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NDA 211413  
 

OPQ Assessment # 5 
 
Review Date: April 14, 2023 
Submission:  NDA 211413 Resubmission (Class 2); SDN#32 
Submission date: November 8, 2022 
OND Division: Division of Anti-Infectives (DAI) 
Product Name: Cefazolin for Injection, 2 gram/vial 
Applicant:  HQ Specialty Pharma Corporation 
 
Executive Summary: 
 
NDA 211413 originally submitted on December 21, 2017, was recommended for 
Complete Response (CR) by the OPQ Review Team due to several Drug Product related 
issues, including extractable/leachable and in-use stability studies (refer to the Addendum 
to OPQ Review dated October 3, 2018, in Panorama). The first NDA resubmission dated 
July 2, 2019 (SDN#21) addressed several of the product quality issues included in the CR 
letter (dated October 19, 2018). However, characterization and qualification information 
for several identified leachables was found inadequate (refer to the OPQ Assessment # 3 
dated December 17, 2019, in DARRTS) and this NDA was issued a second CR letter 
dated December 26, 2019. The NDA was resubmitted again on July 9, 2020 (SDN#27) 
and included additional information regarding the characterization of the leachables, 
which was found acceptable from the Product Quality perspective (refer to OPQ 
Assessment # 4 dated December 4, 2020, in DARRTS). However, the qualification 
information of the identified leachables was not found adequate by the 
Pharmacology/Toxicology review team; therefore, the NDA was issued another CR letter 
on January 8, 2021.  
 
The current NDA resubmission (SDN#32) includes only minor CMC updates, such as 
updated leachable data generated for the lot used in the leachable qualification study, and 
a revision to the endotoxin acceptance criterion (for details refer to the Drug Product and 
Microbiology reviews, respectively, below). The leachable qualification information was 
reviewed and found acceptable by the P/T review team. The quality related sections of 
the Package Insert and the container/carton labels were assessed previously (refer to the 
Labeling Review, attached to this review, below). Furthermore, the overall 
recommendation for manufacturing facilities of “Approve” was entered by the Office of 
Pharmaceutical Manufacturing Assessment (OPMA) in Panorama on April 10, 2023. 
 
Recommendation: 
 
Based on the OPQ assessment of the overall information submitted in the NDA, 
(including the current resubmission), this NDA is recommended for approval from the 
Product Quality perspective.  
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Office of Pharmaceutical Quality (OPQ) Review  
  

NDA 211413  
 

OPQ Assessment # 4 
 
Review Date: December 4, 2020 
Submission:  NDA 211413 Resubmission (Class 2); SDN#27 
Submission date: July 9, 2020 
OND Division: Division of Anti-Infectives (DAI) 
Product Name: Cefazolin for Injection, 2 gram/vial 
Applicant:  HQ Specialty Pharma Corporation 
 
 
Executive Summary: 
 
NDA 211413 originally submitted on December 21, 2017 was recommended for 
Complete Response (CR) by the OPQ Review Team due to several Drug Product related 
issues, including extractable/leachable and in-use stability studies (refer to the Addendum 
to OPQ Review # 1 dated October 3, 2018 in Panorama). The first NDA resubmission 
dated July 2, 2019 (SDN # 21) addressed several of the product quality issues included in 
the CR letter dated October 19, 2018 in DARRTS. However, the characterization and 
qualification information for several identified leachables was found inadequate (refer to 
the OPQ Assessment dated December 17, 2019. Therefore, this NDA was issued a 
second CR letter dated December 26, 2019. The current NDA resubmission (SDN#27) 
provides additional information regarding the characterization of the leachables, which 
has been found adequate (refer to the Drug Product Review, Attachment I). In addition, 
although no new labeling information was submitted, a labeling review of the previously 
assessed product quality related sections of the Package Insert and the container/carton 
labels, is also attached to this review (refer to the Labeling Review, Attachment II). 
Based on the assessment of the information submitted in the current NDA resubmission 
and the overall recommendation of “Approve” entered by the Office of Pharmaceutical 
Manufacturing Assessment (OPMA) into Panorama on July 13, 2020, this NDA can be 
now recommended for approval.  
 
Recommendation: 
 
The outstanding characterization issues with regards to leachables have been addressed 
satisfactorily; therefore, this NDA is recommended for approval from the Product Quality 
perspective. However, the review of leachable qualification is currently pending (refer to 
pharm/tox review for details). In addition, the labeling review by the NDA review team is 
also pending. 
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Attachments 
 
 
Attachment I (Drug Product - Dr. Shalini Anand) 
 
Attachment II (Labeling - Dr. Shalini Anand) 
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