
Withdrawal/Redaction Sheet 
Clinton Library 

DOCUMENT NO. SUBJECTffITLE DATE RESTRICTION 
AND TYPE 

001. letter Tom Loranger to Chris Jennings re: Biden Amendment (3 pages) 9/24/96 P6/b(6) 

COLLECTION: 
Clinton Presidential Records 
Domestic Policy Council 
Chris Jennings (Subject File) 
OAiBox Number: 23752 Box 9 

FOLDER TITLE: 
Food and Drug Administration Modernization [8] 

gfl8 

RESTRICTION CODES 
Presidential Records Act - [44 U.S.C. 2204(a)[ 

PI National Security Classified Information [(a)(I) ofthe PRA) 
P2 Relating to the appointment to Federal office [(a)(2) of the PRAI 
P3 Release would violate a Federal statute l(a)(3) of the PRA) 
P4 Release would disclose trade secrets or confidential commercial or 

financial information [(a)(4) of the PRA) 
P5 Release would disclose confidential advise between the President 

and his advisors, or between such advisors [a)(5) of the PRAI 
P6 Release would constitute a clearly unwarranted invasion of 

personal privacy [(a)(6) of the PRA] 

C. Closed in accordance with restrictions contained in donor's deed 
of gift. 

PRM. Personal record misfile defined in accordance with 44 U.S.C. 
2201(3). 


RR. Document will be reviewed upon request. 


Freedom of Information Act - [5 U.S.c. 552(b)1 

bel) National security classified information [(b)(l) of the FOIAI 
b(2) Release would disclose internal personnel rules and practices of 

an agency [(b)(2) of the FOIA) 
b(3) Release would violate a Federal statute [(b)(3) of the FOIAI 
b(4) Release would disclose trade secrets or confidential or financial 

information [(b)(4) of the FOIA) 
b(6) Release would constitute a clearly unwarranted invasion of 

personal privacy [(b)(6) of the FOIA) 
b(7) Release would disclose information compiled for law enforcement 

purposes [(b)(7) of the FOIAI 
b(8) Release would disclose information concerning the regulation of 

financial institutions [(b)(8) of the FOIA) 
b(9) Release would disclose geological or geophysical information 

concerning wells [(b)(9) of the FOIA) 



2024566487:# 2SENT BY:X~rox Teltcopier 7021 6- 1-96 :11:03AM 

Note to Chris 

This provision was inserted in the insurance reform bill by Trent Lott as a special favor 
· for American Home Products. It proVides for a 2~year patent extension for Lodine, an 
· anti-htflammatory drug they manufacture. This is the second patent extension for Lodine 

(it was extended'3 years by GATr) 

· It would appear (we are double checking) that this extension will have the effect of 
making a slight bit of money for Medicaid through the rebate proaram. This \"till 

.presumably be more than made up by AHP in the prices they charge their private pay 

.customers, such as Medicare beneficiaries. The extension will also have the effect of 
delaying introduction of generic substitutes in the market. FDA is prohl'bited from 

. saying whether or how many applications may be pending for generic licenses. 

Dingell and Stark are at Rules now maldng. a fuss about this provision. I have not call~d 
around to see whether anyonem the Senate is exercised about it because I don't want to 
create any waves before checking with you.. Please calIon my beeper 668-7317. Thanks. 

KP 
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1 . (B) A. seller or ~ ot a h6alth in.s'aranct policy may 
2 subitituM~ for the disalo$W;'$ statement deSCl'l'bed in clause (Wi) 

3 of sa.ch section, the ata.tAment ~ed UI1der semon 
4 lS82(d)(S)(D) of the Sooi&l ,Security .A.ot (as in effect before 
5 th$ da.tt of the~tl::D$nt of thi$ Act), without the revision 
6 apecifi.ed in $UCh. clause. 

7 Subtitle H-Patent Extension 
i SEC. 181. PATENT ErI'ENSION. 

9 (a.) fN G£;.~-..!'r17 owna- on ~ d.aU! of the enoot­
10 ment of this Act ot tht right to market a llOn-et.&roidAl anti.. 
11 infJammatory druB that­
12 (1) eontams a. patented aetive agent, 
13 (2) _ been reviewed by the Feder$! Food andDrog 

14 Ail:thini$tra.tion for .. period of more tb&n 96 months as a. 

l' new drag appJie.ati.<m, and 
16 (8) was a;>proved 8$ ~ and. et!eotive by the Federal 

17 Food &Ild Drug'- AdmiJlistration on Jat1~ 31, 1991, 
18 sbal1 be entitled, tor thl!l 2~ periodbe~ on Februa.r1 
19 as, 1997, to eJ.Clude others trom mali.tJ17 llSixlg, offering tor 
20 sale, MUtnc, or- importing mto the United States ~ active 
21 ~~ in·aeoordance with section 154(a){1) of titl$ 35, United 
22, states Code. 
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1 B. condition for being eligible to qualify for the ~etMnt 
2 1mdel"' sub.sec'dOD (a)• .As a. tartber Clmdition tor eligibili.1i't SUM 

3 owner shall enter into 8. legaDy bindina ~t with the See.. 
4 retarr of .. Health ud. Hu.ma.n Services which ahall provide a. 

