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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

o anti-inflammatory drug they manufacture, Tms is the second patent extension for Lodine
(it was extended 3 years by GATT)

- 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 program. This will
_presumably be more than made up by AHP in the pnces 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 prohibited from
“saying whether or how many applications may be pending for generic licenses.

Dingell and Stark are at Rules now making a fuss about this provision. I have not called
around to sec whether anyone in the Senate is exercised about it because I don’t want to
create any waves before checking with you. Please call on my beeper 668-7317. Thanks.

KP
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- (B) A seller or issuer of a he¢alth insarance poliey may
substitute, for the disclosure statement described in elauss (vii)
of such section, the statement specified under section
1882(d3)(8)(D) of the Social Secumzsr Act (s in effect before
the date of the enactment of this Act), without the revision
gpecified in such clanse.

Subtitle H—Patent Extension

SEC. 281, PATENT EXTENSION, -
{a) IN GENERAL —Any ownér on the date of the enact-
ment of this Ast of the right to market a no:z—atem:dal anti-
inflammatory drog that—
(1) eontains & patented active agent,
(2) has been reviewed by the Faderal Food and Drog
- Adiinistration for & period of more than 96 months as a
new drug application, and
(8) was approved as safe and effective by the Federal
Food and Drug Administretion on January 81, 1991,
ghall be entitled, for the 2-year period beginning on February
28, 1997, to exchude others from making, using, offering for
sale, selling, or importing imto the United States such active
agent, in accordence with section 154(&)(1) of title 85, United
States Code.

(b) EM"GMW —Section 271 of title 85, United y

States Code, shanapp!ywthem&mgemtoftheentﬂemmt

pmﬁedmd@mm(a)wthemamtasmehm

tion applies to infringement of & patent,
(e) NoTmFicaTION.—Not later than 30 days after\‘;he date
of the enactment of this Act, any owner granted an entitlement

" under subsection (a) shall notify the Commissioner of Patents |
and Trademarks and the Becretary for Health and Human

Services of such entitlement. Not later than 7 days after the
receipt of gueh notice, the Commisgioner and the Secretary
shall yublish an appropriate notice of the receipt of such notics.

(d) OFPsET~An owner deserbbed I subseotion (a) shall

 pay the amount of $10,000,000 to the Secretary of Health and

Human Serviees in each of the fisoal years 1997 and 1998 as
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e oondition for being eligible to qualify for the entitlement
under subsection (a), As a further condition for eligibility, snch
owner shall enter into & legally binding agrecment with the Sec-
retary of Health and Human Services which ghall provide a
means for ensuring that the entitlement nnder subsection (a)
ahall not ereate any net costs to the States under the meadicaid
program under title XIX of the Social Security Act.
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; ARKANSAS, . : A ' ‘ AGRICULTURE, NUTRITION, ANG
L ‘ FORESTRY
Ru'q;s‘;u Seriate Oézca SuLomng . - FINANCE
aEMINGTON, DC 20616 L ! - GOVERNMEN )AL AFFAIRS
. 207) 2242383 o y : ek Ay
oo | United States Senate SPECIAL COMNTIEE oh A
ARKANSAS OFFICE: WASHINGTON, DC 20510-0402
3030 Feotnat Buitbing . .
LIFTLE Rock, AR 72201 Scplember 23, 1996

(607} 324-8336

The Honornblc Donna Shalala

* Sceretary
Department of Health and Human Services
200 Independence Avenue. SW
Washington. DC 20201

Dear Secrctary Shalala;

’ I3

f am writing to express conccm over congressional cfforts Lo ovcm:m a key Federal Court of
Appeals decision and grant privatc relicl (o a handiul of prescription diug companics, If these lasl-mumlc

clTorts arc suceessful, a few companies will receive patent protection which is un]u?ullcd as a matter of law

and unfair 1o American consumers as a matter of policy. It is my hope that your Dcpmtmull and the '
Administration will continue Lo opposc any attempts to include such pateat provisions in a F Y 1997
continuing resolution or omiibus appropriations bill,

Earlicr this ycar, an amcndmcnl was of foréd to the Dcl'cmc Authonmuon bill whtch called I'or
'rC\fcr':m;, the Federal Court of Appealc; ruling in Merck v. Késsler. The anmtendment provided a few drug
manu l'acturcq with the “win-win" outcome of recciving patent extensions under the GATT agreement in
addition o extenisions granted under the 1994 Waxman-Hatch amendments. As you know. such an outcome
was strongly opposcd by the Patent and Trademark Office { PTO) and the Food and Drug Administration

(FDA) durmg, the Federal count’s deliberations.

it is this amendment which ecportedly is now being endorscd by the prcsmplmn drug industry for
inclusion in FY 1997 appropriation measurcs, My concem is that the provision would guarantce that
consumers would wait up to three additional years for g generic cquivalents to as many as 20 best-sclling.
brand drugs. There is currently no cstimatc of the potential costs 1o the public. HMOs. state Medicaid
programs. and other drug purchascrs - but it 1s ccrtain to reach hundreds of millions of dollars.
o In hght ol' ccparmc cTorts to include patent c\tcnslom for thc drugs Lodine. Relafen, and Claritin
- into the final cg,tslmlvc busincss of the 104th Congress. | urge vou Lo oppose this and all other special-
interest measurcs relating to pharmaccutical patents. (( you have any qucmons pleasc contact Kenneth
Cohen of my Aging Committce stalf al 224-6018.

