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April 21, 2003 

Gary Buehler, Pharm D., R.Ph. 
Director. Office of Generic Drugs 
CDER, Food and Drug Administration 
Metro Park North II 
Document Control Room, Room 150 
7500 Standish Place 
Rockville. MD 20855-2773 

RE: List of Attendees and Copy of Presentation for Meeting at FDA in 
regards to CLONIDINE TRANSDERMAL SYSTEMS 

Dear Dr. Buehler: 

As requested, I have attached a list of attendees and a copy of our presentation 
for the lneeting on April 29, 2003. We would appreciate a copy of the complete 
list of aljendees as well as the pre-meeting materials in advance of the meeting. 

We appreciate the opportunity to participate in the meeting. 

Sincerely, 

RogerbYayne W iley, RPh / 
Sr. Director, Regulatory Affairs 

Attachments 
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ELAN SUMMARY COMMENTS 

Elan wishes to thank the FDA for the invitation to this meeting. We have the following 
comments which will be presented at the meeting in regards to the Boehringer-Ingelheim (BI) 
Citizen Petition regarding ANDA approval requirements for clonidine transderma1 systems as 
well as the BI presantation. 

3. 

4. 

5. 

FDA has established rigorous approval requirements for transdermal products. 

l Elan, as a company with approved NDAs, ANDAs and active INDs for transdermal 
products - fully supports the current FDA rigorous approval requirements for transdermal 
products 

l The current FDA standards for transdermal products safeguard rhe American public 

The Petitioner is attempting to interfere with generic competition. 

l The Citizen Petition merely raises hypothetical scenarios 

. The activity is consistent with actions taken by numerous innovators for many other 
brand products near patem expiry 

l Public Information available from the lllinois State Formulary indicarcs rhat Bl’s 
subsidiary, Roxane Labs, has obtained fonnulary approval to market an authorized 
version of Catapres TTS under the NDA as a generic lisring. (see attached). 

Elan firmly believes that FDA should continue to rely on its longstanding established 
criteria for ANDAs seeking approval of transdermal products. 

Elan’s ANDA has undergone a thorough technical review and has met FDA’s criteria for a 
safe and effective generic transdermal cIonidine parch. Elan’s ANDA should be approved 
based Ion these standards. 

We understand that this is a public meeting, and that information provided at the meeting 
wilI be made part of the docket for Boehringer Ingelheim’s (Bl) Citizens Petition (No. OIP- 
0470). Elan reserves the right to provide a formal written response to the docket in response 
to the presentation within a reasonable time frame after this meeting. 
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Submissions from  January 1,2003 through January 31,2003 
The following lists new generic drug submissions received by the Department of Public Health for inch 
in the Illinois Formulaty for the Drug Product Selection Program (after review by the Technical Adviso 
Council in compliance with Public Act 91-766), from January 1.2003 through January 3 1,2003. Prods 
will become available for Illinois pharmacists’ interchange on the latter of the “61 st day” or the FDA 
approval date, proviclrd a hearing before the Technical Advisory Council has not been scheduled for tb 
specific product. 

http ://www .idph.aate.il.us/abouu’fdd/jan03-sub.htm 4/l 8/2003 
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Last updarcd February 18.2003 
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MpB OStiPL bmc q$ lllinois Dcpartmenr: of Public Health 
535 West Jefferson Street 
Springfield, Illinois 6276 1 
Phone 2 17-732-4977 
Fax 217-782-3987 
TTY 800-547-0466 
(~~.t i~s~c~~~m~la~~ 

0004. 

http :/hww. idph.state.il.us/about/fdd/janO3-sub.htm 4/l 812003 
. -. q- .;. ““.--“., .,,y ._.- /“, , ,, ,* ,‘<‘“-- : , ,-.-.- - ,,, -,l”l”.” I.“*----,) , . --1*,. ,. (._,_. .” ..-” 

e-AL P.18 . 


