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INTRODUCTOR

‘Mr. Chairman and Members of the Committee:

My name is Jack Stafford and I am'the President of

_ imerican Home Producis 'Cofnoration.' We a*e here tocav to

-speak on behalf of 10 of the nation’'s lead ng research -based _,”

‘pharmaceutical companies: Amer ican Home p’OQUCuS Cormorat1on-_

Bristol-Mvers Company; Carter—wallace, Incn, Eo ff' ann-La Roche

Inc};FJchdsoﬁ & Johnson;iMerck_sy to;, Inc.; Norwich Eatdﬁ:
'?harméceutidals,'ch;;'é'Proéter and Gamble Cdm§any;zsdhering;
Plough Corporaﬁion:.Séuibb Cdtpcration;zﬁnd Stuartlpharmaﬁeu~
tiCals, a Division_df ICI Americas Inc.

| Together our companies'accoﬁnt for anproxlmately 50°

of the Dnarmaceutlcal research ‘dollars spent in the United

[N

States by Pr vate.industry. Let there be no mistake abbut'the
'publid benefit of £his ploneering work. Our'coﬁpéniés have
‘been rééponéiﬁle for some of the mdst Signﬁficéni phérmécéﬁtit'.
gél'breékthrou@hs of the last_se?erai.decadés,  Nb£Jonlj1have

we develooed new arug therapies for mané-p;¢§iously untréaté%'
.DTE conditlons,_bug_arug innovations ofteﬁ‘provi&e the‘léés£
expen51qe,.mos:_tcStéeffective form_of medi'cl thera . Sev-
eral recent studies éstablish-thatvnnarﬂacautch's can lead .
ghe wéf‘ih thé éff.rt'to'curtéil.health—care costs by cutting.
:ba¢k the néed_for mére expensive surgery and hQSPitaliiatién
(Appeudix A;)'JMérédvér, the DnarmccaUticél i;dustry is uﬁdé-

niegbly important to our'national economy. Cur group of com-



- 4

panies employ approximately__th-ee~cuarters .of & million
workers in the United States. In 1583, the U.S. exported over .

$2 5 b llion worth of pharmaceutical products that accounted

for a net favorable-trade'surplus in excess of §1.2 billion.

These hezlth and economic benefits make it imperative for Con-

gféssfto'encdufége adequate‘future rééearch.by resﬁofing ﬁhe_:
éffectiveness.qf America's patent systémuwhile maiﬁiaining our
commi tment to.providing the world's safést and most dependable
- &rug products;' | | |

| Therefore;'aﬁ the.oﬁtset Mr. Chairman, we‘woula.Iike':

to commend the Congress for considering this

e

mportant'p;ece i
of legxslatiOn.' We - suono*t its onJectlves.' Spécifically;féur_
_groun favors 1eclslgt10n which would (l)_reétore‘somelof-thé
“patent lif e lost to the reculagoxy revie# proceés for'&nnc¢é~

tive drug products, - and (2) accelerate the availability of

*h

e &nd e

LY

'sa fective generic drﬁg produéts._ Although_wé suppbrt
the g¢als ah&,purposes of HQR,'BGOS, we'bélieve.thét certain
'Changgs- are eséehtial' in order to.Vproduce' a..bin  ¢high-
'ébhieves its on}echlves:fairly and_équitablYé'.Thls cammlet
legislaticn must receive careful and thorough cons*defatlonf
"We a§p1aud'ycﬁr effoft.;_énd.those of the entire
Commiﬁtée to ﬁackle-these problems  anc welaopfétiatn'the'dp;
pdftunity to appear before the Subcommiitee todaf.’
| ‘As you'khow, this bill raiSES'many difficult péteﬁt

issues including serious constitutional guestions about the

imination of patent rights for already-petented products.
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In whe past Representative | enry Waann, who introduced this

-

ecislation, ‘nas sald, "On zlrsh glance the proposal to re-

Store patent term appears to be a simple znd straight-forward

[

issue of eguity. = But, ... it isfreally e complex and diffi-

21t public policy QECIS‘OR wh1ch requires =z caaeful bhalancing
f the need for 1ncent1ves for'pharmaceutical_lnnovation'and

Q

the SOCtetal impact of'thcse-incentives,ﬁ‘ ¥.R. 3605 is by far

thé.most'intricate.measure'of its type eve .infqodUCec, ¢h&:

scme of its ezfects of Dnarﬂacehtlcal patﬂn; isSués_are n0£.

immediately clear.' On carerul examwnatloﬁ “h&ugh; several
'flaﬁs reiating to the pacent prOVlSIOnS becone cl ar.”

| ‘_Most';_oo anﬁ it wou?d l1n1t undL‘y the klnas o:'.

