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1. Background:
Diclegis is a fixed dose combination of doxylamine and pyridoxine approved by the Food
and Drug Administration (FDA) for the treatment of nausea and vomiting of pregnancy
in women who have not responded to conservative management.

Diclegis was previously sold in the United States under the brand name Bendectin
between 1956 and 1983, but it was voluntarily pulled from the market because of
litigation about birth defects that were eventually shown to be false.

2. Coverage Criteria:
1. Initial Authorization

a. Diclegis will be approved based on all of the following criteria:
1) Diagnosis of nausea and vomiting associated with pregnancy
-AND-
2) Documented failure or contraindication to lifestyle modifications
(e.g., diet, avoidance of triggers)
-AND-

3) Documented trial and failure or contraindication to a five day trial
of over-the-counter doxylamine in combination with pyridoxine

Authorization will be issued for 9 months.

3. References:
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2016.
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Change Control

December 2013 New Non-Preferred Drug Guideline

December 2015 Annual Review

March 2016 Criteria rewritten to align Diclegis clinical policies across multiple

UHC business segments

April 2017 Annual Review. Removed dosing for over-the-counter products.
Removed requirement for trial of dimenhydrinate and pyridoxine.
Updated references.
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