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June 4, 2007

(Filed Electronically)
Dockets Management Branch
Food and Drug Administration
5630 Fishers Lane, Room 1061
Rockville, MD 20857

Re: Docket No. 2004P-0006

PETITION FOR STAY OF ACTION

The undersigned submit this Petition for Stay pursuant to 21 C.F.R. § 10.35,
21 C.F.R. Part 314, and 21 U.S.C. § 355 on behalf of Purdue Pharma L.P. (“Purdue”),
holder of approved New Drug Application 20-553 for OxyContin® (oxycodone HCI
controlled-release) Tablets, 10 mg, 15 mg, 20 mg, 30 mg, 40 mg, 60 mg, 80 mg, and
160 mg (“OxyContin”). This Petition for Stay requests that the Commissioner of
Food and Drugs stay the Agency’s implementation of its March 23, 2004 Decision on
Purdue’s January 6, 2004 Petition for Stay (PSA1), Docket No. 2004P-0006.

1. Decision Involved

The March 23, 2004 Decision on Purdue’s January 6, 2004 Petition for Stay
(PSAL1), Docket No. 2004P-0006, attached hereto as Exhibit 1.

II. Action Requested

By this Petition for Stay, the undersigned hereby request that FDA stay
implementation of the Agency’s March 23, 2004 Decision on Purdue’s January 6,
2004 Petition for Stay (PSA1), Docket No. 2004P-0006, until the Agency has
properly considered the issues raised in the Citizen Petition filed to this Docket on
June 4, 2007 and has acted on that Petition. :
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