Sincerely.

David Prvor

cc: The Honorablc Thomas Daschic
The Honorable Trenl Lott
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United States Senate
Special Committee on Aging

Senator David Pryor, Ranking Member

628 Hart Senate Office Building, Washington, D.C. 20510
Phone (202) 224.1467 ~ Fax (202) 224.9926

FROM: Paul Kim

TO: Chris Jennings
. White House
FAX: 202456 7431
DATE; Thursday, August 1, 1996
PAGES (INCL. COVER): 6

Chris,

Flere's the lowdown on the Lodinc patent extension. .Attached 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 spend on agriculture programs. The States and
consumers would bear this expense directly.

Lodine has already received a 2 year patent extension uncer the 1984 Waxman-Hatch
amendments. Congress specifically passed the 1984 lav- to preempt special case-by-case
reviews of patent term extensions like this. The 1984 law automatically extends drug patent
to compensate far any regulatory delays at FDA. 1In fact, the original Lodine patent expired in
1995 -- Lodine is currently protected by 4 W:zxman Ha:ch extension which runs until February

1997.

In 1993, the GAO issued a report specify cally about the i.odine patent. GAQO concluded that
there was no basis for recommending a patent term extension. Lodine’s approval was delayed for

public health reasons:

(1)  itisa “me-too” drug which provided no significant public health benefit or
therapeutic breakthrough, which would justify expedited review (such as AINS
or cancer drugs);

()  concerns about Lodine's carcinogenicity were raised both in Canada and the

, United States, which had to be resolved before the drug could be approved;

(3) . FDA found that the Lodine submission was “piecemeal, voluminous,
disorganized and based on flawed clinica] studies.”

) The Lodine submission to FDA did not contain “enough data to prove efficacy
until September 1989" - almost seven years after the submission was made to FDA.
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No hearings or deliberations of any kind have been held in either the House or Senate on

- wherther any public purpose is served by grantirig this extension.

If the Lodine extension is approved, it will create an untenable precedent by overturning the
Congressional intent expressed in the carefully crafted 1984 Waxman-Hatch compromise.
Moreover, the extension would [urther encourage man ifacturers -~ who alr cady benefit from
a statute which has successfully address their concerns for 12 years - to bypass committees of
jurisdiction in seeking unjustified relief. The fact that Schering Plough is already seeking a patent
extension for Claritin is proof that this will lead to a cascade of additional; unwarranted patent
extensions. {1 :

In a July 23 letter, Congressmen Bliley and Dingell, ch;irman and ranking member of the
House Commerce Committee, stated that the Lodine extension (as part of a package of patent
modifications before the House) “has not had the benefit of full Commerce Comm1ttee
consideration or adequare hearings.”

An extension of the Lodine patent term would also overturn the constitutionally-based
“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. V |

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 vernment, which are calculated by a

formula which accounts for States’ per capita income.

Medicaid is the largest cutpatient prescription diug program in the United States.
Annual Medicaid drug expenditures exceed $7 billion a:ad States rely heavily on rebates
(discounts) gathered by the Federal government to subsidize their Medicaid programs and, in
some cases, State budgets.

Lodine is a member of a class of drugs called non-steroidal ann-mﬂarnmatory drugs
(NSAID) These are anti-inflammatory painkillers like ibuprofen. T.odine was a “me-too”
drug which came onto the market after a large number of comparable drugs were already
available. In 1995, Lodine had sales of $274.4 millior - more than a quarter of a billion

" dollars.

Undcr Medicaid, the Statcs would be forced to pay dircctly “out of pocket” for a

- more expensive drug for an additional two yeais. Generic versions of Lodine are ready to

g0 to market at 30 to 50 percent less. If these generic :are blocked from market by a patent.
extension, the difference will be paid for by consumers and Laxpayers subsidizing
Medicaid, Veterans and Defense health programs, cC mmumty health centers and other
Federal health programs. | '
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WASHINGTON, DC 2051:)
~July 26, 1996

Senator Thad Cochran
Senator Dale Bumpers

. Senate Appropriations Subcommutee
on Agriculture, Rural Development
and Related Agencies

Dear Senators Cochran and Bumpers:

We are writing to express our concerns about secticn 731 of the House version of
I'L.R. 3603, the Agriculture, Food and I>rug Administration 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 héz\rings or deliberaticns 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.