S me8l18 tor ~ that the fl1titlemel!t under subsection (a.) 

6 shall not eree.te a.ny net oosts to the States under the madieaid 

7 'tu'ogram 'lmdtr title XIX of the Social Security Act. 

\ 
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July 31 , 1_ (3:45 p.m.) 
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WAS"INGTON, DC 20610 
 (lavERNM!:';' IA.L AI-FAIRS 
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SPECIAL COMMITTI;'E ON ACINGtlnitrd ~tet(S ~[nUrf 
ARICANSA~ 05:siICE: 	 WASHINGTON. DC 20510-0402 

3030 FEofnAL 8U;LDING 
LiTTLE ROCJ. AR 72201 Septcmber 25. 19% 

(501) 324-6336 

Thc Honornblc DOllllll Shnlaln 
. Secretary . 


Depmtmcl1l of Health and HUll11lil Services 

200 Independence Avenue. SW 

Washington. DC 2020 J 


Dear Secrclary Shalnla: 
~ . 

ram ,,'riling to express conccm over congressional efforts to overturn n key Federal Courfof 
Appctlb ul..idsion and grant privlHe rei ief lO ~ hlll1dful of prc!lcription dll.lg c01l1panic.."l. If thesc lasl~milll1lc 
el1brts ure successful. D rcw companies will receive plllcnlllroteclion which is Ul1i\lstilicd as a malter of la~ 
nnd unfair Lo Americlln cnllStllllCrs <\s a maller of policy. It is (11)' hope th~l YOllr Dcparllll\jlll anl.llhc . 
Administration will eonlimre to oppose OilY attempts to include suc.:h patent provisions III a FY 191J7 
continuing resolulioil or Olllilibus llpproprinliol1s bill. . 

. 	 . 

E~rlicr this year. an llll1cndmcht was offered Lo the Defcnse AUlhoriz<I'tion bill which called for. 
revcrsiilg t.hcFcdcr;\ Coiut of Appeals ruling In Mcrc~..v. KJs!!!~I' 'nlC mm:1II1rncm provided afe'~ drug 
lllalHlracturcs'with the "win·win" outcome oheceivingpnlcnl eXlcnsions; under lhe CiATT agreement in 
addition to exterisions grlllncd under the 1(1)4 Waxman-Hatch mncndmcnts;. As you "know, such an OUI.Cnm~ 
WHS strongly opposed by the P:ltcnl and Trademark Omce (PTO) llnd the Food and Drug AdministrDtion 
(FDA) during the Fcdcral coun.·s deliberlllions. . 

It is this Ill11cndmcnL which reporledly is now heing clldorscdby the prescription drug industry for 
inclLIS iOIlin FY 1997 Dppropriation mctlsures. My cOllccm is Lhm thcprovisioll would guarolllcc thaI. 
COllsu\11crs\.vould wail up to threc :ldditiolla\'years for gencric eqlliv;JlelllS to as many as 20 bcst·selling. 
brand dnlgs. There is currclltly nocstimalC oflhc pott:lltial COSls to the pUblic, HMOs, slnteMcdiCilid 
prograllls. ~nd other drug purchusers • bllt it is cC11.ainlo rcm;h hundreds of millions of dollars. 

. . . 	 . 

In light of scpanlte eIT'orts to include pmcnl extensions for the drugs I,miine. Rchlfcll, and Cll1rilin 
inlO the final1cgislative blisiness or Lhe I{14th Congress. I urge YOLI to oppose this i.llldall other special­
inlercsllllcaslires relatirig to pharmaceutical palellts. IrYOll have any questions. plcllse coi1tact KCMcth 
Cohen of 111y Aging 'Committee staff at 224.()I}Jl'I. . 

Sincerely. 

David Pryor 

cc: The Hoil0rablc Thomas Daschlc 
The Honorable TrenL LOLt 
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United States Senate 
Special Con,lmittee on Aging 

Senator David :Pryor, Ranking Member' 

628 Hart Senate Office Building, WnshingtoTl, D.C. 20510 
Phone (202) 214.1467 - .r:IIX (202) 224·9926 

FROM: Paul Kim 
TO: Chris Jennings 

White HOlI se 
FAX: 2024567431 
DATE: Thu~'sday, August 1, 1996 
PAGES (INCL. COVER): 6 

Chris, 
Here's the lowdown on the Lodillc patent extension ..\ttached is a letter from our boss and 

Senator Chafee, and below are our reasons for opposing the patent extension: 

1. 	 It costs $10 million, which should be speild on agriculture programs. The States and 
consumers would bear this expense directly. 

