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el 5‘ !Vn 1300 Gould Drive
/ Gainesvilie, GA 30504

T (770) 534 8238 F(770) 5341 8247

April 21, 2003

Gary Buehler, Pharm D., R.Ph.
Director, Office of Generic Drugs
CDER, Food and Drug Administration
Metro Park Narth |i

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, | have attached a list of attendees and a copy of our presentation
for the meeting on April 28, 2003. We would appreciate a copy of the complete
list of attendees as well as the pre-meeting materials in advance of the meeting.

We appreciate the opportunity to participate in the meeting.

Sincerely,
%ﬂayne Wiley, i‘f/

Sr. Director, Regulatory Affairs

Attachments
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0OGD P.av

Name

ELAN Drug Delivery

Thomas Byrnes

R. Wayne Wiley, R.Ph.,
Chris Adams,

Marla Church, J.D.

David L. Rosen, R.Ph., J.D.

LIST OF ATTENDEES
Title Department
General Mgr. Elan Transdermal Tech.
Sr. Director Regulatory Affairs
Asst. Director Research & Development
Consultant Intellectual Properties
Consultant McDarmott, Will & Emery
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ELAN DRUG DELIVERY, INC.

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 transdermal systems as
well as the BI presentation.

1. FDA has cstablished rigorous approval requirements for transdermal products.

e Elan, as a company with approved NDAs, ANDAs and active INDs for transdermal
products - fully supports the current [F'DA rigorous approval requirements for transdermal
products

o The current FDA standards for transdermal products safeguard the American public
2. The Petitioner is attempting to interfere with generic competition.
o The Citizen Petition merely raises hypothetical scenarios

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

o Public Information available from the lllinois State Formulary indicates that Bl's
subsidiary, Roxane Labs, has obtained forinulary approval to market an authorized
version of Catapres TTS under the NDA as a generic listing. (see attached).

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

4. Elan’s ANDA has undergone a thorough technical review and has met FDA’s criteria for a
safe and effective generic transdermal clonidine patch. Elan’s ANDA should be approved
based on these standards.

5. We understand that this is a public meeting, and that information provided at the meeting
will be made part of the docket for Boehringer Ingelheim’s (Bl) Citizens Petition (No. 01P-
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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Iinois Formulary Tomge | 2003 Submissions

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 Formulary 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 31, 2003. Prodv
will become available for Illinois pharmacists' interchange on the latter of the "61st day" or the FDA
approval date, provided a hearing before the Technical Advisory Council has not been scheduled for th:
specific product.

REFERENCE . ; DATE [ ¥DaA .
GERERIC BRAND  [ATFLICATION ||DOSACE sm(%r;cm INFORMATION || APPROVAL || arstpay |[HEARIS
_NAMK " RECKIVED DATE ’
ammonium laciste || LacHydrin “ Clay-Park cream 1% January 31,2003 || May 1,2002  |] Apeil 2. 2003 I
B powdcr 200mg/$mi November29, || Marchs
amoxicitlin Ainoxil Ranbaxy Tor oral > January 6, 2003 ovem ’ ren 8.
i cutpension || 200M¥/Sml 2002 2003
™ 0 Img/24
film, hours,
——> clonidine Calspres- extonded 0.2mg/24 October 10, Not
awhorized genene TTS Roxane relense, haurs, Janusry 22, 2003 1984 applicuble
transdermal 0.Jmg/24
L hours
clotrimazole Myecelex Roxanc woche 10mg ' Januxry 14, 2003 M’;Eg]l 6.
e —— | Nr—— ———
«\hinyl estmdiol, s |
. * Loestrin 2! 0.02mg. March 31
norethindrone Bare lablets Japuary 29, 2003 '
soetaie 120 Img R4 2003
ethiny] estradiol; . N
. . Loestrin 21 0.03mg: March 31
norethindrone RBarr tablets g January 29, 2003 !
acelate 1.5/30 15mg ary 2003
cthiny! estradiol; A
Loastein I'E 002mg Mareh 31
norelhindrone Burr {ablats ' Jan 29, 2003 '
acerate /20 Img uary 29 > 2003
I 0 02mg; S
sthinyl estradiol, 0 L’;g‘ )
norcthindrono Estrostep 21 Barr ablols ms: January 29, 2003 March 3).
BCeLAL: I mg, 2003
0.035mg;
| - Img
— ‘ —_
50m,
5. October 28,
flecainide acelste Tambocor Barr tablets 100mg, Janvary 30, 2003 "OD; . April 1, 2003
1S0m -
fludrocorti ) |
N ccu‘xl:‘m'”"‘ Florinef Barr wblets 01lmg January 30, 2002 Jan;;oxy]ZL April |, 2003
http://www.idph.state.il.us/about/fdd/jan03_sub.htm 4/18/2003
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100mg,
|
gubapeatin Neurontin Eon capsules 300mg, January 17, 2003 Mlzlé:;:, S
400mg
et S —_—
hydrocorusone; 1%: eq December 24,
neamycin sulfate; Cortisporin . one 3%5mg 2002 March {7,
polymyxin B Ouc Solulion Aleon/Taleon solution bagze/ml; danuary 15, 2003 (biocquivalence 2003
sullate L 10.0000/m| waiver)
hydrocortisone, [ . - 1%, tq December 24,
5 Corusporin .
ncomyc sullate; oLj¢ 3smg 2002 March 17,
polymvxin B Sw,cﬁ:‘iwn Alcon/Falcon suLpension base/ml; Jarusry 15,2003 , (bloequivalence 2003
sulfate Spens 10,000U/ml waiver)
—_— P—
Omg, December 24 Morch 24
isolretinoin AcLulane Ranbaxy uablets 20me, January 22, 2003 2002 ' 2003 !
40mg
| : . - 250mg, - March 25,
metconidazole Fragy! Able mblets S00me lanuary 23, 2003 2003
. orally
mirazepine ii’r.r‘;g: Ban disintegrating ‘3:)27‘1% Januury 30, 2003 April 1, 2003
tablet
momclasone Elocen Clay-Pack || oimmens 01% January 31,2003 f| MEERIS Nlacnia 2003
Turonte ) Y ° Ay 3t . 2002 pril <,
mupirocin Buctrobun Alpharma ointment eq 2% base January 28, 2003 Mazrcc)gglﬂ,
[ March i,
mupiroti Bactroban Teva oinument eq 2% base Januory 6, 2063 2003
. . eq 20mg March 31, ||
.u‘_moxnl‘cn cilrate Nolvsdet Barr tablews base January 29, 2003 2003
amdi cq2mg )
:;?l?éc:lzride Zanaflex Barr tablcts base, ey Januory 30, 1003 April 1, 2003
l L 4mg base
Smg, 10mg, ofC
torscmida Demadex Pur wblety 20mg, Januvary 22, 2003 Masch 24,
’ 2003
- 100ma
Last updated February 18, 2003
.’ .
itpa oshioe bame Q 1linois Department of Public Health
¥ 535 West Jefferson Street
Springfield, llinois 62761
Phone 217-782-4977
Fax 217-782-3987
TTY 800-547-0466
Questions. or. Camments
http:/Awww.idph.state.il.us/abouv/fdd/jan03_sub.htm 4/18/2005
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