Sccond, we understand the manufacturer of Lodine has already received the maximum
patent term extension to which it is entitled under the 1984 Hatch-Waxman amendments,
which allowed drug manufacturers 1o receive patent term extensions to compensate {or
rcgulatory delays. Congress approved Harch-Waxman exp ressly 1o preempt special case-by-
case reviews of patent term extensions. Therefore, this provision would create a poor
prcccdent by overturning congressmn al intent and by encouraging manufacturers to bypass
comrmnittees of jurisdiction in sccking unjustified relief.

Third, an extension of the Lodine patent would appear to undermix}c the
constitutionally-based “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.

Finally, according to the Congressional Budget Ollice, the Lodine patent extension
will cost the Federal government and taxpayers $10 millioa. These resources would be far
better applicd to urgent needs under the subcommittee’s jurisdiction.

We understand that others also have raised concerr s about Scnate action on this
provision, including the leadership of the House Commerce Commirree.
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~ Because of these serious concerns, we urge you to exclude this provision from the
conference agreement on the Agriculture Apprapriations kill,

~ Sincerely,

Da—w N—dff\
David Pryor E John Chafu



08-01-05 10:47PM . FROM SPEC CMT AGING-PRYOR 10 94567431 P005/007

2T ors2e/08  16:81 B

GDEC

© July 26, 1996 | | 202 842-1656

Chai»

Jazm B qu& B\lD
Preidont
Nutional Connoll on d!o Mn‘

N-ﬂaui Ceundil va dnAa.u

Gray Pandwes

Nefona Cpn'mum Lo-po .
United Sunines Hadléh Cooperative |

. US.PIRG |
AmdanﬂuananJw'

Paswquad

WNetiosd Pllvmﬁul Allianes,
[ o ma— fu' Quhb Cw
Nowapherm

Geners Pharmacentioals
MOVA Lebuintesien
Prople’s Medioal Sacisty

Nafional Acusiabion of

. Pharsusrutioa]l Magulssiurers
Public Citirets .

Natioma! Women's Hoalth Natwork
Citirnn Advocacy Canter

Uniied Homeowners Asscisfion

- Cuﬁr For ﬂultk Con W
Myla '

N-.houl Catncil of Senior Cluum '

N.s...l(‘:.,-:«..ah&- B
" Saclal Socurity aisd Mindicare
" Guowrio Plamisooutical :
" lndutey Asinclatien

@002/002

P.O. Bax 27911
Washington, DC 20005 .

Fax: 202 408-1134

“The Honorable Thad Cochran, Chairmm

‘The Honorable Dale Bumpers, Ranking; Member
Subcommittee on Agriculwre, Rural

Development and Related Agencies -

Washington, D.C. 20510

Dear Senators Cochran and Bumpers:

The Genmeric Drug Equity Coslition urges you to oppose in
conference Section 732 of the House-passed agricultire appropriations:
bill. Section 732 would grant a two-year patent extension 1o the anti-
inﬂmnmntory pain killing drug Lodine manufactured by Wycth-Ayerst.

Wyeth-Ayerst has nlraady received pamm term restotation for
I.odineunderth:Hmh—WmanActoflm which balances the
interests of innovator companies, generi= mamifacturers and consumers.
Section 732 provides two additional years of monopoly sales with no

o corresponding benzfit whatsoever to cangumers, mpayera or ge:n:nc

drug mavmfacturers,

The Congreminnxl Budget Oflice estimates that Section 732
of the House bm wlll cost taxpayers $10 million.

Consumers and senlors will piy tens of millions more than ~

ﬂuy should as Wyeth-Ayerst enjoys hundreds of milllons in

mnnopelyulu over the fwo year patant extension period.
Please oppose Section 732 of th: House bill.
- ' Sinserely,
—

s P. Firman, E4.D.
ir

e Members, Snbcomﬁm on Agriculure, Rural

Development and Related Agencles
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1993 F-D-C Reports / The Pink Sheet 1993; 55(22): 5-6 /May 31, 1993 / WYETH-AYERST's
97-MONTH LODINE NDA REVIEW ATTRIBUTED RY GA() REPORT TO
INCREASE IN AVERAGE FDA NSAID REVIEW TIMES, DIFFICULT DATA, FALSE
CARCINOGENICITY SCARE

FDA's 97-month premarket review of Wyeth-Ayer:t's Lodine NDA is attributed to
an increase in the average time required by the agency to review nonsteroidal
ann-mﬂammatory drugs (NSAIDs), the difficulty of reviewing data on Lodine (etodolac) and
a carcmogemcnty concern that ullimaiely proved groundless, the General Accounting Office
maintains in a recently-released report.