2. 	 Lodine has already received a 2 yearpatent extension uncer the 1984 Waxman-Hatch 
amendments. Congress specifically passed the 1984 l:av r to preempt special case.by<ase 
reviews of patent term extensions like this: The 1984 hw automatically extends drug patent 
to compensate for ;tny' r~g'l1btory I~~hy~ at FDA. In fact. the original Lodine pa.tenr expired in 
1995 -- Lodine is currently protetled by a Waxman·l1rJ;:ch extension which runs until February 
1997. . 

3. 	 In 1993, the GAO issued a report specificallyabouc lheLodine patent. GAO concluded that 
there was no basislor recommending a pa.tent term extens:on. Lodine's approval was delayed for 
public health reasons: 

(1) 	 it is a -me-too" drug which provided no significant public health benefit or 
ther.l.pcutic breakthr()ugh, which 'Would justify expedited review (such as .AInS 
or cancer c\rugs); 

(2) 	 concerns about Lodine's carcinogenicity were raised both in Canada and the 
United States, which had to be resolved before the dmg could be approved; 

(3) 	 FDA found that the Lodine submission was "piecemeal, voluminous, 
disorganized and based on flawed dinic.ll studies." 

(4) 	 The Lodine submission to FDA did not contain "enough data to prove efficacy 
until Septt!mber 1989" - almost SC7Jen ;yet< rs after rbc submission was made to FDA. 

http:dinic.ll
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No hearings or deliberations of any kind have been hcH in either the House or Senate on 
whether any public purpose is served by granting this (xtension. 

If the Lodine extension is approved, it will create an untenable precedent by overturning the 
COllgressional intent expressed in the carefully crafted [984 Waxman-Hatch compromise. 
Moreover, Llu: cXLC'u.,siou. would fUllher encourage llun.Lfactufers - who already benefit from 
a statute which has successfully address their concerns lor 12 ycar~ - to bypass committees of 
jurisdi(.."tion in seeking unjl..lstified relief. The/act rhar S('bering Plougb i~ II.lreo.dy !ieeking II.fJl.I.tP''fJt 
extension fOT Claritin is proofthat this will lead to a cascll./e ofaddir.ional, unwarranted patent 
extensions, !. . 
In aJuly 23 letter, Congressmen Bliley and Dingell, ch;lirman a~ld ranking member of the 
I-louse Commerce Committee, stated that the Lodine enension (as part of a package of patent 
modifi,cations before the House) "has not had the benefit of full Commerce Committee 
c.onsideratioll or ~equate hea,rings." 

An extension of the Lodine patent term 'Would also oVH'rurn the constitutionl.lly-b;a.~ed . 
"reasonable investment-backed expectations~ of, generic companies who invested significant 
time and money to secure FDA approval of generic versions of Lodine. based on the current 
date of patent expiration. . . 

With respect to unfunded mandates, as you know, Mecicaid recipients are entitled to 
coverage by the States for covered, medically necessary services, including prescription drugs . 

. States then receive matching funds from the Federal go (ernment. which are calculated by a 
forinula which accounts for States'. per capita income. 

Medicaid is the largest outpatient prescription dlUg program in the United States. 
Annual Medicaid drug expenditures exceed $7 billion .nd States rely heavily on rebates 
(di~counts) gathered by the Federal government to sub~ idize their Medicaid programs }lnd. in 
some cases, State budgets. 

Lodine is a member of a class of drugs called non-steroidal anti-inflammatory drugs 

(NSAID). These are anti-inflammatory painkillers like ibuprofen. Lodine wa..~ a "me-too" 

drug which came onto the market after a large number of comparable drugs were already 

available. In 11.1CJ5, Lodine had saJes of $274.4 milliuf -- more tban a quaner ofa billion 


, dol/llrs. 
Under Medicaid, the States would be forced to pay directly "out of po~ket" for a 

. more expensive dlUg for an additional two years. Generic versions of Lodine are ready to 
go to market at 30 to .50 percent less. If these generic ;lre blocked from market by a patenr. 
extension, the difference will be paid for by conSUIn!rs and laxpayers subsidizing 
Medicaid,Veterans a~d Defense health programs, c:cmmunity health centers andotber 
Federal health programs. ' . . .'. . . .. 

http:II.lreo.dy
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tinittd ~tattS ~fnatt 

WASHINGTON, DC 20511) 

July 26" 19% 

Senator Thad Cochran 
Senator Dale Bumpers 
Senate Appropriations Subcommitec 
on Agriculture. Rural Development 
and Related Agencies 

Dear Senators Cochran and B\lmpcrs: 

We are writing to cxprt"_lI:lI: nur concerns about secticn 731 of the House version of 
H.R. 3603. the Agriculture. Food and Drug Administratioll and Related Agencies 
appropriations bill for Fiscal Year 1997. This provision would grant a 2-year patent 
extension for a prescription drug called Lodine. 