“ucs and Datenté that woulu FeneFlt from Da;enu term’ resuora

.-

- tion under the blll:,p od uc ts w1th mult 'patents, s

._..
Ta]

nifi-
. ' e R

cant improvements to ex1sting Droducts and othev'worth hile

neli-.

'.4.

uses of the pharmaceut 1cal research coWIar all would b

-

gible for restoration_unaer H.R. 3605. The bill .w1ll encour—

age needlﬂss panent infringe ment ‘and pfenauure pauent li ga—

_tion,' 3605 would alsa provide for the reuroactlve[taking
of important pa;ent ownership ig ts wlthoub Jst conoensatlon
. and would require'the FDA to.d ?ose vclucb?e pronrletary‘

- cdata to conmetlhors botn here and aorocd The Dlll s proposed
_.rEStrictions on exlstlng patent rightsza'ﬁ the lengthy lltany"
cf the types of patents not eligible for patent'term.restora

vion could heve far ranging adverse effects on the develcocment

T8}

O
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n this ccountry, including serious implica-
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otechnolggy._-fn'adu.3
dition, the bill contains_narrcw-transitioh_provisions that
'wbuld:pénalize'com?anies,that investediin'researéh iﬁ:afeas.
"such'as:new indicatidns.'hew dosage_fotmé ‘ané ﬁew aelivery
'_systems,. We hope to be able to aSSlSt the Committee in under-
standing the:impact this bill will have;on i&no&ationniﬁnour
.industry. | l | | | |

_H.R; 3605 also réises significant'publié héalth con—-_
_cerns:which néed to be addressed.before final consideration of
this iegislation.f_dur group believes_ahd the FDA agrees that
'the_bill :ééﬁricts_?DA‘s.authority téiinsure ﬁhat_ail drug§
are safe and_effecﬁive._. IR |

The FDA, in fact, raises aa numbéf of additional

points-thaiiour'gfoup-has not asserted. The FDA's "Technical
Comménts" en the.legislation identilesé#éral of the'héalth_
~and saLeug problems whichrcould.arise if this legi slatlon is-
éna;ted'in its'present:form; For examnle,.the'bl_l would im=
-pose a number of - severe administrative eraens on the FDA

.

- which could have the unlntenqed consequence_ of_ actua

| o
|.—‘
<

thwart ing He StatLuO*Y onjectlve of speedy zpproval of s

(431
. [ |
[$1]

and‘effec:lve 1nnovat1ve-c;ugs. {7 ecnnlcal Conmen s, Appendix
DO}
Some may have re res;em:»:—f:I to you that our group, by

‘seERing-careful consideration of this legislation and its ccocm~

}-4-.

‘plex issues, is really trying to defeat the bill. i assure



:you‘thé:'this-is'not ﬁhe'case, - We oelieye tha;'thé.iséuesnEJ“
bodieé in the bill deservelfa:-more ccnsiééraiion ﬁhan'they
_rece‘vea.hefore Lhe.Housé Energy and Cdmmerce Commiitee_where
'thls'comolex 25~-page bill was entered as an ;nenament to a l
'- 1/2 page. blaa; and the7am6n&ed pill was'*enor ea out of the
Coemmittee on the vefy same dcy it was introduced.