The report was requested by House Judiciary/Intellectual Property Subcommitree
Chairman Hughes (D-N.].), 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 Wyeth-Ayerst's request for legxs]atmn to extend
the product’s patent. -

GAO pointed out that it “did not determine wheth:r it would be appropriate to
extend the patent term for Lodine.” The report largely summarizes FDA's and
Wyeth-Ayerst's sometime divergent "characterization of events® during the NDA review. .
The Lodine patent was granted in February 1978 and was scheduled to expire in 1995; the
NDA was filed in December 1982, and the product was approved in January 1991. The
patent term was extended two years to February 1997 under the 1984 Waxman/Hatch law.

Wyeth-Ayerst asked Congress for a patent extensioa of 70 months. Such an extension
would restore market exclusivity for all but 27 months of the patent term for Lodine
consumed during FDA's 97-month review of the NDA. The average NDA review time for
NSAIDs before December 1982 was 27 months.

However, GAQ said that when the NDA was filed "events were occurring that
doubled this average,” including FDA’s reccipt of scrious adverse reaction reports connected
with the use of four approved NSAIDs. Furthermore, the review of Lodine was a low
priority because there were already 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 frora 31 to 73 months," the report
states. "The Lodine NDA took 24 months longcr than the 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, the report states

The NDA filed in 1982 did not contain "enough da1a 1o prove efficacy until
September 1989," agency officials told GAO. "Of the more than 2,100 volumes submitted by
the company, over 1,400 werc part of amendments to the original application,” the report
states. Wyeth-Ayerst told GAO that the submissions con:tituted updates from ongoing
testing. "The company maintains that these additional submissions provided FDA with
updated clinical results, rather than supplementing the oriprinal 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 trial methodology and thar FDA did considerable
work to obtain interpretable results." However, GAO said the company "believes that these
problems occurred after 1986 ~ a time period that the company 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 alse was conducting a premarket 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 erodolac was not carcinogenic. A medical reviewer was
not assigned to the NDA until the animal carcinogenicity issue was resolved.

In 1986 FDA received an anonymous letter "alleging that Wyerh-Ayerst was
manipulating its Lodine clinical trial results,” the report states. FDA consequently took

"additional time 1o 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
results were not adequate to assure that the data could not se manipulated.”

Congress requested the report in 1992, when it was considering legislation to extend
the patents for a number of products, including Lodine anc! Upjohn's NSAID Ansaid
(flurbiprofen). GAQ conducted a similar study of FDA's review of the Ansaid NDA last
year. In that report GAO also avoide a recommendation as to whether the patent in question
should be extended through legislation; however, the agency concluded that the arguments
for extension of the Ansaid patent were "probably stronge:t” with regard to the two-year
period 1984-1986 during which FDA review activities "took longer” than usual ("The Pink
Sheet” April 13, 1992, T&G-4). Other products for which Congress considered patent
extension legislation last year are U.S Bioscience's chemopotective agent Ethyol and Procter
& Gamble's fat substitute Olestra.
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{slivarad the "prodact described in the contract” with the finlshed devive manufecturcr. The messure also would

weadlish "aspeditious proocdurs to dlaposs of unwarmanied suits against the supplies.®

President Climon slagled ous thu blomastorials labllity precaciien somponent of the prodist Uability bitl as
1 section worthy of enactment. Daypite the prealdential endorsomant tnd the tacent sgrecment. Rowevae, the
seno may encounter diffieulty in adding the language to xa Wﬁm messure given the troe preatures o
he 104¢th Congress draws (0 & clats. Senats staffers are opsim g Io tho maasure's bipatisan support,
nalnding eo-sponsorship from Senate H.mmy Leade: Tmt L&t(

Snt . M (BT AL wcuid prohiblt additional patent tarm

phm mgmu nedv Wmun satonstons, Senste Jadiciary Comminee
Mnnmomnm&cham-l!nh 1961, wmuuwmu rrarkad up Sept 19, grants reaoration far’
~atant teryd Shortanad by adminiatrazive dolsy af the Patent and Trademark Ofﬂca A similar measure pending in
7y¢ Houss (KR 3440) is spontored by Rep. Pat Schroeder (D-Cal.).