First, we would note that no hearings or deliberati(fnS of any kind have been held in 
either the House or Senate as to whether any public purpose would be served by granting this 
extension. 

Sccolld. we unders~ilnd the man\lfacturer of Lodinc lu.t: alre~ltly received t ht" m~"cimt11n 
patent term extension to which it is entitled under the 19R t Hatch-Waxman amendments, 
whicll allowed drug manufacturers to receive patent term txtensioris to compensate for 
regulatory delays. Congress approved Hatch-Waxman expressly to preempt special case-by­
case reviews of patent term extensions. Thcrefore, this provision would create a poor 
precedent by overturning congression.:tl intent and by encouraging mantlfClClurers to bypass 
committees of jurisdiction in seeking unjustified relief. 

Third, all extension of the Lodine patent would appear to undermine the 
constitmionally-bascd "reasol13ble investment-hilcked expEctations" of gcn~~ric cOlnpanies 
who invested significant time and money to secure FDA ~\?proval of generic versions of 
Lodine based 011 the current date of patcnt expiration. . 

Fin,\lly. according to the Congressional Budget OHice, the Lodine p;ltent extension 
will cost the Federal government and taxpayers S10 millio~. These resources would be far 
better applied to urgent needs under lhc subcommittee's jurisdiction. 

We understand that others also have raised concerr,s about Senate action on thi~ 
provision, including the leadership of the H(lu~c Commerce Committee. 
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Because of these serious concerns, we urge YOll to e:.dude this provision from the 
conference agreemem uU·lhc: Agriculture Appropriations l: ill. 

Sincerely, 

Q~~
DaVidPry~ 
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GDEC Generic DmgEpii,.,CspalitiOD 

P.O. 'B. 27911 ' 

W .. ~. DC 20006 . 
202 8A12.i666 

FUI 202 -iO~1114 
Cis.. 
J_·P. ,'-_ un. .1be Horionb1e Tlud CocJuao. CbamDan ' """lint 	 .N4lIiaaAI C.lIllolJ ... doe ~ 	 1'11& Honorable Dille Bumpers, RallkiDl: Member 


~ittee OD Agricu1IIn, luIa1 . 

N.uua.1 c:'..uil. 4.. ~ DIW10pmcat and JaWed Aa=ciea ' 

Q • .,Porn4- .wuJWwton. D.C. WIO 

tWe...! c~.__ """':"II!. 

caW 8 ........ H-lf).~,.....&nt . Dear SeDarors Coclmm. and. Bumpen: 


. 'U,S. PlllO 
.A..1"Iam c.n... alN_ ~ . The Gtmeric Draa Equity Codldon urgt:S you to oppose In· 

co:af'eImce Se:doD 731 of the BOllSe-p usecl qri.culmre appropdations'
P~..i' 

bill. Scc:tion 732 would IraD1 a two-year patent extensiol1to the anti- ' N..aoaal Plaena-tiaal Aili........ 

inflammatory, pain kWm, chug Lodine lDBDufiI.c;turcd by Wycth':'Ayem.

M_~»ioi."'".. ,

Cu__..Qulitr C-

WYeth-Ayent has alresd.y recei ved pab!nt mrm. restomrJon for 


1'11--*­ Locf1De under tJu: Harch-Waxmau Ac ~ of· 1984 which baIarlces the a..-PL__.tI.... fDferesm of iJmDvalDr companies. glllllrl~ manufaetmer;s 8J1d, COI:ISIJIm!rII. 

MOVA~.n•• Section 732 proVidla two adm.1iOE YI_ of moIJO,poly sales With DO 

P...,I.".M...Ii.t..l SGdi"" correspDDdhIg beDd wbarIoever to omSl1mert. taxpayers or gcnm:ic 

~...... ,A.';"; ___ ..r 	 ~m~~mma. ' 

................. M-J....... 


L,..~ The OqrfMfonal Budget 0fJ1ce estimates that Sec:ttoa 132 

of the House hm wI1J. COlt taxpa;yers ~II0 a"'Jion. . 


N.fioiwrJ W_·. H..Jds N ....... 

CoJunmm IIId II8IIlOn wm PI&)' teDI of mIDJou more thaD
Otina A..s.-,c.... 

_ IIhouId u Wyeth-AJwst euJoflhundnds or milDOJ18 tilU..il.tJ H.~0II1I!'IIen A.-i.lUa DI8DO,.., ..... over .. two year patlllt alensloa·perlod. .. ·c ..... ,.tI..a. c_~ 
M,I.. Phwe oppose Scctkm 132 of tbI: House bill. 
NuiioD..I CfIIoIIWIiJ ."3att.tDl' CUi.... . 
~ Ll& W ____ B.;w. P..id 

Sin:cRly. 
N....... c-;..,." p.,...;... 
S.el~~" ..dH..Ii ­


O""';"P.............s....l " 
 f1:tt-- .. , 
I.........." Aa._... 
 ~: P. PimJaD. B4.D. 

