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Since the sponsor did not submit any new nonclinical studies for this application the 
nonclinical sections of the labeling are adopted from the RLD labeling. For the proposed 
labeling changes see his review. 

5. Clinical Pharmacology/Biopharmaceutics  
Exela did not conduct any new clinical study and clinical pharmacology study. The applicant 
requested a biowaiver of BA/BE requirement per 21 CFR 320.22(a) for this drug product. The 
clinical pharmacology information in the proposed label is the same as in the labeling for the 
RLD, Protonix IV. The clinical pharmacology reviewer, Dr. Dilara Jappar, has recommended 
this NDA for approval from clinical pharmacology perspective. 

Dr. Hansong Cheng, the OPQ Biopharmaceutics reviewer, granted a waiver of in vivo 
bioequivalence studies on the basis that the proposed drug product  the RLD in 
terms of active ingredient, pH, viscosity and osmolality. It was concluded that the omission of 
EDTA  expected to have no effect on the pharmacokinetics and clinical 
outcome of safety and efficacy of the drug product. The proposed drug product and the RLD 
are for IV use so their bioavailability is self-evident. From biopharmaceutics perspective this 
NDA was recommended for approval. 

6. Clinical Microbiology  
There are no outstanding clinical microbiology or sterility issues that preclude approval. 

7. Clinical/Statistical- Efficacy 
The proposed drug, Pantoprazole sodium injection, is indicated for GERD and treatment of 
pathological hypersecretory conditions. The proposed drug product differs from the RLD, 
Protonix IV, with respect to one inactive ingredient, EDTA. The safety and efficacy of the 
proposed drug product is expected to be same as the RLD. The applicant did not conduct any 
clinical study instead relied on the Agency’s previous finding of safety and efficacy for the 
RLD. 

Dr. Marjorie F. Dannis the clinical reviewer recommended the approval of this NDA for the 
same indications and target populations as Protonix IV. A post-market risk evaluation and/or 
mitigation are not recommended. 

8. Safety 
The applicant did not submit any new safety data using the proposed drug product. 

Protonix IV (pantoprazole sodium) for injection was initially approved by the FDA on March 
22, 2001. It is also available as multiple generics. This drug product required a  

 during intravenous administration of the drug product. In 2004 a 
new formulation of Protonix IV containing EDTA was approved. EDTA was added to 
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