In » Sept. 18 letrer ro Senate Josolary Commines members, Generic Phirmaceutical Indusiry Assoclarian
residanc Robert Waspo stales tha: "OPLA must oppote the bill in its present form. It Is our concorn Hias [the
;m extondion peovition in § 1961] doss not provide adequare peatacdan againgt dalsy and mmmtim by

gt aprlicanid. aar doas it prevent am a.ppl!mt from obeaining an exsension ender both the Has AXTUAD AQ
and this lagistation ®

GPIA {0 seeking & sponsor for m mandmant, which states that halders of Hatch/Waxman extensions aze
muslhh for an uxteralon under S 196! OPIA’s letter war wrisn, in part. to signal the assoolation's oppaalition
in prinsipie to the creation of & new calcgory of peteat sxtonsican. © for the genaric amendmant wili be
alded by the short timeframa for acilon on the legisiailon: at & Sepr. 18 win; on the Omnibus Patent Acx, Sen,

Hach indicated they e would cumdw taking controvensial provistonu aut of the bill for conslderstion (o future
SA06HONS.

e an;h bill could bo mmm 8¢ & vehicls for other mmt-tdmd provisions. Witd prospects for the
passage of & comprehensive FDA. reform il this wexsion fading, Ran. Nancy Kassabaum (R-XKan.) Is said 1o be
'caking for snothes vehisle for & pedlivric remmarch lncantive that would pmt # siz-month patent axtansion
. who nbmd pediurie smudy date with an NDA

n othor patant issues, Patent and Tradarark Offics Commissionse Bruce Lohman raited concams m the
h;x § hearing regasding legisiation that would ban the ssuance of patants for madical pracedures. Thas bill has
- wos added 13 an amendment by Rep. QOreg Genska (R-Iowa) 1o the Commorce Apoprmtious bill: compromise
language dextted 1o sddress the concorns of the Blotechnalogy Industry Qrganization and the Pharmasautical
Ressarch & Manufectvrors of Am-daa caald be inroduced when Comm Appropristions legislation is
dlacucssd un (As Seams flooe.

?i

Lakman fold the camminoes mu the Clinton Administration opposes “any varistion” of tha Ganske
mndmm "We are quite concamd ahout the Chmkc amesdment ead the ‘mplicazions of that fee the patent

. U A
KXY Raports, ine., 1938. Phetasapying without parmisslon is strietly prohicited. Gee Page One.
mmlm oopy rate rate: 8633 whan malied in the same CW with $1.3850 subecription.
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CRpTILE No. meé m/m uo _m 11 10 wamau« T tud VL ztwe r e
TR ¢ -4 h , From: £ Pl:hn : 9-19-98 2:3%ca . 7ot W
. . \
N ‘ ! .
1EP={0-48 18131  From:F O C REPORTS ING ' : nisun T-288 P.OT/10 Job~80)
ursday, Septvmber 19, 1996 . Sealth Nows Dally . ‘ o %

Vymuhr;o.hwﬂduﬁlyhaqumm:fmmtaﬂauwawyum loaphols were © bs opened in
hcpmtsyun,mnwoalncwulnmmamofmm!mmmmnndou.mmaxmcmmﬂc
m:cfmummnmmpmofm to causs that investreat to dey up.”

A ooalldon of goneric manufacturers and éoneamer groups has cited the Graske provision during effarts
o prevent the anaccmant of individual pmmml patent extenalons this sasion, In a Sept. 13 mamo, e
:oalition uoe that the amendad pravision *woold preciude anforcement of madical procedure patonta. althaugh &t
vould allow them o B8 (2and....Since Congrass ssems 10 bave Bought off on the ides of greclading cnforooment .
>f cartaln patant rights, we ahovld give congiderstion 1o mpuln; D mdmm to the Ozoske cormprombse that
would bar enfocosment of any sziended phammaceutical ptects.”

Pasent cxtanalens deing 1ongme ! pliol Hill by brend-oAme ManufASTUreTY are sald (o tnclude
WysthoAyerst's Lodias, Schextng Plough’s t and AmithKiine Boscham's Relqfen. Generic mamifacturers
(so are soeking to eoll back & two-yoar sxtsnsion of the patent fob Searla’s Daypre unal Oct. 29, 1999 that wu

nased e pat of the PY 1996 budge w

el apgroval of the “'"‘i' i drug can be granied, FDA wid. 10 iisiad n ‘lmvabh‘ levur Sept. 18 to
110 Populstion Coundl for mu'dprhm (RU.489), when uted |n combinarian with Searla's Cyearec (mhuprmd),
ar the tarmination of sarly pregnency..

TNS agaiwy WW!MN!WQIIM data domonstrate the amy and sfficasy of
ﬂmm in comdinstion with misoprostol whan under clows suparvision, but additional information on odher
23008, ndudﬁd Ang prasices and hbsllns, muat be submiteed hefm s final nppmm deolslon can be
nada"” FOA ina nn-dqy “TalkPagur.”

On huly 19, FDA'4 Rcwodnedve Health Drugs Adv. Cuumme voied 6-0 with two sbstmdons th:
Ihe rosulte of two Franch clinical smdiss establiad thal the bensfiis cutweigh the risks of the mitepristone/
calsopromol regimen. A U.S. uudy of :h: cambirazion was also conducied by Populstion Councll.

