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4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 
There are no remaining deficiencies or pending issues, with the exception of 
minor editorial labeling revisions.1 

 
b. Is the overall recommendation in agreement with the individual 
discipline recommendations?    Yes 

 
Recommendation by Subdiscipline: 
   Drug Substance      - Adequate 
   Drug Product  - Adequate 
   Quality Labeling  - Pending1 
   Manufacturing  - Adequate 
   Biopharmaceutics - Adequate 
   Microbiology  - Adequate 

 
 Environmental Assessment:    Categorical Exclusion - Adequate 
 QPA for EA(s):     No 

5.   Life-Cycle Considerations 

Established Conditions per ICH Q12:  No 
Comments: 

 

Comparability Protocols (PACMP):  No 
Comments: 

 
 Additional Lifecycle Comments: 

N/A 

 
1 The labeling review decision is pending for this IQA due to ongoing negotiations with the applicant.  There are 
only minor labeling deficiencies from the CMC perspective and we expect the applicant will accept our 
recommendations.  Refer to the CMC sections of the final approved labeling. 

Reference ID: 5083002

84 Page(s) have been Withheld in Full as b4 (CCI/TS) 
immediately following this page



























Craig
Bertha

Digitally signed by Craig Bertha
Date: 11/22/2022 02:01:38PM
GUID: 50841a65000098a9383c817879a6a84d
Comments: I think this is more cohesive and clear.

Hong
Cai

Digitally signed by Hong Cai
Date: 11/22/2022 02:11:42PM
GUID: 55919d6500e16bdaad5825645e4f22ff

106 of 167

Reference ID: 5083002

42 Page(s) have been Withheld in Full as b4 
(CCI/TS) immediately following this page













 

 

OPQ-XOPQ-TEM-0001v07 Page 6 Effective Date: April 22, 2021 

 

Primary Biopharmaceutics Assessor’s Name and Date:  Leah W. Falade, Ph.D., 

11/15/2022 

 

Secondary Assessor Name and Date: Tapash Ghosh, Ph.D., 11/15/2022 
 

 

 

 

 

154 of 167

Reference ID: 5083002



Leah
Falade

Digitally signed by Leah Falade
Date: 11/16/2022 01:21:19PM
GUID: 508da6fd000284bfbc66b95729dcea7e

Tapash
Ghosh

Digitally signed by Tapash Ghosh
Date: 11/16/2022 01:23:47PM
GUID: 508da7230002a2433ddcef616ca190df

155 of 167

Reference ID: 5083002









Jesse
Wells

Digitally signed by Jesse Wells
Date: 6/09/2022 11:10:35AM
GUID: 508da70b00028ea901ac6652677f7d00

Koushik
Paul

Digitally signed by Koushik Paul
Date: 6/09/2022 09:34:32AM
GUID: 5600522e0069b02f59c7bd85b6b54742

167 of 167

Reference ID: 5083002



--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

CRAIG M BERTHA
11/23/2022 10:23:54 AM

Signature Page 1 of 1

Reference ID: 5083002




