PURDUE Purdue Pharma L.P.

One Stamford Forum
Stamford, CT 06901-3431
(203) 588 8000

Fax (203) 588 8850
www.purduepharma.com

August 16, 2002

Dockets Management Branch (HFA-305)
Food and Drug Administration

5630 Fishers Lane, room 1061

Rockville, MD 20852

Reference: Docket No. 02D-0231: International Conference on Harmonisation:
Stability Data Package for Registration in Climatic Zones Il and IV

Dear Sir or Madam:

On behalf of Purdue Pharma L. P., we have reviewed International Conference on
Harmonisation: Draft Guidance on Q1F: Stability Data Package for Registration in Climatic
Zones lll and 1V, and appreciate the opportunity to provide the attached comments.

Sincerely,
Suzett L. Perry

5%,
Sr. Regulatory CMC Assﬁ

Regulatory Affairs
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Purdue Pharma L.P. Comments

Will the implementation of this guidance affect registered/pending products, or will it apply only to the
registration of new products? Example: If a product is pending approval in climatic zones Il and IV,
and has a sufficient amount of stability data at 30 °C/60 % RH, will the existing data still support the
registration with a reduction of expiry?

Replacing the current 30 °C/60% RH with the proposed 30 °C/65% RH seems like a logical
approach; however, in some instances, a 5% increase in humidity might negatively impact the
stability of the drug. The only recourse, according to the guidance, is to reduce the retest period or
expiry. If the product is not intended for Zones Ill or IV, the proposed back-up condition may not offer
enough flexibility.

There is no back-up condition for Zones Iil and IV, which means in many cases we will have a
shorter expiry, or, as the guidance suggests, have to introduce more protective packaging.

Will these guidelines be globally accepted? For example, health authorities in Australia and Hong
Kong require stability data at 30 °C/75% RH.

Please refer to comments submitted by PhRMA (Pharmaceutical Research and Manufacturers of
America) to the FDA on July 30, 2002. We also agree with their following suggestion:

“Delete the third paragraph in this section (2.3) and replace with the following: ‘Where special
transportation and storage conditions are identified that are outside the storage conditions specified
in this guidance, additional study data supporting such conditions may need to be made available.”

Page 2 of 2

d'7 eweyd anping




FedEx | Ship Manager | Label7920 8939 5264 Page 1 of 2

From. JUDITH B. SANTOS (203)588-5045 REVEMNUE BARCODE
PURDUE PHARMA LP/Reguiatory Affairs finimii i iR i i
ONE STAMFORD FORUM, Sth Floor FedEX
201 TRESSER BLVD
STAMFORD, CT, 06901

To: Dockets Management Branch (301)827-6860
FOOD AND DRUG ADMINISTRATION SHIP DATE 1BAUGO2

HFA-305, Room 1061 WEIGHT 1188
AR30 thprq | ane
Rockville, MD, 20852
oer-eok; FedEx PRIOCRIT MON
TRK # 7920 8939 5264 53-31 ot

Deliver by:
20852-MD-US ZM G AI A 19AUGO2

I

Shipping Label
Schedule Courier Find a Dropoff Location i Shipping History ]
Shipment Complete Cancel Shipment ! Edit Shipment Information l

1. Use the "Print" feature from your browser to send this page to your laser printer.
2. Fold the printed page along the horizontal 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".

Shipment Details

Ship a New Package
Ship Inside U.S. 1 Ship Outside U.S. Ship to Same Recipient

Use of this system constitules your agreement to the service conditions 1n the current FedEx service Guide, available upon request.

FedEx will not be responsible for any claim 1n excess of $100 per package, whether the result of loss, damage, delay, non-dehvery, misdelivery, or misinformation,
unless you declare a higher value, pay an additional charge, document your actual loss and file a imely claim. Limitations found n the current FedEx Service Guide
apply. Your night to recover from FedEx for any loss, including intnnsic 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 imited to the greater of $100 or the authorized declared value. Recovery cannot exceed actual
documented loss Maximum for items of extraordinary value 1s $500, e g jewelry, precious metals, negotiable instruments and other 1tems listed in our Service Guide

https://www.fedex.com/cgi-bin/unity?7www58& gifs/64/52/7920 8939 5264SAXadxihtml  8/16/2002




