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December 28, 2009

Food and Drug Administration

Division of Freedom of Information (HFI-35)
Office of Shared Services

Office of Public Information and Library Services
5600 Fishers Lane

Rockville, MD 20857

RE:  Freedom of Information Act (FOIA) Request
Dear FOIA Officer:

According to the Food and Drug Administration Amendments Act of 2007 (FDAAA), the FDA
may require holders of certain drug applications approved without a risk evaluation mitigation strategy
(REMS) to submit a proposed REMS “if the Secretary becomes aware of new safety information and
makes a determmatlon that such a strategy is necessary to ensure that the benefits of the drug outweigh
the risks of the drug. ! Section 505- 1(b)(3) of the statute defines “new safety information” with
specificity.

On February 6, 2009, the FDA sent letters to the manufacturers of approved, long-acting and
extended-release opioid products, indicating that those products would be required to implement REMS.?
Under the Freedom of Information Act, 5 U.S.C. § 552, I request that FDA provide the new safety
information, as defined by Section 505-1(b)(3) of the FDAAA, for each of the following approved,
brand-name opioid products that it is requiring to employ a REMS4

Duragesic Extended Release Transdermal System (Ortho McNeil Janssen)
Palladone Extended Release Capsules (Purdue Pharma)

Dolophine Tablets (Roxanne)

Avinza Extended Release Capsules (King Pharma)

Kadian Extended Release Capsules (Actavis)

MS Contin Extended Release Tablets (Purdue Pharma)

Oramorph Extended Release Tablets (Xanodyne Pharma)

OxyContin Extended Release Tablets (Purdue Pharma)

Opana Extended Release Tablets (Endo Pharma)
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Elements of REMS may include a medication guide, a patient package insert, and a
communication plan to health providers, provided that the FDA make a determination with respect to

21 USC 355-1(a)(2)(A).

221 USC 355-1(b)(3).

3 See 74 FR 17967-8.

* In an “Opioid Products Chart” on its website, the Food and Drug Administration (FDA) identifies these brand
name opioid products as those which may be required to employ a REMS. We assume that the FDA is, indeed,
requiring each such product to implement a REMS. The Opioid Products Chart also identifies numerous generic
opioid products that may be required to employ a REMS. At this time, we are not requesting new safety information
related to the generic products.
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