) information regarding the 
DP?

 X Not in the NDA 

Reference ID: 3000343







PRODUCT QUALITY - CMC AND BIOPHARMACEUTICS (Small 
Molecule)

FILING REVIEW FOR NDA or Supplement (ONDQA)

File name: 090513-Product Quality Filing Review.doc Page 9 
Version Date: 05132009 

38. Does the application include a 
biowaiver request? 

X

Available information for biowaiver assessment 
for the tablets: 
1) Composition proportionality of the 150-, 200- 

and 250-mg tablets to the approved 300-mg 
tablet

2) Comparative dissolution data  

39.
Does the application include a 
IVIVC model? 

 X  

40.
Is information such as BCS 
classification mentioned, and 
supportive data provided?

Not for filing consideration: 
The Sponsor states that TDF is highly soluble but 
poorly permeable: BCS 3 

41.
Is information on mixing Viread 
powder n soft foods and/or 
drinks provided?

X

For  review: 
“TDF does not mix well with liquids, but floats on 
top of liquids even after stirring.”
Information on mixing Viread powder with soft 
foods such as applesauce, yogurt, a smoothie, 
baby food, and pudding is provided.  

42. Is there any in vivo BA or BE 
information in the submission? 

X
This part of the submission will be reviewed by 
the Office of Clinical Pharmacology. 
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Rapti Madurawe, Ph.D. 
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Division of Pre-Marketing Assessment II, Branch V 
Office of New Drug Quality Assessment 
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