To&ay, in kee ing wzth hhe Commi l tea's. exmert1se and
'jurisdiction.-OVérﬁ patent issues, we would 1 ke to use rour _
Tiimitgd'time.to‘focus the Committee's attention on seve al is-

sues affecting patent rights and innovation which'are'raised

E NEED FOR REAL PATENT TERM
RESTORATION IS COMPELLING

- . o . - . v

The 98th Congress must deal with meny difficult and
controversial problems, but none are more chaTlanglng nor more

crucial than_the'need-;o.reverse Lhe aecl*ne 1n U. S. 1nnova~

~tion and productivity. . Congress must not n’y be concerned
with how to reverse this trend, - but also- ant avomd unlnten—
tionally stifling U.S. technology.

¢ The U.S. share of world pharmaceutical R&D expen-—
~ @itures has fallen from greater than 60 percent
during the 19305 to Tess than 30 nercen; now. '

' ‘The U]S,-share of world pnarmaceutlcal'exports'has
. fallen from greater than 20 percent before 1960 to
-less than 15 percent today. :

The number of new drugs ent
and owned by U.S5. {ir a 3
a yearly average of €0 in the mid
25 a year now. in contras L



‘rable Lorelqw owned new drugs has remained almost
canstant at about 20 a year. o '

‘The percentage of world pharmaceut
"occurring in the United States has
percent in 1962, to 38 percent in 1
cent in 1878. ' L

n from 350

fewer new drugs than before 1960 and are increas-

ingly aependenu on foreign firms for licensing new:

products, though licensed products still make up
.~ less +than half of drug introductions by smzall
firms. . e o L. R

By any measure Lhﬂ pace of Amer*ca s a*ug 1nnovctlon‘

'is slowing. Unless Congress and the nubllc are willing to

brovzde meaningful incentives for ploneerlng research while

1nsur1ng the : saretv and efrectlveness of al1_drug products,

-

then investment in prlvate pharmaceutlcal research is likely.

to decline and will rio loncer prov1de the k;na of proddct
"that have brought such an 1mprovemenh in DuDllC nealth over
the past 30 years

. .
. -
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ing ef:ectlveness of the U.S. patent system

for certain_prodbcts,'such as’ Dnarﬂace 'c ls, tha& are‘sUb—

e | .
ject to elaboratﬁ premmarket approvaT re”u*remenhs by tne-rea—
eral Government. Under current law,*t“e Covernnen; g;qnus 2

-

ceinc marketed until all FDA~reau*rea LesLs are COﬂDletec, re—

e‘<:
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o
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of the pafent is!|ticking away,

Pt

ample

‘production.

=
, to 27 per-

Smaller U.S.. pharmaceu*1C¢l flrns selL—or1g1naue

s

I e L - o - _

‘One big step in the right'direction wculd be to re-
sh
|

nd  then nrohibits the pnarmaceugzcals' from

val is obtained. Durlng *hws tlme, ‘the life
many years. ‘For ex-—

A rTeporzled that of 205 drug products approved between .

s
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1862 and 1978, 51, or 2%5%, bca no or comp cively little, ef-
. ’ . . .

.
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e at the time of'approval. {Acp énaxﬁ 3.)
'_éradually,fthe time_hééded tofcomplete and clear ﬁhe
:;éguiatc:y review.process:hasﬁgrown_longer,:as_pfdducts and
rests have 'become ﬁore sooh15t1cagea and t“,'feguiétor? fe5' 
.‘Soﬁrces-_oz.-agen61es- like tne - FDA have become st retched to
_théiﬁ limit;-'ln 1962' for exaﬂole,'ié took approx1nately 2
vears and S& m11110n to brlnc & new medic 'né fr¢m the iabora—
";ory to ‘the ncrketmlace, f';t new takes én__a#erace' 7 to 10
-years and abou; 570 8: m1111on to commlete *hzs tesglng pe.i—"
'bd. lThus -lt is not_uncommon for a drug oroducb to nave lost
_LD To one-half of its patent 1i L fe wlthout hav1nq yet benn maf—;
:keted.' (anpenc1x B. ) o )
iThls-phenomenon, ccuplea with thasi; bility‘bf ﬁany
C_ngﬁ products'to'recoveruthei;'investment,.discodfages'innové_
;tioh{:For”examplé,-fromiISSS-through'1962 - an average Of 46
dfugs were“intrpduced énﬁﬁally in Lhe Unltea S;ates- tocav
undoubtedly'fcr a va:ieﬁy of reaséﬁs,‘ that avgrage.;s-only 17
drugs & yéér, a decline of 63 percent:' . | |
This reduction in the number of drug finﬁoﬁatioﬁS-
_Strongl: indicétéS-that the public is béing'deprived‘of-héw 
therapies. A decline in.pharmaceﬁtiéai pateht-li&es ~«'£he'
Irésﬁlt of 'inadvertéﬁcé rather than Congress*ona? ihﬁéﬁﬁ"¥f'

