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1 Executive Summary 

1.1 Recommendation 

The submitted application is acceptable from a clinical pharmacology perspective.  

1.2 Phase IV Commitments 

None. 

1.3 Summary of Clinical Pharmacology Findings 

Akorn submitted an NDA 208609 for Ephedrine Sulfate Injection (USP, 50 mg/mL) for 
the indication  clinically important hypotension 
in the setting of anesthesia.  Based on the USP standard, the proposed injectable product 
is  intended for administration by 
intravenous injection. 

Currently, Akorn is marketing unapproved Ephedrine Sulfate Injection unapproved in the 
United States of America. According to publically available information, there are only 
two manufacturers of ephedrine sulfate products for injection in the US according: the 
Sponsor (Akorn) and Sandoz. According to the FDA Drug Shortages website, the Sandoz 
product is currently unavailable, leaving only the Akorn product to supply the markets. 

Originally, the sponsor intended to support the safety and efficacy of this product using 
extensive information available in the published literature, including randomized 
controlled trials supporting the efficacy of ephedrine in treating hypotension, as well as 
safety information from publications describing experience with dosing ephedrine in 
patients.  On May 10th, 2016, the sponsor changed the approach requesting the Agency to 
rely on the previous findings of safety and efficacy from Akovaz (NDA 208289), which 
was approved on April 29th, 2016.  In addition, the sponsor submitted their product label 
referring to Akovaz product label. 

The sponsor also submitted a biowaiver request to the NDA on the basis that the 
proposed product is an intravenous solution for injection and the product contains the 
same active ingredient, in the same concentration and dosage form as the approved listed 
product Akovaz. Refer to biopharmaceutics review on whether the biowaiver request is 
granted.  

 

The submitted label relies on the Akovaz product label and hence the submission is 
acceptable from a clinical pharmacology perspective. Since the Sponsor plans to entirely 
rely on the previous findings of NDA 208289 to support this product, there is no new 
clinical pharmacology study to review.  
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2 Labeling 

After filing the 505(b)(2) NDA, the sponsor changed the approach from to rely on 
literature to rely on label for Akovaz.  See attached proposed labeling in Appendix. The 
Sponsor uses the label of NDA 208289 to support the clinical pharmacology related 
sections.  
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