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The container closure system include Baxter’s 50 mL single-port PL 2501 Plastic (GALAXY) 
Container Closure System, which has been previously used for a number of other FDA 
approved injectable products and was also found suitable for the currently proposed drug 
product. Based on the overall stability information provided in the initial NDA submission and 
subsequent amendments and taking into consideration the revised acceptance criteria for 
impurities, the 18-month expiration dating was granted for the drug product to be stored at 
room temperature.  

The manufacturing facilities include  (drug substance manufacturer) and 
Baxter Healthcare Corporation (drug product manufacturer). All facilities, including several 
testing facilities, were found acceptable in support of this NDA based on a review of the 
application and inspectional documents. Therefore, the overall recommendation of “Approve” 
was entered into Panorama on April 14, 2017.  

Based on the above findings, the current overall recommendation from the Product Quality 
perspective is Approval (refer to the OPQ reviews entered into Panorama April 19, 2017). 

4. Nonclinical Pharmacology/Toxicology 

Dr. Tessie Alapatt was the Pharmacology/Toxicology Reviewer for this application.  No 
nonclinical toxicology studies were conducted to support this NDA as the Applicant is relying 
on FDA’s prior finding of the safety and effectiveness of the reference listed drug. The 
pharmacology/toxicology review focused on the assessment of acceptance criteria for 
impurities in the proposed drug product and the leachables from the container/closure system 
(GALAXY bag). The acceptance criteria for impurities, including two specified impurities, 

, as revised by the Applicant during the NDA review, 
were found qualified based on the overall justification provided in the application. In addition, 
low levels of the leachable compound from the GALAXY bag identified for the 
proposed drug product, were also found qualified and of no concern. In conclusion, Dr. 
Alapatt recommended approval of this NDA. In addition, Dr. Alapatt recommended several 
minor revisions and modifications to Sections 8.1 and 8.2 of the proposed package insert 
(review dated April 14, 2017 in DARRTS).

5. Clinical Pharmacology  

The Clinical Pharmacology Reviewer, Dr. Kunyi Wu, stated that this application does not 
contain any new clinical pharmacology information; thus, this application is acceptable from a 
clinical pharmacology perspective. However, the Clinical Pharmacology Review Team has 
recommended several revisions in the package insert (review dated March 27, 2017 in 
DARRTS). 
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6. Clinical Microbiology  

Jalal Sheikh, Ph.D., was the Clinical Microbiology Reviewer for this application. 

No new clinical microbiology information was submitted in this application. The 
Microbiology Reviewer recommended approval of this application from the microbiology 
standpoint with several recommended minor changes in the microbiology section of the 
package insert to follow the current Division practice and recommendations of the FDA’s draft 
guidance document: “Microbiological Data for Systemic Antibacterial Drug Products-
Development, Analysis and Presentation” (review dated April 10, 2017 in DARRTS).  

7. Clinical/Statistical – Efficacy

Maria Allende, MD, was the Clinical Reviewer, and Karen Higgins, Sc.D., was the Statistical 
Reviewer for this NDA. 

Dr. Allende stated that this 505(b)(2) NDA, did not provide any new safety information that 
would alter the favorable risk/benefit assessment of clindamycin for the current labeled 
indications.  Dr. Allende recommends this application for approval noting that the labeling 
revisions are pending (review dated March 15, 2017 in DARRTS).

As no clinical studies were conducted for this NDA, no statistical information was provided. 

8. Safety

The Applicant of the current 505(b)(2) NDA is relying on the previous findings of safety for 
the listed drug, CLEOCIN PHOSPHATE IV Solution (clindamycin injection in 5% dextrose). 
The review of PubMed and Embase databases searches for additional safety data related to the 
use of the intravenous and oral clindamycin products yielded 57 references (in PubMed) and 
85 (in Embase) in the last 5 years (up to 02/27/2017). Dr. Allende concluded that the reported 
adverse events are consistent with the adverse reactions listed in the current CLEOCIN 
labeling. In addition, since no additional adverse event information related to the use of 
clindamycin was identified, Dr. Allende concluded that safety-related changes in the current 
labeling are not warranted at this time (review dated March 15, 2017 in DARRTS). 

9. Advisory Committee Meeting  

There was no Advisory Committee Meeting for this application. 






