
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 
 

APPLICATION NUMBER: 
 

203231Orig1s000 
 
 

CROSS DISCIPLINE TEAM LEADER REVIEW 







 3

 tube and twist off port 
,which are placed in aluminum over-pouches. 

 
 
Dosing Regimen and Administration 
See CTDL review no. 2; no new information is provided.  
 
3. Chemistry, Manufacturing and Controls (CMC) 
General product quality considerations 
The methods validations were conducted by FDA St. Louis Laboratory. Dr. 
Joyce Crich reported in her CMC review 3 that the method validations were 
acceptable. See related discussion above.  
 
ONDQA Biopharm review 
See CTDL review no. 2; no new information is provided 
Facilities review/inspection 
Office of Compliance updated the status of the manufacturing sites, and an 
Overall Acceptable recommendation for the sites was issued on February 02, 
2012  
Microbiology 
See CTDL review no. 2; no new information is provided.  
 
4. Nonclinical Pharmacology/Toxicology 
See CTDL review no. 2; no new information is provided.  
 
5. Clinical Pharmacology 
See CTDL review no. 2; no new information is provided.  
 
6. Clinical Microbiology 
Not applicable. 
 
7. Clinical/Statistical- Efficacy 
See CTDL review no. 2; no new information is provided 
 
8. Safety 
No new clinical data were provided for this submission. 
 
9. Advisory Committee Meeting 
Not applicable 
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10. Pediatrics, Geriatrics, and Special Populations 
Not applicable 
 
11. Other Relevant Regulatory Issues 
Application Integrity Policy (AIP): This application is not in the AIP list. 
Exclusivity or patent issues of concern: None 
Financial disclosures: None submitted or needed 
Other GCP issues: None 
DSI audits: Not applicable 
Other discipline consults: DDMAC/DMEPA/Micro/Biopharm/ 
Methods Validation: See discussion above 
Any other outstanding regulatory issues: None 
 
12. Labeling 
See CTDL review no. 2; no new information is provided 
 
13. Recommendations/Risk Benefit Assessment 
Recommended Regulatory Action 
This reviewer recommends Approval of this NDA 
 
Risk Benefit Assessment 
The review of this NDA is based primarily on chemistry, manufacturing and 
controls data. All Chemistry, manufacturing and controls deficiencies are 
resolved including the status of manufacturing sites. 
Recommendation for Postmarketing Risk Management Activities 
None 
Recommendation for other Postmarketing Study Commitments 
None 
Recommended Comments to Applicant 
Based on provided stability data, a 24-month expiration dating period is granted 
for Zoledronic acid injection 4 mg/100 mL in the proposed container closure 
system and when stored at 20-25°C (68-77°F); excursions permitted to 15-30°C 
(59-86°F). 
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