,cc: Membczs. Subcommi_ em Allfculmre, Rural 
:QeYe1opmeDt IDCl Jle1itc4 Aps lea 
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1993 F·D·C Reports I The Pink Sheet 1993i 55(22): 5·6 IM1Y 31, 1993 I WYETH~AYERST's 
97-MONTH LODINE NDA REVIEW ATTRIBUTFO 'BY GAO REPORT TO 
INCREASE IN AVERAGE FDA NSAID REVIEW TIMf:5, DIFFICULT D ATA, FALSE 
CARCINOGENICITY SCARE 

FDA's 97-month premarket review ofWyeth-Ayern's Lodine NDA is attributed to 
an increase in the average time required by the agency to re viev.-· nonsteroidal 
anti-inflammatory drugs (NSAIDs), the difficulty of reviewing data on Lodine (etodolac) and' 
a carcinogenicity concern thal uhilllalely Pl"Oved groundless, the General Accounting Office 
maintains ill a recently.released report .. 

The report was requested by House Judiciary/lnteUectttal Property Subcommittee 
Chairman Hughes (D-N.J.), Senate Judiciary/Patents Subcommittee Chairman DeConcini 
(D·Ariz.) and Sen. Lautenberg (D-N.J.). The report was completed April 12 and released May 
12. 

The legislators requested the report on FDA's review of the Lodine NDA to help 
determine whether Congress should grant WyethoAyerst's request for legislation to extend 
the product's patent .. 

GAO pointed out that it -did not determmt! wbClh:r il. would be appropriate to 
extend the patent term for Lodine." The report largely summarizes FDA's and 
Wyeth-Arent's sometime divergent "characterization of e'l'ents" during the NDA review. 
The Lodine patent was granted in February 1978 and was scheduled to expire in 1995; the 
NDA. wa~ fi1ed in Dp.cember 1982, and the product was approved in January 1991. The 
patent term was extended two years to February 1997 undl!r the 1984 Waxman/Hatch law. 

Wyeth.Ayerst asked Congress for a patent extensio 1 of 70 months. Such an extension 
would restore market exclusivity for aU but 27 months of 1he patent term for Lodine 
consumed during FDA's 97·mollth review of the NDA. The average NDA review time for 
NSAIDs before December 1982 was 27 months. 

However, GAO said that when the NDA was filed "events were oCCllrring that 
doubled this average," including FDA's receipt of serious adverse reaction reports connected 
with the use of four approved NSAIDs. Furthermore, the review of Lodine was a low 
priority because there were ..tre~dy .10 NSAIDs on the market. "Whereas the average approval 
time for all NSAIDs jumped from 27 to 53 months, the aVI~rage approval time for 
[low-priority NDAs for NSAIDs] like Lodine jumped fronll to 73 months," the report 
states. "The Lodine NDA took 24 months longer than tlu~ 73·month average because of 
other mitigating circumstances. " 

FDA told GAO "that the Lodine submissions werE piecemeal, voluminous, 
disorganized and" were based on "flawed" clinical studies, i:he report states 

The NDA filed in 1982 did not contain "enou!;h J'lLa 1.0 prove efficacy until 
September 1989, n agency officials told GAO. "Of the mOle than 2,100 volumes submitted by 
the c()mpany, over 1,400 wer(! part of amendments to the original application." the report 
states. Wyeth-Ayerst told GAO that the submissions con::tituted updates from ongoing 
re~ting. "The company maintains that these .tdditional suhmissions provided FDA with 
updated clinic:al results, rather than supplementing the oril:inal application," the report notes. 
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Regarding the quality of data, the report states that 'Wyeth.Ayerst officials agreed 
that problems did exist with the clinical tri:11 methodology and t,hat FDA did considerable 
work to obtain interpretable re."iults." However, GAO said the company "believes that these 
problems occurred after 1986 - a time period that the com):;any believed that FDA was 
diligently reviewing the Lodine NDA." 

Two events further delayed FDA's review of Lodin!. In May 1984, Canada's Health 
Protection Branch, which also was·conducting a premarkct review of Lodine, raised a concern 
that the NSAID may be carcinogenic in animals. FDA waited until 1986 to review Canada's 
analysis and ultimately determined etodolac was not can.:in:.>gC:llic. A medical reviewer was 
not assigned to the NDA ltntil the animal carcinogenicity issue was resolved. 

