
THOMAS 0. HENTELEFF 

RICHARD S. MOREY 
KINSEY S. REAGAN 

PETER R. MATHERS 
ANTHONY L. YOUNG 
ANNE “. MAHER 
BONNlE A. BEAVERS 
DANIEL R. DWYER 

GLENN E. DAVIS 
STACY L. EHRLICH 
JENNIFER A. DAVIDSON 
STACEY L. VALERIO 

ROBERT 0. WINTERS 

OF COUNSEL. 
HARVEY A. SUSSMAN 
WILLIAM J. HARDY 

LAW OFFICES 

KLEINFELD,KAPLANANDBECKER, LLP 
1140 NINETEENTH STREET, N.W. 

WASHINGTON, D. C. 20036-6606 

TELEPHONE (202) 223-5120 

FACSIMILE (202) 223-5619 

www. kkblaw.com 

January 14,2004 

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

WEST COAST OFFICE: 

ONE MARKET STREET 
STEUART TOWER, SUITE 1450 

SAN FRANCISCO, CA 94105-1313 
TELEPHONE (415) 538-0014 

FACSIMILE (415) 538-0016 

VINCENT A. KLEINFELD 
1907-1993 

ALAN H. KAPLAN 
1930-2001 

Re: Docket 2004P-0006 L- CT- 
..-a 

Petition for Stay of Action ‘._ __ . 

The undersigned submit this supplement to the above referenced Petition for Stay of 
Action filed on January 6,2004. This supplement encloses the labeling supplement- 
referenced in the Petition for Stay of Action and subsequently filed by Purdue Pharma L.P. to 
its approved New Drug Application 20-553 for OxyContin* (oxycodone P-ICI controlled- 
release) Tablets, 10 mg, 20 mg, 40 mg, 80 mg, and 160 mg (“OxyContin”). 

Specifically, the following documents are enclosed: 

Exhibit A December 19,2003 Changes being Effected Supplement to NDA 20-553 

Exhibit B January 7,2003 Changes being Effected Supplement to NDA 20-553 

Exhibit C January 13,2003 Expedited Supplement to NDA 20-553 

The copy of the December 19,2003 CBE Supplement attached as Exhibit A to the 
Petition for Stay inadvertently omitted the “clean” copy of the revised package insert and 
included only the version that highlighted the changes being made. Both versions were 
included in the original Supplement and, therefore, an additional copy of the entire 
December 19,2003 Supplement is enclosed with this submission as Exhibit A. 

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