Ths advisery commiues nvkwed spclll condltons for RU-486 us, including direct distribution o
providers, lufu:cd ?f M-;‘h;‘ Al that tglne. mz:;ed {abaling stipulstions included quulnnlb;hl‘lﬂ m:tm“t be
physiclang treinsd in detertn gorants .o HOPlC pregnancy. end capable armin
sungical ahortion with aacoss (0 clmwmy lr&.'mh&a aml ted to e mmml& reqmr':t ﬂw '
pasients realda and work within one hour of an emergency facility, be m- w ccmply with 8 multi-vivit rogimen,
sad comaln under observatien fa¢ faurihogm fallowing misopratial sdmdnisieation

The proposed reglmen of RU-486 Involves ontl administredion of 600 g of mifoprisione (three 200 mg
tablsts) within 49 days of the bounnm; of the last menitrsal period., fcltwed by eral sdminismation of 400 nwg
of misoprosol two days Tater.

,;

- RU-486 first bocwmne wuum in Pranco ia 1989, where 1t is mm!.mm by & divislan of Hoschst. The
Pq:nuuon Council was given U.8. righis 1o RU48S8 undes an agreament ‘brakored by the Clinton Admlmm.unm
The drug ls also svdla\\k in China, Swu:hn and the UK

'3 i JD BE DTN AR = National Center for Human CGanome Ressarch

D, 1sa0ad Sept. 17 m s haanng befare the House Techrelogy/Scicnce :
ammm "Cumnly one oduld argue tat. tﬂu Clinical Ladoratory Improvement Amsndments of 1988)
could be substantally impraved,” Colling sald. "At the present time thars {s 20 penetics sality at all at CLIA,
and the kiod of inspecticn that a laborucory offwring gwnctic watlng goes through to pess the cortificaon..seally {s
Mmtwnllvmbhumﬁuwfmxmw' :

*Al the preasnt Lithe,” Colling, cdntinasd, *Just by the aamre nr the way that CLIA is canrled aut...and the
‘ack of very many inspectors who really have any experience i gefstics It's Just aot possidie® © easure
.abreatosy quality aontrel. *That my.,huwwu. laad 10 & fulse sanse of ucumy that ovorytung is fine."

© RD-C Reports, Ine., 1808, namaa without permissios Is strietly pnnuu Sas Page Ono._—'
Mdltiple scpy rete: 8388 when malied in the samse cmbpc with £1,350 subseription.
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f"‘ 28-06 03 T8 FROM SPEC QM AGING-PRYOR 10 95240553 AU
DAVID PRYOR i V : o coummrece: - ,
. AnANSAs . . . : . ABRCULTURE, N0 LUN, ARND
: ) ' . . E ' RORGETRY
Husston Stanve Descde Buwems : o o R K FINANQE L
Wasmaarow, OC 26618 o i {am e ) - e | GDVERNMENTAL AFFAIRS
dennessa _ Cmn[[ﬂﬂ stgtzs gzﬂgtz B - ©EPEGIAL BOMANTTIE ON AGING
e orrics WASHINGTON, DC 20810-0402 _ ' :
ooqo' Foliany Buiniiive . . . .
Wi Runa AR 72201 : ’ Scpt,cmbcr 28 19u6

(507 32475350

The Héﬁoi‘nh'fe Dowina Nhalala

Sccnt'lry

ftpartment of Heulth and Humian Su.mccs
200 Indcpendenee Avenic, SW -
Washinglon. DC 20201

Déar Secrctary Shalala: : : g

o lam wrmnb to C\pro<\ concern over cmbmsq!onal offorts to overkuth 2 ch Federal Court 01
Appcals decision and grant private relicl 1o’ handful of preccription dmg campinics I Lhese lasteminute

offorts are suceessiul, a fow companics will reccive patent protcchon which it un]uquncd as a maticr of law
and unlair (o Amvicfican CONSUMCTS A3 @ MIALLT Of policy. 1L is my hope thut your Depanmcnt and the
Administration will cantinue Lo oppose any atempls 1o include such patent pz'owuous maFY l‘)‘)‘?

| sontining r rcsulnnon or ommbm appropriations btll

- Earlier this ymr an amendment was olferet 10 The DL(CIN, Aulhcmm ion bl” wlmh callod for
oV uﬂmg tie [edatal (..oun of Appcah niling m Metek v Kassler. The amcndmcm ‘proyisd a fow dmb
manufacrures with the “win-win™ oulcomé of 1euciving patent extensions under the GATT agréement in

’addmnn to extensions granted under the 1994 Waxman-Huteh imendments. At yon know, such an aeome

was stronglv oppésed by the Patent and Trademaek Office (PTO) and the %nod and Dfug Adnnmsuauon

(FDA) during the chual court’s deliberalions.