COLTd eroée'the investment researc lnCERuiVE pro vided by the
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=T 3 Ne cne could have
anticipated that & testing and approval process that took



£wo yea*s

the early 1960s would take seven to ten

‘of companies urges that it is time

 years hy 1

+o rebuild ¢t

ves originally provided by the patent

system.

~

‘We r&¢1l&e how difficult it is to draft a bill that

'aC”omnod

as a1l the mul iple objeétives'touched by H.R. 3605,

This 1is a-bill that purports both to accomplish patent resto-

ration and to promote -the availability of generic drug pro-

" amendments are needed to achieve these objec-

on one hénd,

thé patent term restoration provided by

the bhill in ﬂanv cases,

'i11usory be"ause E.R; 3605:conv

-tains restrictions on. the e1191b111ty of Da;e1ts for exhen—”

at leasu one prov151on woqu acth11y shrink

existing Drotecglon.

That prov1szon secglon.;202,

reverse t“e cec151on recenLly rendered in Roche Pro-

ar Pha 1‘[1:;(:5_*".1‘::z.ca'l Co., No._84~560 (Fed.-cir.

23, 1984), by the Court of Appeals for the

=

r“

ederal C1“~:

late jurisdiction over all patent cases.

M

gqguitable.

.2 number

respect to existing patents is

ANDA side, the bill would create

story problems. = Overall, we are con-

cerned that

reorient FDA's priorltles toward approval

»

release f"

”J
n




This result would be bad policy and could create public health

"We submit that encouraging research leading to new

éruvg theraples 'is at least as important as streamlining the

[8)]

pproval process'EOr generic capies of’drugs. H.R. 3605 has.

.blli peczuse, as a compromlse,_;; haS‘sgpetaznq.fof everyone: -
paté“* term *Estofa*ion for'the'fesearch~orie nted. Dharmcceu*lw
Calrlﬂdhqury and increased availability of ceneric drugs from
- "me-too" maﬁufacturers,?'ﬁowever - as. currentlv dra ed,_iﬁ is

13

not & successiul ccnnromlse because it sevefe ¥ res ricts

at-

g

ents eligible.for extension and uhdérmineS“the'basic'princi—

r

ples'of'e ablished patent law. Nonetheless,'we firmly be-

lieve tha he concept underlying ;hls leglsTatlon is'indeed_

oW

ttrac;zve-because both patent term restoration and safe and

FE

m
Ih
P

iD

ctive ceneric-products serve the best interests of the
conSLner Consumers benerx* not only from price competition
'amonq the finite numoe*'of existing aporoveﬂ_&rug_theranies,

but =also from the ceve;opnent QL new cures ana Lreabnentsm

Obviously, unless & new drug is. Geveloned the*e can neve*'be a

generic ccpy of that_dru

s}

U.S. pharmaceutical companies hcve baen pre-eminent:

in aeve1colﬂg and disseminat 1ng-naalth care pr oducts in thls

gount:; and throughout the'world, But this country‘s'contin—

e

.
1 -
-

"~ ued lesadership in this field and its internazicmal compet



could result in a decline in. scientific research and innova-

tion.

