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April 30, 2015
Idaho Medicaid P&T Committee

Re: May 22™ Drug Class review: Analgesics Narcotic Long-Acting

Dear Committee Members,

Pfizer is grateful for the opportunity to comment on the MageHan review of the Long-Acting Analgesics
drug class dated February 20th 2015.

The Magelian review does not address the major public health issue concerning abuse of prescription
opioid medications and has not included a review of the head to head human abuse potential studies
included in the EMBEDA USPI and published in peer review journals.

In 2010-2011, Idaho was one of the top ten states for rates of drug-use in several categories, including:
past year non-medical use of pain relievers among persons age 12 or older! and we ask the Committee
to consider the potential for abuse as a critical consideration in determining opioid product preference,
and for the available data for abuse deterrent formulations of opicids to be included in this drug class
review.

The FDA has recognized that the development of opiolds contalning abuse-deterrent properties is an
important step towards the goal of creating safer opioid analgesics®. FDA deputy director for regulatory
programs, Douglas Throckmorton, M.D., stated that the, “development of abuse-deterrent opioid
analgesics is a public health priority for the FDA™. Similarly, the White House included expediting the
“development of abuse-deterrent formulations {ADFs}” in its action steps for responding to the
prescription drug epidemic®.

Abuse-deterrent opioids contain the same pain relieving ingredient as opioids currently on the market;
however, they also contain technologies designed to deter manipulation of the medication by drug
abusers and reduce the “high.” Abuse deterrent opioids provide the needed pain relief to patients, but
deter those who are crushing and swallowing; snorting; smoking; or injecting from using these
imporiant medications inappropriately.

The FDA has released guidance to Industry which provides a roadmap for the development of ADF
opioids® and it has approved abuse-deterrent labeling for EMBEDA. Based on data from in vitro
laboratory studies and clinical studies including abuse potential studies in recreational opioid abusers,
the FDA included in the EMBEDA product labeling language describing that these opioid medications are -
expected to result in a meaningful reduction in abuse.

Reformulated extended release oxycodone was the first abuse deterrent opioid to become available.
Abuse of extended release oxycodone decreased by approximately 50% among a group of opioid
abusers after its reformulation®. Economic modeling suggests that such reductions in abuse on a
national level would lead to a decrease in annual healthcare costs by an estimated $430 million®,

Pfizer appreciates the opportunity to comment on the draft drug class review for long-acting opioids and
requests, in view of the serious public health concern in [daho of prescription opioid abuse, that the
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Committee consider including drugs that have demonstrated a potential to decrease abuse as preferred
agents on the Idaho PDL.

Sincerely,

Ly Sl

Roy E. Palmer, PhD

Field Medical Director
U.S. Medical Affairs Group
Pfizer Inc.
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____% COMMENTS ON THE MAGELLAN REVIEW OF NARCOTIC ANALGESICS, LONG ACTING
General comments:

The EMBEDA label was significantly revised in October 2014. The review appears to have been written
based upon the old label and several sections should be updated. Approved Prescribing Information on
Embeda and the Medication Guide, can be accessed via the following links, respectively:

http://labeling.pfizer.com/Shawlabeling.aspx?id=694 and

htitp://labeling.pfizer.com/Showlabeling.aspx?id=875, or via www.pfizer.com

The review does not discuss the results of human abuse potential studies which are described in detail
in the new EMBEDA label’. Four head to head human abuse potential studies®>** have been conducted
and published for EMBEDA and the resuits of these studies should be included in the class review as
they provide important information on the expected likelihood of a product being abused as outlined in
the FDA Guidance to Industry®.

Specific comments an Mageilan Review:

Page 2: Indication for EMBEDA is incorrect. Correct indication should read “EMBEDA is a combination
opioid agonist/opioid antagonist product indicated for the management of pain severe enough to
require daily, around-the-clock, long-term opioid treatment and for which alternative treatment options
are inadequate.”

Page 6, line 29: The boxed warning for alcohol interaction is missing: “Instruct patients not to consume
alcohol or any products containing alcohol whife taking EMBEDA because co-ingestion can result in fatal
plasma morphine levels.” '

Page 16, lines 34-41: This paragraph was based upon language in the old label and does not reflect the
new language the FDA has granted EMBEDA which includes the results of human abuse potential
studies. In section 9.2 of the EMBEDA USP! it is stated that “The in vitro and pharmacokinetic data
demonstrate that crushing EMBEDA pellets results in the simuftaneous release and rapid absorption of
morphine sulfate and naltrexone hydrochloride. These data along with results from the oral and
intranasal human abuse potential studies indicate that EMBEDA has properties that are expected to
reduce abuse via the oral and intranasal route. However, abuse of EMBEDA by these routes is still
possible”

Page 19, lines 10-17: This section should be updated to include the results of the human abuse potential
studies described in Section 9.2 of the EMBEDA USPi' and published in peer reviewed journais***,

Page 22, lines 8-11: This statement “... but considering the lack of evidence to suggest that the abuse-
limiting mechanism is effective” is not consistent with the FDA labeling language in section 9.2 of the '
new EMBEDA label which states “These data along with results from the oral and intranasal human
abuse potential studies indicate that EMBEDA has properties that are expected to reduce abuse via the
oral and intranasal route. However, abuse of EMBEDA by these routes is still possible.”
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