Iis this wmndmwt which rcponullv is now being ondors»d by the prmcnpu:m dru;, lndmtr‘y for

‘mthm\un in FY 1997 appropriauon mecasurce, My concern is that the provision would guarantee thar
~ consumors would wait up to thres additional years for generic ¢4 uivalents (o as many as 20 best-s¢ lling.

brand drugs. There is currently no estimale of the patential costs L the public. HMDS- staie Medicaid

" programs. and other dntg purchascrs - but it is conatn © reach huridreds of milliony of dollars,

n light of scparate cfforts to mo(udc palent cxicnsions for the dmg Lodine. Relafen. 'md Clamm
into the l“ml lc&w!atwc bussness of the [04th Congress. | tirge vou Lo oppose this and all other spccial-

_‘mlcucsl measures refating (o phammaceutical patents  1F you hiave any questions. LJIC’ISL contaet Kennth

Cohen of my A;;,mg Commilee §L:)|’ fat 2246018,

Sincercly.

David Prvor

oo Th.. Hmmmhio Thnmqt Nnenhl
‘The Honorabie 1rcm Lott
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DAV*D PRYOR
ARKANSAS

Russéie SEnATE OFFice BuLDING
Wiarmubron, DC 20610
(208) 220-23453

Aiu(f'wsxs CFFKC:
2030 FEotaas BuiLOING
irnie Roce, AR 72200

60 324-6338

The Honorable Thomas Daschle

United Siates Senale
Washington. DC 20510

Dear Mr. Leader:

FROM SPEC CMT AGING-PRYOR

T0 44567431

Nnited States Denate
WASHINGTON, OC 20510-0402

September 25, 1996

PO02/003

COMMITYERE:
AGRICULTURE, NUTRITION, AND
FORESTRY

EINANCE
GOVERNMENTAL AFFAIRS
SPECIAL COMMIT {1 ON AGING

I am wriling 1o urge your oppuosition to secrelive, last-minute lobbying by a handlul of
pharmaceutical companies to obtain costly and unjustified patent cxtensions for the drugs Lodine.
Claritin, and Relafan. Failure on our part (o halt this special inerest campaign will force American
consumers to subsidize a multimillion dollas windfall 1o undersavmg, compames sceking protection

" from fair market compotition.

Just prior 1o the August recess. a two year palent exlension for the drug Lodine was inserled
into the Kennedy-Kassebaum heaith insurance conference report - despite the. fact that it had already
been categorically rejected by both.the Delense and Agniculture zxpproprimiom conferees. Thanks to
the cfTorts of Scnators Wellstonc and Kennedy. the ol ending provision was-struck from the conference

report on a voice vole,

, This week. | have heard reports that the manufacturer ol Lodine is trying yet again 1o slip its

multimillion dollar windfall past our body in the waning hours of the 104th Congress. This is despite
the fact that Lodine is already enjoying a 2 vear patent extension under a law intended to preempt such
special interest lobbying. the 1984 Waxman-Hatch Act. : ~

T'wo other drug companies have joined reportedly Lodine’s manufacturer in seeking their own
patent extensions for the drugs Claritin and Relafen. Incredibly. these drugs have patent protection
- until 2002 and 2009, with projected 1996 sales of $1 billion and $400 miltion. respectively, In
Claritin’s case. the Agricullure conferees have already rejected the notion of a patent exiension.

A [ ask you lo join me in preventing this lobbying campaign from succeeding. 1l you have any
questions. please contact Kenneth Cohen of my Aging Commitiee stall at 4-6018.

cc: 1. Panetia

Sincerely.

David Pryor



08-25-6 06: 5420

L

A

’ 'DAV 0 PRYOR
ARKANSAS
i
RugzEiL sevim OFsice BUILDING
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FRGM SPEC CMT 4

| A .The Honorable Trent Lott

United Siates Senate
"Washington. DC 20510

Dear Senator Lott:

ING-PRYOR 70 94567431

Wnited States Senate

. WASHINGTON, DC 20510-0402

" Sepiember 25. 1996

PO03/003

' CO\IMITTEEB
AGRICULTURE, NUTRITION, AND
FORESTAY

FINANCE
 GOVERNMENTAL AFFAIRS
SPECIAL CUMMIEITEE ON AGING

| am writing 10 urge your opposition (o secretive. lasi-minute lobbying by a handlul of
pharmaceutical companies to obtain costly and unjustified palent extensions for the drugs Lodine,
Claritin. and Relafan. Failure on our part 10 hait this special interest campaiga will force American
consumers to subsidize a multimillion dollar wmdhn 1o underserving companies seeking protection
{rom fair marl\ut compelition, :

v

Just prior 1o the Augusl recess. a (wo year patent extension for the drug Lodine was inserted

into the Kennedy-Kassebaum health insurance con lference repont - despitc the fact that it had already

. "been categorically rejected by both the Defense and Agriculture qppropriaiiom conflcrees. Thanks to
the efforts ol Senators Wellstone and Kennedy. the of'fendmg, provision was struck Imm the conference
Teport on a voice vole.