A. - Unfulfilled Ccmmitment -~ Discourag
Innovation by Limiting Drugs Zligib
for Restoration -

it

This bill purports to be a  fair bzlancing between

~the need for swift FDA market approval for products whose pat-

. ]

ents have expired and the need to restore the portion of pat-

I

2 v

‘toration as offered in the bill is, in many cases, illusory

and the ANDA provisions go far beyond what is necessary to

<
e
o
4¢3

pro prompt epproval for generic drug products after the
expiration of valid patents. In reality, the bill effectively

‘denies patent term restoration for a variety of new drug pro-
ducts. This result is accomplished through detailed and com-

i

g
N
rH

ceted restricrions on. the types of patents eligible

restoration, 'If the objective of the bill is to restore in-

‘centives for pharmaceutical innovation, then patent term res-

toration must reflect the reality of pharmaceuticazl research -

and development, and epply to a broader range of drug patents.

® " The Species v, Genus Patent Problen.
1] - -~ - - - . ‘ . i
Secticn 201(z) (proposed 35 U.S.C. 136(a){2)) of
the bill nrohibits patent term extensicon for cases in which
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nt life lost to regulatory delay. However, patent term res-
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ing the érug in guestion. Many new Dn rﬂccehuﬂcaT innovations'
will thus be .ineligible for res;cratlon bechse they will, in-
fact, be covered by more.than one_patent held by the same

owner or exclusive licensee._ As an example,'many d ugs are

|-.|
:.J .

'ﬂedf'both by a 'patent w1;h claims of bkocd scooe,- the

genus, &nd also by a suosecuent Datent <l 'L;lng a specific

compound, or spec1es'w1th1n the genus.

-

After the_initlal discovery leading o theﬁcenus,

pharmaceutical resea*cq is ordlnarlly cont1nueq on families of

'0

'comacuncs sharzng 31m11ar cnem*cal s;rucLural features anc.oh
:ten-51mliar_D;ologlcal'characterﬂs*ics.' The ObJECulVE is to
.study'the-enﬁire family and to identify new compounds wzthlﬁ
ﬁhe,f mily ﬁha;'appéar'tp provide mbre'of a'li3elihood:of
thérapeutic’promise than other ¢ompounds wi?hihgthe'genus,
The R&D gxpenses to také aLnew_medicine{froﬁ.disCovery to_ﬁafﬁ.
f.ket_appfoval range from S?OFSO mill;oh. SECulOH 201(a ).woﬁld:_
prohibit.patént'term res;oratwon on the soec1es paue ; if thé:
_hoider_of thé genus patent conducts this specxes research;:and”

would allow it only ififhé'tVO'patehts'ére erever held bf':
‘séﬁérEte:owners. ; _

_For example, thé'SQuibb’Corpération obtained & paiu”

.~ ent on the genus of 9-halosteroids and later was able to de-

velop two popular topical steroids from this genus: .Kenalog

{triamc 1ro?one acetcni 2) and Halog (halcinonide).  Wyeth Lab-

11.

. . - T . . [y i -
Qrateries oltaineld & Datent on & ¢genhus ol gnti-snxilety &gents,

which has led ¢
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“oxazepem . (marketed as Serax), lorazepam (marke d as Ativan),

¥

_pemazepéﬁ,‘and lbrmétazepém, '.Had¢I,R. 3605 been inféfféct
wvhen these patents weré.issued, noﬁe’cf:Lhese products would_'
navé quélifiéd for restofation because-eachiwés covered undet
a_species patent:and belonged'topé-faﬁily:identified inLan_
'earlier:genus patént. This destroys muéh-éf the.iﬁceﬁtivé £o
éevelop new_ccﬁﬁounds under'thé,genusiéapent.

© The Split Application Problem_

Another way in which a compound becones cove*ea

.U'

hy more than one patent  is .through div*ision of \_he patent

claims within the Patent Office itself, "Under present.law

f“"

the Patent-office can reauire'that cla

.

tion-be d1v1aec and Drosecu;ec in separate patents; Qver -80%

0
Fhy

patent aooiicatlonslfor”chemical_compoundsiére.proéécuted
in.Severéé applications._ This requiremeht is mét.as pért of_.
- the patent prosécutibn:or_by thenpétent Officé.it5é1f updn ex— _w
zmination of the applicatiqn;: AL this'early stage Qf drugfde—ﬁ
vélo?ment;Vthe'pétent applicént is'quced'uhder.this bill tq_‘
choose which ccnnound to 'pfoseéuté 7fif§£,-_” Under  séc£ion-