In 1986 FDA received an anonymous letter "al1esin:; that Wyeth-Ayent was 
manipulating its Lodine clinical trial results," the report states. FDA con."iequently took 
"addition~l t.ime to look at the data more carefully.!' GAO noted that "FDA inspectors could 
not prove the allegation but concluded that the company's internal controls over the trial 
re.-.ults were not adequate to assure that the data could not;)e manipulated. II 

Congress requested the report in 1992, when it was considering legislation to extend 
the patents for a number of products t including Lodine ,md Upjohn's NSAID Ansaid 
(flurbiprofen). GAO conducted a similar study of PDA's review of the Ansaid NOh last 
year. In that report GAO also avoide a recommendation ai to whether the patent in question 
should be extenuf:d Lhrough legislation; however, the agcnc:y concluded that the ~ments 
for extension of the Ansaid patent were "probably stronge:t" with regard to the two-year 
period 1984-1986 during which FDA review ;tctivitie_~ "took longer" than usual ("The Pink 
Sheet" April 13, 1992, T &:G4). Other products for which Congress considered patent 
extension legislation last year are U.S Bioscience's chemop'otective agent Ethyol and Procter 
&: Gamble's fat substitute Olestra. 



Wit11drawal/Redaction Marker· 
Clinton Library . 

DOCUMENT NO. SUBJECTrrITLE DATE RESTRICTION . 
AND TYPE 

001. letter Tom Loranger to Chris Jennings re: Biden Amendment (3 pages) 9/24/96 P6/b(6) 

This marker identifies the original location of the withdrawn item listed above. 

For a complete list of items withdrawn from tbis folder, see the 


Withdrawal/Redaction Sheet at the front of the folder. 


COLLECTION: 
Clinton Presidential Records 
Domestic Policy Council 
Chris Jennings (Subject File) 
OAlBox Number: 23752 Box 9 

FOLDER TITLE: 
Food and Drug Administration Modernization [8] 

gfl8 

RESTRICTION CODES 
Presidential Records Act - [44 U.S.c. 2204(a)1 

PI National Security Classified Information [(a)(I) of the PRAI 
P2 Relating to the appointment to Federal office [(a)(2) of the PRAI 
P3 Release would violate a Federal statute [(a)(3) of the PRAI 
P4 Release would disclose trade secrets or confidential commercial or 

financial information [(a)(4) of the PMI 
P5 Release would disclose confidential advise between the President 

and his advisors, or between such advisors [a)(5) of the PRAI 
P6 Release would constitute a clearly unwarranted invasion of 

personal privacy [(a)(6) of the PRAI 

C. Closed in accordance with restrictions contained in donor's deed 
of gift. 

PRM. Personal record misfile defined in accordance with 44 U.S.c. 
2201(3). 


RR. Document will be reviewed upon request. 
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purposes [(b)(7) of the FOIAI 
b(8) Release would disclose information concerning the regulation of 

financial institutions l(b)(8) of the FOIAI 
b(9) Release would disclose geological or geophysical information 

concerning wellS [(b)(9) of the FOIAI 
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SCCT~t:llY " , 

f)cp~rlmcnl (lr Hl.:uilh !.Iud tillma.n SCI~iccs 


200 Independence Avcmic, SW , 

W:\shinstOl,. DC 20201 

I amwritirlS \0 cxprc~~ concern o\'cr cnngrcssional ollortr. to OVUTLUl'tI ~ kc)' Federal Courtof 
Appeal" dccidOIl ai,d BrQl'lt privillo relic!' toen handful 01" I'TI',(',ripliOll dnl!l companies !r lhcsc last·millutl: 
cflorlJ lir~ StIC{\C,~srlll. a lew c.o1l1I>al1ic:$ w;,11 receive paLent Ilrotcclion which i!\\lllilistiIiCd tlS illllilttcr of 10\'1' 
nild lIn'lilir LO A"icricancOnStil1'lCrs as a nlQucr or policy. It is nw hopl: Lhut ;VOl!!, t.)opiutmCI1( and. tho 

Adlninbminion \'Iill cCl1tinm: Lo oppose ally <lltCI1lt>ls 10 includ, 'such j:I~tcl1L l-,rovi::;iOIiEl ii, llrY 1997 
l,;ulIlinl,ling rcsollilioll or Olililibus nppropriilliulls bilL' ' 

., Earlier lhi~ year. ~m mncndmcnl was ()ncrc~ 10 the Dcn~lli:c Auihommljon bill which f,;illlod lo( 
reversing the fedorlll COlin of A~pcal!i nllin!,: m Ml:rl:K vl~~,s,'ih:r, 'r!\<: 1l1ll~l1d111C\lLprO~ id~d 1\ f.:wdruS 
~nnnllraCItlrC;; ";ith the ;'wjl1~wilJ" olitroilO OflcL-...:iving palenl cxtension... under the GATT :lgrccmcnl in 

