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DIVISION OF ANTI-INFECTIVE PRODUCTS 
CLINICAL MICROBIOLOGY REVIEW

Date review completed: 7-20-15

Date Company Submitted Document: 10-16-14 and 1-16-15    
CDER Date Received: 10-16-14 and 1-16-15
Received for Review: 10-16-14 and 1-16-15       
Date Assigned: 10-16-14 and 1-16-15
Reviewer: Kerian Grande Roche

NAME AND ADDRESS OF SPONSOR
Celerity Pharmaceuticals, LLC
9450 W. Bryn Mawr Ave, Suite 640
Rosemont, Il 60018

CONTACT PERSON
Brent Yurschak
Senior Regulatory Affairs Manager
Phone: 847-999-0492

DRUG PRODUCT NAME
Proprietary Name: None
Established Name/Code Name(s): Cefazolin Injection, USP
Chemical Name: 

Chemical Structure:

DRUG CATEGORY:
Antibiotic

PROPOSED INDICATION(S)

Reference ID: 3794723

(b) (4)







DIVISION OF ANTI-INFECTIVE PRODUCTS 
CLINICAL MICROBIOLOGY REVIEW

Date review completed: 7-20-15

AGENCY’S PROPOSED LABELING (ONLY MICROBIOLOGY SUBSECTION 
12.4 IS SHOWN)

12.4 Microbiology

Mechanism of Action

Cefazolin is a bactericidal agent that acts by inhibition of bacterial cell wall synthesis.

Mechanism of Resistance

Predominant mechanisms of bacterial resistance to cephalosporins include the presence of 
extended-spectrum beta-lactamases and enzymatic hydrolysis.

Antimicrobial Activity

Cefazolin has been shown to be active against most isolates of the following microorganisms:

Gram-positive Bacteria
Staphylococcus aureus (methicillin-susceptible isolates only)
Streptococcus agalactiae
Streptococcus pyogenes

Gram-negative Bacteria
Escherichia coli
Proteus mirabilis

Most isolates of indole positive Proteus (Proteus vulgaris), Enterobacter spp., Morganella morganii, 
Providencia rettgeri, Serratia spp., and Pseudomonas spp. are resistant to cefazolin.

Kerian Grande Roche, Ph.D.
Clinical Microbiology Reviewer

Kerry Snow, MS
Clinical Microbiology Team Leader
20 July 2015
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Product Quality Microbiology Review 
 

MAY 27, 2015 
 

 
NDA:    207131 
 
Drug Product Name 

Proprietary:   N/A 
Non-proprietary:  Cefazolin Injection, USP  

 
Review Number:   1 
 
 
Dates of Submission(s) Covered by this Review 

Submit Received Review Request Assigned to Reviewer 
October 16, 2014 October 16, 2014 November 15, 2014 December 1, 2014 

June 19, 2015 June 19, 2015 Amendment June 19, 2015 
 
 
Submission History (for 2nd Reviews or higher) – N/A 
  
Applicant/Sponsor 

Name:    Celerity Pharmaceuticals, LLC 
Address:   9450 W. Bryn Mawr Ave, Rosemont, IL 60018 
Representative:  Brent Yurschak, Sr. RA Manager 
Telephone:   Ambareen Sheriff, Vice President RA & QA 
    (847)-999-0129 

 
Name of Reviewer:  Vinayak B. Pawar, Ph.D. 
 
Conclusion:   Recommend Approval  
 







NDA207131  Microbiology Review # 1 
   

   
 
 Page 4 of 11 

 
 
IV. Administrative 
 

A. Reviewer's Signature __________________________________ 
 Vinayak B. Pawar, Ph.D., Sr. Review Microbiologist, DMA/OPQ 
 
B. Endorsement Block __________________________________ 
 Stephen E. Langille, Ph.D., Acting Chief, Branch III, DMA/OPQ 
 
C. CC Block 

N/A 





NDA207131  Microbiology Review # 1 
   

 
 
 Page 6 of 11 

 Preservative Effectiveness – N/A 
 

ADEQUATE 
 

REVIEWER COMMENT – The Galaxy Container Closure system is currently used for 
several FDA approved cephalosporin products. The container closure integrity has been 
tested and found acceptable in 2012 per microbiology review of DMF .  

 
P.3 Manufacture  
P.3.1 Manufacturers – Baxter Healthcare Corporation, Roundlake IL 60073. 
P.3.3 Description of the Manufacturing Process and Process Controls  

 

(b) (4)

(b) (4)

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





DIVISION OF ANTI-INFECTIVE PRODUCTS 
CLINICAL MICROBIOLOGY REVIEW

Date review completed: 5-27-14

Date Company Submitted Document: 3-14-14    CDER Date Received: 3-26-14
Received for Review: 5-22-14       Reviewer: Kerian Grande Roche
Date Assigned: 5-22-14

NAME AND ADDRESS OF SPONSOR
Celerity Pharmaceuticals, LLC
9450 W. Bryn Mawr Ave, Suite 640
Rosemont, Il 60018

CONTACT PERSON
Brent Yurschak
Senior Regulatory Affairs Manager
Phone: 847-999-0492

DRUG PRODUCT NAME
Proprietary Name: None
Established Name/Code Name(s): Cefazolin Injection, USP
Chemical Name: 

Chemical Structure:

DRUG CATEGORY:
Antibiotic

PROPOSED INDICATION(S)
.

PROPOSED DOSAGE FORM, DOSAGE, ROUTE OF ADMINISTRATION, 
STRENGTH AND DURATION OF TREATMENT
See table 1 below.

DISPENSED:
Rx

Reference ID: 3513067

(b) (4)



DIVISION OF ANTI-INFECTIVE PRODUCTS 
CLINICAL MICROBIOLOGY REVIEW

Date review completed: 5-27-14

RELATED DOCUMENTS:
NDA 050461
NDA 050779
ANDA 065226

REMARKS
The Sponsor would like to discuss with the FDA their plans to seek a waiver of the 
bioequivalence requirement for a premixed 2 g cefazolin injection, USP drug product.
.
CONCLUSIONS
The changes to this product are not substantially different from the RLD from a clinical 
microbiology perspective. The Sponsor should proceed with the submission of their 
NDA. There are no clinical microbiology comments for the Sponsor at this time, 
however, the Sponsor may need to re-evaluate the appropriateness of their breakpoints in 
the near future, particularly if there is a change to the breakpoints with the RLD holder. 

COMMENTS FOR SPONSOR
None

Reference ID: 3513067
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