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BIOPHARMACEUTICS  REVIEW
Office of New Drug Products/Office of Pharmaceutical Quality/Division of Biopharmaceutics

Application No.: NDA 209604
Biopharmaceutics Reviewer: 
Parnali Chatterjee, PhDSubmission Date: 10/13/2016

Division:
Division of Oncology Products 
(DOP)

Acting Biopharmaceutics Lead:  
Okpo Eradiri, PhD

Applicant: Accord Healthcare Inc. Acting Brach Chief:  
Angelica Dorantes, PhD
Date Assigned: 10/21/2016

Generic Name: Gemcitabine Injection 100 mg/mL Date of Review: 12/07/2016

Indication: 
Indicated for the treatment of breast, 
ovarian, non-small cell lung, and 
pancreatic cancer

Type of Submission:  Original 
submissionDosage Form/

Strengths

Ready to use solution
100 mg/ mL supplied as 2mL, 10 mL, 
15 mL, and 20 mL vials

Route of 
Administration

Intravenous infusion

Type of Review
Address the Applicant’s request for a biowaiver in the original submission
Module 1.12.15

SUMMARY OF BIOPHARMACEUTICS REVIEW:

Background:

Accord Healthcare Inc., is seeking approval for Gemcitabine Injection 100 mg/mL for the 
treatment of breast, ovarian, non-small cell lung, and pancreatic cancer under the 505 b (2) path. 
The reference listed drug (RLD), Gemzar® was approved under NDA 020509 for the following 
strengths, 200 mg base/vial and 1 gm base/vial. Since the proposed drug product is for 
intravenous use, there is no biopharmaceutics issue to assess in this Application. However, the 
Applicant included a biowaiver request in Section 1.12. The objective of this review is to 
evaluate the Applicant’s request for the waiver of in vivo bioequivalence (BE) testing for three 
fill volumes 2 mL (200 mg/2 mL), 15 mL (1.5 g/15 mL), and 20 mL (2g/ 20 mL).
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Submission:
In this submission, the Applicant has requested waiver of in vivo bioequivalence (BE) testing for 
three fill volumes 2 mL (200 mg/2 mL), 15 mL (1.5 g/15 mL), and 20 mL (2g/ 20 mL) based on 
demonstration of BE of the 10 mL (1g/10 mL) fill volume. Since the concentration of 
gemcitabine in all fill volumes is the same, the biowaiver request is granted, provided 
bioequivalence of the 10 mL fill volume to the listed drug is demonstrated.

RECOMMENDATION:

From the Biopharmaceutics perspective, NDA 209604 for gemcitabine injection, 100 mg/mL, is 
recommended for APPROVAL.

Signature Signature

Parnali Chatterjee, Ph.D. Okpo Eradiri, Ph.D.
Biopharmaceutics Reviewer Acting Biopharmaceutics Lead
Division of Biopharmaceutics Division of Biopharmaceutics
Office of New Drug Products Office of New Drug Products
Office of Pharmaceutical Quality Office of Pharmaceutical Quality
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