201(a) of H.R. 3805 (proposed 35 ‘_U.s,c." 15'6“(a)'(4)_(A))_, ‘the

first-issued paten; of the series would be uhe onlv tent en—

e
+

-
[S

leéd to restoration. . Subseguently issued patents of the

series would be precluded from restoration.

ms in a Datent anollca—"'



N

a2 series will cover the valuabie products and therefore be -

tion would be eligible for extension, and patent'applicants

.devéTODment e when pauenh

o

rarely know at,the‘early stages o
p‘lcatvcns are made -- whlch ‘aspects. of a new product will‘
}aecote most valuable at 2 later date,.nqtenb-;erm restorQb'on

beconmes & game of chance. Moreover, even:if‘the future com-

mercial success of & new chemical compound was predictable, -

‘the patent applicant cannot assure that the, patent claiming
zhe potential'successful_product'will be issued before the

others, which is what the bill currently reguires to epsure’

s -

L§]

ligibility for patent term restoration. - H.R. 3605 would
‘thereby fail to provide the certainty requisite for investment

and long-term research planning that wil

j—
e rt
s

mulate making

¢iscoveries available to the public.

"®  The Overlapoing Patent~9"odu”t 1==‘*'01:>1Eerrt.-'

Another exception to pateﬁt'term restoration em—'

‘bodied in section 201{a) of the b ill,: Drooosed. sect 1on 35

U.8.C. 158(2)(8), wcul oply where a substance is covered by
multiple patents, each claiming & cdifferent use for that sub-

. stance, or ‘where

AL
n
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]
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covers two or more FDA~
approved dérugs. The term of claims in the patent covering the

second FDA-approved drug could not be restored.
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the develcpment of new cellverf svsbems tHe”aoeutlc indica-

tions, or dosage Forﬁs of tne original product; 'These lmter'

“tivenéss'of'drug tneréDy;~and the‘1atar¥di§CO§éred prbdugﬁs
&eserva resforétion to_théfs me ex;enu'as the iﬁitiai.oroduéts 
of a pate nt. ‘Yet the bi ll would chvlce only oné “esbd*étlon_'
per patén:} even when a_company has_expended considerable‘re?

sources in &e#eléping.thg_subsequéntiFDA_app;oved pfodugts,
?or instance, in 1972-Merck'andiCompény,fIﬁc..mas iéSued a
' patent on a_béta-blockef whiéh resulted in a ?rochL called
Siocédren,;‘a-ﬁighiy effective CExéiova5cular drug__whiéh, ié
used iﬁ'the @revention'of élsecond_béart.attéck the heart ai—'
tack mostilikely'to cause:death.--"hougn wlaeTy usea in'Eu—
ropé, itfwés_nbt approved in thé United States‘Until 1881 and
tne}eforé'had énly eidht yéars léft'on'the péteht dncé it was
bfdught_td thé u. S market.

'_Merca conhlnuea 1Ls-research on . this compound long

giter it was marketed in Eu:ope as alcardiovéscular,drug_and-:-

[N
jo

]
n
~}
o8]
!

eceived approval from FDA o mcrket uhe p?OGUCu for &
new use. Merck had discovered that the same_compound which

was useful in the treatment of ca iovascuT ' disease"would

[%H

also_decrease :aocu1ar Dressure on he eye when LSEd

eyecdreops, making it & useful drug in the treatmeng of glau-

1

i
u‘J
m

coma. Merck cbtained a patent for th ucoma indication in

b

r\‘

1380 and manufactured the drug under

(D

rand name Timeptic.

Timeptic, a breaskthrough drug which in many cases eliminates



the need for surgery, costs only 22 ‘cents per dose cndfré~
places & surgical procedure which costs appro‘~nahely 5800 per

- .

procedure and approximately $200 per day in hospltalizatzon

. Under this proposed bill, the Timoptic actlve ingréi

dient was claimed in the earlier issued patent for BT ocadr en,'5

.

it would not be_entitled to patenf térﬁ ;gstorat;on-under sub-
'Pafagraphf(é}(a)'of sectianQOl of the_bili; iOn,£he.dthér
hénd, Blocadren was not apprOvéd.iﬁ'this:¢ouhtr?'ﬁntill1981
while.Timoptic'was appfcved-in 1978,: Theféfbré; subparccraph‘
(7)(A)”of‘Section ZOl.prevents the d*scoverev £rom get;lng

-

restoration on Blocadren because T1mo 'was 2D ro ved first.

