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June 17, 2015

Via Electronic Submission — Regulations.gov

Dockets Management Branch
Food and Drug Administration
Room 1061

5630 Fishers Lane

Rockville, MD 20852

Re:  Supplement to Citizen Petition, FDA-2014-P-0205
Dear Sir/Madam:

In February 2014 the undersigned submitted a Citizen Petition on behalf of Purdue
Pharma L.P. requesting that the Food and Drug Administration (a) exercise its authority
under Section 505(0) of the Federal Food, Drug and Cosmetic Act to seek and, if
necessary, impose safety labeling changes on immediate-release opioid analgesics that
parallel the final safety labeling changes resulting from completion of the 505(0)
procedures initiated on September 10, 2013 for extended-release and long-acting opioid
analgesics, and (b) assure that the indications for use and other safety labeling
information for immediate-release and extended-release and long-acting opioid
analgesics convey the same warnings and precautions regarding the risks of opioid use
and misuse. The Petition was supported by data indicating that immediate-release opioid
analgesics are associated with the same potential adverse consequences as extended-
release/long-acting opioid analgesics, including the risks of abuse, misuse, and overdose,
with comparable if not higher incidence. The risks and corresponding public health
ramifications associated with immediate-release opioid analgesics therefore should be
addressed in manner consistent with the Agency’s actions on extended-release and long-
acting opioid analgesics, with similar label changes mandated.

On June 4, 2015, Members of Congress wrote to the Agency requesting that it
exercise its authority under Section 505(0)(4) of the Federal Food, Drug and Cosmetic
Act to require manufacturers of immediate-release opioid analgesics to adopt labeling
that more effectively communicates the risks of abuse, neonatal abstinence syndrome,
addiction, overdose, and death including the same black box warning as currently appears
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on extended-release and long-acting opioid analgesics.! The basis for the request was (a)
the lack of evidence that extended-release and long-acting opioid analgesics present

- greater risks of overdose, addiction, abuse, misuse, death, and neonatal abstinence
syndrome, compared to immediate-release opioid analgesics, and (b) the widespread use
of immediate-release opioid analgesic products, compared to extended-release and long-
acting opioid analgesics. The letter requests a written response from the Agency by June
29, 2015 addressing “whether FDA plans to require the labeling change to the IR opioid
formulations as we request, why or why not, and an approximate timeline for any such
planned labeling change requirement”.

The Representatives’ letter, the data cited in support of it, and the anticipated
Agency response to the letter are all relevant to Purdue’s pending Citizen Petition.
Accordingly, Purdue submits this supplement to incorporate the Representatives’ letter
into Docket FDA-2014-P-0205.

Respectfully submitted,

Peter R. Mathers
Jennifer A. Davidson
Counsel for Purdue Pharma L.P.

Kleinfeld, Kaplan and Becker, LLP
1850 M Street, N.W.

Washington, DC 20036

Phone: 202-223-5120

Fax: 202-223-5619

! See Letter to Dr. Stephen Ostroff, Commissioner, U.S. Food and Drug Administration (June 4,
2015), copy attached, and available at:
http://democrats.energycommerce. house. gov/sites/default/files/documents/Commissioner.Ostroff. FDA
Labeling. Letter.2015.6.5.pdf. The June 5, 2015 Press Release announcing the letter is available at:
http://democrats.energycommerce.house.gov/index.php?g=news/committee-democrats-seek-stronger-
labeling-of-opioids.






















