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Gennrich, Jane - Medicaid

From: Medical Services Mailbox <Medical_Services@pharma.com>

Sent: Tuesday, April 12, 2016 4:11 PM

To: Eide, Tamara J. - Medicaid

Subject: Information Regarding OxyContin® and Hysingta® ER

Attachments: Purdue Medical Services Response 216390.PDF; OxyContin Full Prescribing Information.pdf;

Hysingla ER FPl.pdf

Dear Dr. Eide:
The following information regarding OxyContin® {oxycodone HCI} extended-release tablets and Hysingla® ER
(hydrocodone bitartrate) extended-release tablets is being submitted in response to the Idaho Medicaid call

for new scientific information for the upcoming Pharmacy and Therapeutics Committee meeting scheduled for
May 20, 2016 that will include a review of long-acting narcotic analgesics.

tf you have any questions please call us at 888-726-7535 and select option #1.
Sincerely,

Purdue Medical Services
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One Stamford Forum
Stamford, CT 06901-3431
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April 12, 2016

Tami Eide, PharmD

Idaho Medicaid

Pharmacy & Therapeutics Committee
3232 Elder Street

Boise, 1D 83705

Dear Dr. Eide:

The following information regarding OxyContin® (oxycodone HCI) extended-release tablets and
Hysingla® ER (hydrocodone bitartrate) extended-release tablets is being submitted in response
to the Idaho Medicaid call for new scientific information for the upcoming Pharmacy and
Therapeutics Committee meeting scheduled for May 20, 2016 that will include a review of long-
acting narcotic analgesics.

The information beginning on the next page includes a summary of the OxyContin abuse-
deterrent properties and citations to the published epidemiology studies evaluating the impact of
OxyContin on abuse, misuse, and diversion of OxyContin in real-world settings. Also included is
a brief summary of the Hysingla ER abuse-deterrent properties and a citation to the published
intranasal clinical abuse potential study.

If we can be of further assistance, please contact Purdue Medical Services at 1-888-726-7535,
prompt #1.

Sincerely,

/%,%fﬁw

Nancy Crudele, PharmD
Director, Medical Services

yo/YC/215737
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OxyContin®
In April 2013, the FDA approved a supplemental application for reformulated OxyContin,

approving changes to the product labeling that describe certain abuse-deterrent plopertles of
OxyContin and claims in section 9.2 of the enclosed Full Prescribing Inﬁnmatlon (FPT),"? and in
accordance with the FDA’s 2015 Guidance on Abuse-Deterrent Opioids.”

It is important to note that not all 0p101d products that may have incorporated some kind of
abuse-deterrent technology are recognized by the FDA.> To date, five products have been
approved with abuse-deterrent labeling claims found in Sectton 9.2 of their FPI, with one of the
three cunentiy available on the market being OxyContin, and a second being Purdue’s
Hysingla® ER (hydrocodone bitartrate) extended-release tablets, as described below.

As detailed in section 9.2 of the OxyContin FPI, in vitro data demonstrate that OxyContin has
physical and chemical properties that are expected to make abuse via injection difficult, The data
from the clinical abuse potential study, along with support fiom the in vitro data, also indicate
that OxyContin has physicochemical properties that are expected to reduce abuse via the
intranasal Ioute However, abuse of OxyCont;n by the intravenous, intranasal, and oral routes is
still possible.”

Currently, none of the three currently available extended-release opioids with abuse-deterrent
properties have labeling that includes data describing results from postmarketing epidemiology
studies. At this time, OxyContin is the only product with published epidemiology studies
evaluating the impact of the reformulation on abuse, misuse, and diversion of OxyContin in real-
world settings. These studies are cited for your reference.” !

Hysingla® ER
Hysingla ER is formulated with abuse-deterrent properties that are recognized by the FDA with

‘labeling claims in Section 9.2 of the enclosed Hysingla ER Full Preseribing Information (FPT).*

As described in section 9.2 of the Hysingla ER FPI, in vitro data demonstrate that Hysingla ER
has physical and chemical propetties that are expected to deter intranasal and intravenous abuse.
The data from two clinical abuse potential studies (intranasal and oral), also known as “Drug
Liking Studies”, along with support from the in vitro data, also indicate that Hysingla ER has
physicochemical properties that are expected to reduce intranasal abuse and oral abuse when
chewed. However abuse of Hysingla ER by the intravenous, intranasal, and oral routes is stili -
possible.* To date the intranasal clinical abuse potential study has been published and is cited for
your reference.'?

OxyContin and Hysingla ER

OxyContin contains oxycodone HCI, and Hysingla ER contains hydrocodone bitartrate, both
Schedule IT controlled substances with a high potential for abuse. The OxyContin and Hysingla
ER FPI includes a Boxed Warning describing the risks for addiction, abuse, and misuse, life-
threatening respiratory depression, accidental ingestion, neonatal opioid withdrawal syndrome,
and cytochrome P450 3A4 interaction.! Please review the enclosed OxyContin and Hysingla ER
Full Prescribing Information, including Boxed Warning.
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