S .

Scherlng—Dlough has developed bohh VaTlsone (betaﬂz‘

, net“csone vclera;e) and Diprosone- (betanethcsone dip pionate)'

from a single DaLEnL, and has turned the Dxprosone‘fofmula -

[T

nto another form marketed as Dlpr01ene which has‘an improved
delivery ven1c1e and a110ws lower dosages. Ncne of the later
improvements to these ;oplcal sgerowds wOLTQ cuallky for‘ex—_

tension if H.R. 3605 were law, because they'all-arlse_Under“a‘

Just as onhe patent mayhcover Twa crpcs one drug or
& femily of drugs frequently is covered by more than one pat-
ent. Subsequent innovations to an existing drug may result in

one procduct being covered by multiple patents. For example,

'U
rt

in

he drug propranolcl (Inceral) was patsnted in 1367 and is

currenzly indicated for seven 11d cs:iors. Research continved




- : . . o . .
L =

tent was ob* ained for the new product,

’G_ o

on the agent and_é‘
Inderzl LA, in 1979. The nev form of tne érug 1s c§n$i&ered
lan improved therapy fof‘fdur'indications, largely'ﬁécause it
réqﬁires ’ess_‘recuenh doses &nd th reny st bilizeé serﬁm iev—_

~els ©f the dfug and ‘raises pauleﬁu 'comnllance throuah' less

frequent doses,:_Yet since ;nderaT LA is cove'ea by bohh the

o

1567 and éhe_1979_paténts; the arug woulc ‘be in mllngre for
‘patent term restoration under section ZOl(aY oz H.R. 3605,
propesed section 35 U.S.C. lSG(a)(él.g;

“Similarly, “the compound Cy lapen-w (cyclaciliin) re-

tent protection in 1965 as an antibiotic,  and the

‘DJ'

'éeived D
producﬁ ";s later 1noroved by Lanu1atlng éh anhYd:qus_Versidn_
that has & 1onger ana more stable:shelf-life'and was'péténted_
'fsepérately in—19?l. Wyeth Labératories, which now sells only
the iﬁ?&oved anhvdrous version of the drug, wbuld.be ineiigi~;
" ble far.reétoration of LLhe“ patent S'term“if H.R.. JGOS.had
been law at the time_of Cyclépen~w’s disco?ery, :ThéSé exam- -

Rad

ples show how H.R. 3605 unfairly_”es;rlcus tne products for

“which patent term restoration may be ava l nle, and woula‘aeny

- restoraticon for the very kinds of newjinventions‘and innova-

Bte

~tions it purports to encourage.

° . The Manufactur ing Patent Problem.

.Section 201(a) ef the 'bill {proposed 35 U.S;C.

C186(e)(5)(a)) limits availability of patent term restorasticn



including the limita

rechnology), tion that no other type of
patent has been or "may be_issued'for'any known therapeutic

jnu DOSES clazn*ng cne method of us;nc tne product;__New ad-

.

vances in- phurmccolog cal manu:actu ing te Ln'qﬁes can - con-

tfloute grea “1y' to recuC1ng the cost of drug ';herapy;-_and;r

'these'iqnovations'should be'encouraged by providi g for appro-

priate patent terms.

