
July 30,2002 

4 3 3 2 
(203) 588 8000 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, MD 20852 

Re: Docket No. 020-0237 

Dear Sir or Madam: 

On behalf of Purdue Pharma L. P. (PPLP), we have reviewed lnfernafional Conference on 
Harmonisafion: Draff Guidance on QIE Evaluafion of Sfab$fy DSfa; Atiaiiabilify, and agree 
with your proposal. We have no comments other than it will be a very useful guidance; 
particularly with respect to clearer guidelines on using stability data to propose retest periods 
and shelf life. 
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From: JUDITH 6. SANTDS @l3)!%3-8045 
PURDUE PHARMA LPlRegulatory Affairs 
ONE STAMFORD FDRUM,8th floor 
201 TRESSER BLVD 
STAMFORD, CT, 06901 

To: Dockets Management Branch [301)827-6860 
FOOD AND DRUG ADMINISTRATION 
HFA-305, Room 1061 
5630 Fishers Lane 
Rodwills, MD, 20852 

SHIP DATE: 3OJULO2 
WEIGHT: 1 LBS 

DELIVERY LDDRESS MTODE(EDEi+EbR] 
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Shipping Label 

1. Use the “Print” feature fi-om your browser to send this page to your laser printer. 
2. Fold the printed page along the horiiontal line. 
3. Place label in air waybill pouch and affix it to your shipment so that the barcode portion of the label can be read and SC 

Shipment Details 
To print a copy of the shipment information for your records, please click “Shipment Details”. 

Ship a New Package 

Use of this system constitutes your agreement to the service conditions in the current FedEx service Guide, available upon request. 
FedEx will not be responsible for any claim in excess of $‘I 00 per package, whether the result of loss, damage, delay, non-delivery, misdelivery, or misinformation, 
unless you declare a higher value, pay an additional charge, document your actual loss and file a timely claim. Limitations found in the current FedEx Service Guide 
apply. Your right to recover from FedEx for any loss, including intrinsic value of the package, loss of sales, income interest, profit, attorney’s fees, costs, and other 
forms of damage whether direct, incidental, consequential, or special is limited to the greater of $100 or the authorized declared value. Recovery cannot exceed actual 
documented loss. Maximum for items of extraordinary value is $500, e.g. jewelry, precious metals, negotiable instruments and other items listed in our Service Guide. 
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