'i:\QQilioll [0 eXlcnsionsgr,1nlc.:i under lite Il)<)4 Wuxl1\an~Hnleh tiin~!\dnlCl\h:, A~ you know. $:ltch nn Ot.11,C':OInc 
was tHrongly opposod by the Palent and T rlldcl1lorkOrricc (PTO) ~Ind th.~ Food nnd Drug Administl"llLion 
(FDA) during the Federal court's dcltbcr:)[loIK 

, "It is Lhis ill11cllumcol wlll~h rcponcdlyis now ~il1~ olldol'$<;d by the pro~criptimt dr~,g iJ;diuslry for 

inclusloll il'lFV 1<)97 "ppropTin~ll)n n';cilsurc~, M:v concern is lhClt.Lho pro"'iSIM woilld guarantee thilt 

CQI1SlIIl10rS wOllld W:11l up ~u tlm:~ nddiliol1'll YC!lrd~r gCIlc:ricc(iuj,,~lcnls to as mllny llS 20 best-selling. 

brlnd dn.I!:!.$, There i~ Cl1TTcfltly 110 ".slil1l:lt~ ()I'tht pl1h:nli~1 C{)sts to the public. liMOs. stille Medicaid 

p:rogrmus, <lnCl other <fnll:l purcll:1scrs ~ bm j( is ccnaht to rO:lch hlllldrcds 'of l1Iilliuli~ ur doll~r~, 


,In Ii~hl ('II'separate cll(ll1:; 11') il~clllde I'M.leut cXlcilsions for I.ho dri.lgs Ledint:. RCiarcn. !lltd Claritil1 
inlo tho lind Icglsllllive busincsJ; or the I04lh Congrcu. I urge YOII I~ O~'p(1"I~ 1hl~ :md all other special. 

,illlCi:cSL mca~ures Tclatin!,llOph:lnn:lCClIIlr.:l\ pat~nl~ Iryou havc any Ql1CSlIonS. plc~sc contllcl K.:nul.:l.h 
Collen of my AfJingCommittcc SLarr <It 2Z~'(IO l X. 

David fJryor 

, ' 

'Th.;: Hon~rll'bl£\ Thon1!1lt On<r.hl., 

rhe Honorable Trent LoLL 
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September 25. 19% 

The Honorable Thomas Daschle 
Uniled States Senate 
Washington. DC 205 LO 

Dear Mr. Lender: 

I am ""Titing to urge your opposition 10 secretive. lasl·minute lobbying by a hnndrul QJ 
pharmaceutical companies to obtain costly and unjustified patent extensions for the drugs Lodine. 
Claritin. ~nd Relafan. Failure on our parllo halt Lhis special imerest \.:nmpnign will force Amcricn.n 
consumers to subsidize a multimillion dollar windfall to underserving compunies seeking protection 

. from fair market competition. 

Just prim to the August recess. a two yenr patent extension for the drug Lodine was inserted 
into the Kennedy·Knssebaum health insurance conference report· despite the fact {hat it had already 
been categorically r~jected by bOl.h .the Defense and A.griculture <lPpropriatiuns conferees. Thanks to 
tht: I.:ffOl1S ofScnalors Welistonc nnd Kennedy. the offending provision w~l,,·struck from the conrerence 
report on. a voice vole. 

This week. I have heard reports thnt the munufaclUrer or Lodine is trying yet again La slip it!: 
multimillion dollar windfall past our body in the waning hours of the 104lh Congress. This is despite 
the fact that Ludine is already enjoying a 2 'year patent eXlcnsionunder (l law intonded to preemp1 such 
special interest lobbying. the 19~4 W.axman-Hatch Act. 

Two other drug compnnies have ,Loined reportedly Lodine's manuracturer in seeking their own 
palent extensions for the drugs Clnritin and Relafen, Im::rediblx. these drugs have patent protection 
until 2002 and 2009. with projected 19% sales of$ J billion and $400 million. respectively. In 
Clnritin's case, the Agriculture conferees have ulready rejected the notion of a patent extension. 

rask you to join me in preventing this lobbying campaign from succeeding. If you have any 
quesfions. please contact KenpeLh Cohen of my Agin'g Comminee starr at 4-()() IH, 

Sincerely. 

David Plyor 
c.:<.:: 1... Panetta 
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The Honorable Trent Lou 

United States Senate 

Washington. DC 20510 


Dear Senator LOll: 

I am writing to urge your opposition to secrelive.'IasJ.·minute lobbyi~g by a handful of 
pharmaceutical companies to obtain cosily and 1II1iusti lied palent extensions for the drugs Lodine. 
Claritin. and Relafan. , Failure on our part 10 halt this special illl~rest camp'lign will force American 
t.:onsumers to subsidize a mullimillion dollar windfall to underserving companies seeking protection 
from fairmarkei competition. " . 

