
CENTER FOR DRUG EVALUATION AND 
RESEARCH 

 
 

APPLICATION NUMBER: 
 

216165Orig1s000 
 

PRODUCT QUALITY REVIEW(S) 
 





 

Title: NDA Executive Summary 

 

Document ID: OPQ-ALL-TEM-0013 
Effective Date: 31 May 2022 Revision:  00 
Total Pages: 3   

Template Revision: 03 

Storage Temperature/ 
Conditions 

          2°C to 8oC 

Review Team 

Discipline  Primary  Secondary 

Drug Substance 
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Katherine Windsor 

Drug Product Hudson Roth Dorota Matecka 
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Biopharmaceutics N/A N/A 

Microbiology Sallie Crenshaw John Metcalfe 

RBPM Anh-Thy Ly 

ATL Dorota Matecka 

Consults N/A 

 

2. Final Overall Recommendation  - Approval 

3. Action Letter Information 

a. Expiration Dating:  

Based on the stability data submitted to date, the expiry dating period for Exblifep 
(cefepime and enmetazobactam) powder for injection shall be 24 months from 
the date of manufacture when stored in the refrigerator at 2°C to 8°C (36°F to 
46°F) in the original carton to protect from light. 

b. Additional Comments for Action: N/A 
 

4. Basis for Recommendation:  

a. Summary of Rationale for Recommendation: 
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The NDA has provided sufficient CMC information to assure the identity, 
strength, purity, and quality of the proposed drug substances and the drug 
product (cefepime and enmetazobactam for injection). The CMC information 
for cefepime drug substance (cefepime  monohydrate) which 
was provided via a reference to a Type II DMF , and the CMC 
information for enmetazobactam (provided in the current NDA) was found 
adequate (refer to the Drug Substance review, below). In response to the 
FDA comment regarding the enmetazobactam name, the Applicant has 
provided a confirmation in the amendment dated January 31, 2024, that the 
USAN Council has adopted enmetazobactam as a USAN. In addition, all 
issues, comments, and requests for additional information, identified during 
the review by the Microbiology, Drug Product, Manufacturing reviewers, such 
as the finished drug product and in-process controls associated with the 
proposed product overfill, have been adequately addressed and resolved (for 
details refer to the Microbiology, Drug Product, Manufacturing reviews, 
below). Also, the labeling comments (as outlined in the Labeling review, 
below) have been adequately addressed by the Applicant. In addition, the 
manufacturing and testing facilities have been found acceptable and an 
overall “Approve” recommendation for this NDA was entered into Panorama 
by the Office of Pharmaceutical Manufacturing Assessment (OPMA) on 
February 6, 2024. Therefore, this NDA is recommended for approval by the 
Office of Pharmaceutical Quality (OPQ). 
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 - N/A 
   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: None 
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1.2.3 Section 11 (DESCRIPTION)14  

                                                      
14 See § 201.57(c)(12); Labeling Review Tool (March 2022, page 56) 
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3.0 CONTAINER AND CARTON LABELING24 

                                                      
24 Carton and Container Labeling Resources 
25 Per § 201.10(h)(2)(i)(1), if the drug container is too small to bear all labeling information required by section 

502(e)(1)(A)(ii) and (B) of the FD&C Act, the container label should bear: proprietary name, established 
name, lot number, the name of the manufacturer, packer, or distributor of the drug. 
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MICROBIOLOGY LIST OF DEFICIENCIES: N/A 
 
 
Primary Microbiology Assessor Name and Date: Sallie Crenshaw, Ph.D., 
10/12/2023 
 
Secondary Assessor Name and Date: John Metcalfe, Ph.D., 10/12/2023 
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