This weeL l have heard reports that the m’murauurer of Lodine is trying yet again to slip its
multimillion dollar windfal past our body in the waning vhours of the 104th Congress. Thisis despm :
the fact that Lodine is already enjoying a 2 year patent cxtension under g law intended to preempt wrh
spccml interest lobbying. the [984 Wa\man-H'ltch Act.

o Two other drug companies have mmed reportedly l.odine's manufacturer in secking their own.
. patent extensions for the drugs Claritin and Relafen. Incredibly. these drugs have patent protection

- until 2002 and 2009, with projected 1996 sales of $1 billion and $400 mitfion. respectively. In
- Claritin’s case. the Ag.,ncuhure conl‘erec: have '1lrcady rejected the nation of a patmt extension.

1 ask you 1o join me in preventing lhlslobbymg campmgn From succeed;ng. If you have any

‘questions. please contact Kenneth Cohen of my Aging Commitiee stafl at 4-6018.

cc: L. Panetta

. o’

r

Smu.n.ly

Qe

David Pryor.
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THE INFORMATION CONTAINED IN THIS COMMUNICATION IS CONFIDENTIAL, MAY BE ATTORNEY-
CLIENT PRIVILEGED, -AND IS INTEXDED ONLY FOR THE USE OF THE ADDRESSEE. .IF YOU
HAVE RECEIVED THIS COMMUNICATION IN ERROR, PLEASE NOTIFY US IMMEDIATELY BY
TELEPHONE AT 202/789-1212 SO THAT WE MAY ARRANGE FOR RETRIEVAL OF THE' DOCUMEN’I.’B

AT KO .CO8T TO YOU. THANK YOU.



http:M(c:H.i"I.EL
http:FULJ....ER
http:O'R.A.HER.TY

OLssoN, FRANK AND WEEDA, P. C.
PHILIP C. OLSSON ATTORNEYS AT LAY .  NEL F. OFLAHERTY

RICHARD L. FRANK ' - SUTTE 400 _ CHRISTINA M, MARKUS
DAVID F, WEEDA - - TISH E. PAML
A4

NS R JCEMSON o y;og;xxr&gum smﬁoeg. N Ly . o
ARTHUR Y. TSEN YASHINGTON. D. C. 20036-2220 BRETT T. SCHWEMER
JOHN W. BODE + , (202) 789-1212 ’ ALFONSO C. FULLER, R, &
STEPHEN D. TERMAN ‘ FACSIMILE (202) 234-3537 ' KAREN A. REIS +
MARSHALL L. MATZ - . & AIDETTED DN MKARTLANG ONLT
JOHN R F]LE%ER v | | __OF counse

* ’ o o . MKHELE F. CROWN

DAVD L. DURKIN
DAVID G. ADAMS
| * ADRGTITD (4 G AORA GHLY

MEMORANDUM
September 27, 1996

— . _BYTELECORY | _

TO: Senator David Pryor
Attn: Kirk Robinson

FROM: - " Marshall L. Matz -
Karen A. Reis

Counsel to the
Nauonal Association of Pharmaccut;cal Manufacturers

RE: Generic Drugs

In the final hours of the 104th Congress, the generic drug industry, once again, is coming
under attack from brand name pharmaceutical 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. Congrcss has not held hearings on any one of these proposals
"A brief summary of each fol ows: :

 Private-Relief Patent Extencimls; Complaining of FDA delays in approval of certain drugs,
brand name companies are proposing to extend the patents on widely used drugs -- Lodine (American
Home Products’ Etodolac), Claritin (Shering’s Loratadine), Relafen (SmithKline Beecham’s
Nabumetone), and Taxol (Bristol’s paclitax¢l). 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, 1995 only by virtue of the Waxman-Hatch extension. This is a likely candidate for the CR.
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OLssoN. FRANK AND WEEDA, P. C.

Memorandum to Senator David Pryor .
September 27, 1996
Page 2

Pediatric Study Patent 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 if the company performs pediatric studies during drug development. There has
been no showing of how, if at all, such an incentive would affect pediatric research, nor has there
" been consideration of altemate 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 Scnator Pryor doing everythmg he can to oppose each of these
amendments. i ’

Thank you vcfy much. You are-always there for the generic industry.

cc: Chris Jennings




