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 Pharmacology/Toxicology (Stephanie L. Aungst); in DARRTS, dated July 17, 2017

 OPDP (Nazia Fatima), in DARRTS, dated June 16, 2017

 CMC Biostatistics (Meiyu Shen); in DARRTS, dated June 08, 2017

 DMEPA (Otto Townsend), dated February 28, 2017 and May 02, 2017

 OSIS (Li-Hong Yeh); in DARRTS, dated May 19, 2017

 Clinical Pharmacology (Edwin Chow), dated July 12, 2017

1. Introduction
The proposed Gemcitabine Injection is a clear, colorless to yellow, sterile solution filled in a clear 
glass vial available in 100 mg/mL concentration presented in 2 mL, 10 mL, 15 mL, and 20 mL fill 
volumes.  The drug product is intended for dilution (with 0.9% sodium chloride) into infusion 
solution and intravenous administration.  This submission (NDA 209604) is a 505(b)(2) application, 
referencing the lyophilized powder formulation, GEMZAR® (NDA 020509).  The listed drug (LD) 
GEMZAR® is available in 200 mg and 1 g vials.  The LD requires an additional 
reconstitution step with 0.9% sodium chloride solution prior to dilution into infusion solution.  
While the therapeutic active moiety (gemcitabine), salt form, and route of administration are the 
same as LD, the proposed product differs in dosage form, strength, and drug content.
The applicant included two pharmacokinetic bioequivalence trials with 10 mL configuration of the 
proposed product and the 1g/vial configuration of the LD; and a waiver of in vivo bioequivalence 
(BE) request for remaining three fill volumes of the proposed product with same concentrations.
The applicant is relying on FDA’s finding on safety and efficacy for the listed drug GEMZAR®.

2. Background
The current application relies on the Agency’s determination of human safety and efficacy for the 
gemcitabine lyophilized powder for injection (GEMZAR®0, which has been previously approved 
for marketing under NDA 020509. 

The applicant is seeking approval of gemcitabine solution for injection for the same indication 
granted for GEMZAR®.  GEMZAR® is a nucleoside metabolic inhibitor indicated in combination 
with carboplatin, for the treatment of advanced ovarian cancer that has relapsed at least 6 months 
after completion of platinum-based therapy; in combination with paclitaxel, for first-line treatment 
of metastatic breast cancer after failure of prior anthracycline-containing adjuvant chemotherapy, 
unless anthracyclines were clinically contraindicated; in combination with cisplatin for the 
treatment of non-small cell lung cancer; and as a single agent for the treatment of pancreatic cancer.

Reference ID: 4125747

(b) (4)









Cross Discipline Team Leader Review                                                                                                            

Page 6 of 6 6

No deficiencies are pending at this time that precludes approval of this NDA.  This NDA is 
recommended for APPROVAL.  

 Risk Benefit Assessment
Please refer to NDA 020509.
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I concur with the conclusions reached by the CDTL, as embodied in this review, that no
deficiencies are pending at this time that preclude approval of this NDA.  I recommend this NDA for
APPROVAL.
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