Just prior to the Augw;[ recess, a two yellr patent exten!\jon ror the drug Ludine W(lS inserted 
into the Kennedy-Kassebaum health insurance conrerence report - despite the faCllhat it had aJready 
been categoricully r~jected by both the Ocrense and Agriculture appropriations conferees. Thanks to 
the effons or Sl:!mltors Wcll1;ton~ and Kennedy. the offending provision \V:'I~ struck from the conference 
report on a voice vote, . . 

. This week, I have heard reports lhflt the manufacturer of Lodine is trying yet again to slip ilS, 

multimillion dollar windfall pasl our body in the waninghours orthel04th Congress. This is despite 
the fact that Lodineis nlready enjoying n 2 yt:ar p"l~nt c"lcnsion undcrn Inw intended to preempt ~ur.h 
special interest lobbying, the 19X4 Waxman-Hatch Act. ' 

Two other drug companies have joined reportedly Lodine's OlanunlCturer in seeking their own 
, patent cxtensionsfor the drugs Claritin and Relafen. Incredibly. these drugs have patent protection 
until 2002 and 20()l,), with projected ,~% sales 0($1 billion ant! $400 million. rcspccti\'ely .. In 

. Claritin's case, the Agriculture conferees have already rejected the notion or n patent extension . 

. 1 ask YOli tojoin me in preventing this lobbying campaign rrom succeeding. Ifyou haveriny 
questi<.ms. please contact Kenneth Cohen of my Aging Committee staff at 4·Wl R. 

'., ;" 

Sincerely. 

David Pryor 

ec: L. Panetta 
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COMMENTS 

TO: 
CO:MPANY: 
FAX#: 
FROM: 
SENT BY: 

THE INFORXA'l"ION CONTAl:NED IN THIS COMMUNICATION IS CONFWENTIAL, MAY BE ATTORNEY­
CLIENT PRr~ILEGED, AND IS INTENDED ONLY FOR THE USE OF THE ADDRESSEE. IF YOU 
HAVE RECEIVED T'FIlS COll.ll'!!t1!fI:CATION IN ERROR. PLEASE NOTIFY US IMKED::tATELY BY 
TELEPHONE AT 202/789-3.23.2 SO THAT WE HAY ARRANGE FOR RETRIEVAL OF THE-DOCOMENTS 

AT HOCOST TO YOO. THANK yOU. 
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Attn: Kjrk Robinson 


FROM: ' 	 Marshall L. Matz . 

Karen A. Reis 

Counsel to the 
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RE: 	 Generic Drugs 

NEIL F. O'l"L.AH.fRrr 
CHRISTINA M. ~US 
T15H E. PAHL 
LILY W. SU 
BRETT T. SCHWEMER. -, 

ALFONSO C. FULLER. JR. A 

KAREN A. REIS + 

OF COUNSEL 

MCHT';;I..F. f. O<..OWN 

In the final hours of the I04th Congress, the generic drug industry, once again, is coming 
under attack from brand name pharmaoeutical companies. Branded companies are pushing three 
proposals that are harmful to the generic drug industry and the public. Cumulatively, the impact of 
these proposals could be disastrous. Congress has not held hearings on anyone of these proposals. 
, A brief summary of each follows: ' 

, 	 , 

Private-RebefPattnt E:ltensi2n.s; Complaining o(FDA delays in approval ofcertain drugs, 
brand name companies are proposing to extend the patents on widely used drugs -- Lodine (American 
Horne Products' EtodoJac), Ctaritin (Shering'sf:.oratadine), Relafen (SmithKI.ine Beecham's 
Nabumetone), and Taxol (Bristol's paclitaxd). If enacted, these Congressionally-mandated 
extensions would set a dangerous precedent for further patent extensions and effectively nullify the 
Hatch-Waxman Amendments. Each of these private-relief proposals is likely to be attached to the 
Continuing Resolution (CR). 

Further GATT Patent Extensions: Senator Biden may offer an amendment reversing 
current law by allowing 'more drugs to receive patent extensions under GATT. The Biden 
amendment would provide GATT patent extensions to drugs with patents that were effective on June 
8, ]995 only by virtue of the Waxman-Hatch extension. Thjs is a likely candidate for the CR. 
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r~diatric StudI.L!tent Extensions: Senators Kassebaum and Kennedy are likely to offer 
legislation that would grant a brand name drug·company an additional six months of non-patent 
marketing eXclusivity ifthe company performs pediatric studies during drug development. There has 
been no showing of how, ifat all, such an incentive would affect pediatric research, nor has there 

. been consideration ofalternate incentives for spurring such research. Senator Kassebaum may offer 
this as a free-standing bill. Otherwise, we expect this proposal to be included on the CR. 

We would appreciate Senator Pryor doing everything he can to oppose each of these 
amendments. 

Thank you very much. You are"a[ways there for the generic industry. 

cc: Chris Jennings 


