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DUCHESNAY USA

Caring for mother and child during pregnancy

APR 262013
April 24, 2013
. (l;e';p;r,tgam of Health & Human Sewices
o E OF THE DIRECTOr
Tony Keck

South Carolina Department of Health & Human Services
1801 Main Street, PO Box 8206
Columbia, South Carolina 29201-8206

RE: Request for Immediate Medicaid Coverage of Diclegis® (Doxylamine Succinate and
Pyridoxine Hydrochloride) Delayed-Release Tablets, 10 mg/10 mg; NDC 55494-100-10

Dear Tony Keck:

Duchesnay, Inc. and its U.S. distributor Duchesnay USA, Inc. are very pleased to announce that we
have received final FDA approval of Diclegis — the only FDA-approved treatment for nausea and vomiting of
pregnancy (“NVP”) for use in women who do not respond to conservative management, such as dietary and
lifestyle modification.

Duchesnay USA will make Diclegis available to wholesalers on or about May 3, 2013. We expect
South Carolina pharmacies will stock and dispense Diclegis very soon thereafter.

Duchesnay USA’s Medicaid Drug Rebate Agreement was fully executed on April 12, 2013. The
mandatory Medicaid coverage date for Diclegis, therefore, is July 1, 2013. See 42 U.S.C. § 1396r-8(a)(1). In
light of the important benefits of this therapy t ant women in the Medicaid population, however,

we ask that vou exercise your option to make South Carolina Medicaid coverage effective immediatgly_

upon Diclegis’s entry into the market. See id.

A copy of FDA’s news release about this important new drug approval is attached. The prescribing
labeling describing the parameters for use and associated side effects of Diclegis also is attached. The FDA
has granted Diclegis Pregnancy Category A status, which means the results of controlled studies have not
shown an increased risk to an unborn baby during pregnancy. We hope that you will permit South Carolina
Medicaid beneficiaries to have access to Diclegis as'soon as possible.

If you have any questions about the timing of Medicaid coverage of Diclegis, please do not hesitate
to contact me at 484-380-2641 or ggodin@duchesnayusa.com, or Eugene Kelly, Duchesnay USA’s Director of
Scientific Affairs at 484-380-2641 or gkelly@duchesnayusa.com.

Sincerely,

-

Gilbert Godin
Chief Executive Officer
Duchesnay USA, Inc.

Enclosures

919 Conestoga Road, Building One, Suite 203, Rosemont, PA 19010 e Phone: (484) 380-2641 @ Fax: (484)-380-2658
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For Immediate Release: April 8, 2013

Media Inquiries: Andrea Fischer, 301-796-0393, andrea.fischer@fda.hhs.gov or Stephanie Yao, 301-796-0394,
stephanie.yao@fda.hhs.gov

Consumer Inquirles: 888-INFO-FDA

En Espafiol

FDA approves Diclegis for pregnant women experiencing nausea and vomiting

The U.S. Food and Drug Administration today approved Diclegis (doxylamine succinate and pyridoxine hydrochloride) to trea
pregnant women experiencing nausea and vomiting.

Diclegis is a delayed-release tablet intended for women who have not adequately responded to conservative management ol
nausea and vomiting during pregnancy, such as dietary and lifestyle modifications. These modifications include eating sever:
small meals instead of three large meals, eating bland foods that are low in fat and easy to digest and avolding smells that
can trigger nausea.

“Many women experience nausea and vomiting during pregnancy, and sometimes these symptoms are not adequately
managed through recommended changes in diet and lifestyle,” said Hylton V. Joffe, M.D., M.M.Sc., director of the Division of
Reproductive and Urologic Products in the FDA’s Center for Drug Evaluation and Research “chlegls is now the only FDA-
approved treatment for nausea and vomiting due to pregnancy, providing a therapeutic option for pregnant women seeking
relief from: these symptoms.”

Diclegis was studied in 261 women experiencing nausea and vomiting due to pregnancy. Study participants In the clinical tria
were at least 18 years old and had been pregnant for at least 7 weeks and up to 14 weeks. Women were randomly assigned
to receive two weeks of treatment with Diclegis or a placebo. The study results showed that women taking Diclegis
experienced greater improvement in nausea and vomiting than those taking placebo. Additionally, observational
(epidemiological) studies have shown that the combination of active ingredients in Diclegis does not pose an increased risk o
harm to the fetus.

Diclegis is taken daily. Tablets must be taken whole on an empty stomach. The recommended starting dose is two tablets
taken at bedtime. If symptoms are not adequately controlied, the dose can be increased to a maximum recommended dose
of four tablets daily (one in the morning, one mid-afternoon and two at bedtime).

Nausea and vomiting due to pregnancy usually improve after the first trimester. Health care professionals should reassess
thelr patients for continued need for Diclegis as pregnancy progresses.

Drowsiness or sleepiness, which can be severe, is the most common side effect reported by women taking Diclegis. Women
should avoid using Diclegis when engaging in activities requiring mental alertness, such as driving or operating heavy
machinery, until cleared to do so by their health care provider.

Diclegis is marketed by Duchesnay Inc., based in Blainville, Québec, Canada.

For more information:
e FDA Approved Drugs: Questions and Answers2
s FDA: For Women3
e HHS Office on Women's Health: Pregnancy?

FDA, an agency within the U.S. Department of Health and Human Services, protects the public health by assuring the safety,
effectiveness, and security of human and veterinary drugs, vaccines and other biological products for human use, -and

www.fda.gowN ewsEvents/N ewsroonVPressAnnouncements/ucm347087 i 172
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medical devices. The agency also is responsible for the safety and security of our nation’s food supply, cosmetics, dietary

supplements, products that give off electronic radlation, and for regulating tobacco products.
# % #

Read our Blog: FDA Voice5

Visit the FDA on Facebook8d, Flickr?#, YouTube3® and TwitterSi1 ¢

RSS Feed for FDA News Releases®!

Page Last Updated: 04/09/2013

Note: If you need help accessing information in different file formats, see Instructions for Downloading
Viewers and Players.

Accessibility Contact FDA Careers FDA Basics FOIA No Fear Act Site Map Transparency Website
Policies

U.S. Food and Drug Administration
10903 New Hampshire Avenue

Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332)
Email FDA

Todow, - B B 0§ & (e
For Government For Press

Combination Products Advisory Committees Science & Research Regulatory Information Safety
Emergency Preparedness Intemational Programs News & Events Training and Continuing Education
Inspections/Compliance State & Local Officials Consumers Industry Health Professionals FDA Archive

ﬁ U.5. Department of Health & Human Services

Links on this page:
1. /NewsEvents/NewsroomyPressAnnouncements/ucm347109.htm

/Drugs/ResourcesForYou/Consumers/ucm054420.htm
http://www.fda.gov/ForConsumers/ByAudience/ForWomen/default.htm
http://www.womenshealth.gov/pregnancy/index.htmi

https://blogs.fda.gov/fdavoice/

http://www.facebook.conyFDA

http://www.flickr.comyphotos/fdaphotos/
http://www.youtube.com/user/USFoodandDrugAdmin?blend=23&ob=5
http://twitter.com/us_fda
http://www.fda.gov/AboutFDA/AboutThisWebsite/WebsitePolicies/Disclaimers/default.htm -
http://www.fda.gov/AboutFDA/ContactFDA/StayInformed/RSSFeeds/PressReleases/rss.xmi
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