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PHARMACOLOGY/TOXICOLOGY REVIEW

Date: June 16, 2016

NDA #/SS#/date: NDA 21876, Supplement 10 / SD# 467, eCTD# 050 / 10-7-2015
SD# 476, eCTD# 053 / 11-20-2015
SD# 478, eCTD# 054 / 12-21-2015
SD# 489, eCTD# 056 / 2-26-2016
SD# 490, eCTD# 057 / 3-11-2016
SD# 491, eCTD# 058 / 3-24-2016
SD# 524, eCTD# 064 / 5-31-2016

Reviewer: Kimberly Hatfield, PhD
Sponsor: Duchesnay, Inc.

950, boul. Michèle-Bohec, Blainville PQ, Canada J7C 5E2
U.S. Agent: Mapi USA, Attn : John J.F. Killackey, PhD

2343 Alexandria Drive, Suite 100, Lexington, KY 40504
Drug: Diclegis  (doxylamine succinate and pyridoxine 

hydrochloride)
Indication: Treatment of nausea and vomiting of pregnancy in patients who do 

not respond to conservative management.

RE: Prior approval supplement – new strength

Background:
This prior approval supplement has been submitted to obtain approval for a new 
formulation of Diclegis (proposed name ),  

 Diclegis (10 mg doxylamine succinate, 10 mg pyridoxine hydrochloride).  The 
new formulation represents a new product strength;  is a  
tablet containing 20 mg doxylamine succinate, 20 mg pyridoxine hydrochloride. The 
core of the tablet is delayed-release 10 mg doxylamine succinate, 10 mg pyridoxine 
hydrochloride, with an immediate-release  coating of 10 mg doxylamine 
succinate, 10 mg pyridoxine hydrochloride.  The original Diclegis had a maximum daily 
recommended dose of 4 tablets per day.   has a recommended dose of 2 
tablets per day (one in morning, one at night), but the same total daily dose as Diclegis. 
The new formulation reduces the number of tablets to be taken by the patient per day. 
The delayed action and immediate release of  are proposed to allow for 
the bedtime dose to be effective immediately and also help control symptoms 
throughout the day.   

Nonclinical issues relative to clinical use: 
There were no nonclinical studies submitted with this supplement.

The proposed new strength of  contains twice the amount of drug 
substances than the current Diclegis formulation in order to reduce the number of 
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