Fur;hermore he bill _contalﬁs sneﬁlal crov151ons

for D’OLEChnO?OGY

m

nd_rDNA-manufacturinq_tecnniqueSl Under

Com

'-J

proposed 35 U.S.C. 156 (a)(5)(B), the term of & Drocess Dagent_

[
|

utilizing rDNA'fechnolbgy'tan be:extende& bnly ;; two tests
'-are ne. the Dctent holder of the method of_manufacture ié
niot: the excluslve 11cnnsee or holder of’ﬁhé_? uent on. the:
_prOQUC;'fltSelf {ige.; dif fereng éwﬁe;sﬁiﬁ};'fand' no. othe;
1méthod bf-ﬁanufécﬁq:ing thé'productlprima ily ﬁéing.rDNA'tech-
hoiééy is claimed in é paﬁeﬁt hav1na an ez rller 1ssue cahe.
'_fhis setoﬁd test would ellmlnatn Datnnt term resuoratlonffdt‘

" much of the rDNA work belng conquchea,_bec¢us a pr ev1ously-

1ssuea dominating patént c*almlng rDNA tecnno;ogles wou‘a ex-

I‘h

cluce S bsecuen yF1ssuea "method of manurcc re” Daténts er'
pétent-tefm resuoratzon.' rT'h1s. arov1310n is over ly broéd,.pé,~
'ticulérly where the_'éominat*ng Datenc _belongs 'ﬁé aﬁéﬁhér'
party. One exzmple of' é cdominating patent is-:thef"cbheh¥
 Boyer5 paten;-devgloped_ét Stahfofd UniQérsity;'QhLCﬁ.chers
A manufacturing technol ogies ; itfwculd'no£'£ake nany

of these broad-~covera ge deminating patents to exclude zlmost



term.‘The ax~

..
ity

all future rDNA innovations from restoration o
istence of these dominating patents will turn the patent term

extension promised in proposed 35 U.S.C. Sé(a)(b)(B) into a

-

B. - Encourag?ng Dauent Infringements
‘Andé DremctL*e Paten; Litigation - -

| Under present: 1a 'a patent has a st tu*cry ?resﬁﬁo—
“tion bfrvalldltyn' Under sec;von 101 of F R, 360: (pronosed 21: ;
U.S.C. 503(3)(4)(3)(111)) a competlng drug manu:ac;urer,_é.
so-called "second~comer "_can subnzc an ANDA on a pahented
 drug, and glve_cnpronrlate notice of Lnls_subm1551on.tq the_
. patent holder; who then_has_és‘aays to institute a paténtiiﬁf

ringement action. Assuming such  an action is brought, the

i)

seconé~ccmer is allowed to market  the drug-after the;expira—

-
w

FY

on of é;:lB—monhh perlod followznq the notice un less'é ccﬁft.
declares the patent vcllq w1tn1n tnls De d, h*s prov151on.
would iﬁstiﬁutionallze and provzde lncenklve for a sysbem o;‘
at acks cn presunntlve1y lezc patenhs. Iu does serious aam—:'
age to a patent'sgstem that generally *~-apéft_from the‘ré§u~ 1:
 }atory.system's inadvértent.erosion dfi f'ectlve pate‘t_lifé.
-- has long éerveé this_nation well by fosteffng.and ?rcmoting,.
research;'inventibn;_and_innovation; | “ | .
Under section iOl,fthe ANDA épplitant.can.alsb'fdfce

the patent hclder to litigate the validity of_ the patent

o
R (-
L

45 days c¢f the initiel submission of an nNDn, whe!

.

complete or not. This is in contrast to :he_:urrent law wh

pete
N
ty



providés that a fuli NDA must be COmp i te before it‘is consid;
ered'filed;-'ANDAs_are ofﬁen incompléte and.:eq ire rev151on.ﬁ
_and:adéiﬁichal'work beforél hny are acceote for filiﬁg'by.the
 FDA.j The bill does not requir tba ';be ANDA submls$lon be
cbmpieté,'even though'there is‘preséntly a:cbmparable'recuire¥‘
ment of ﬁdue diligence™ in prosecuring'an“NDA-in sed undcer .
::he-pétent term restoration side of_fhe_bifl,upon:a patent
- owner seeking ah'extension[of the patent{f If & patent suit
can be triggered even before a comp‘ete ANDA is f'led,'then
spmeicoupanles and groups of companles will be encouraged to'
attack unexplred drug patents. .Their fisk‘ls'slight~becausel
they w1 ll not have_to invest in_the feéearch required for;a_'
.complehe NDA. _
?resumably;'section 101'5'18fmonth'delay1in'the AN§A 

~effective date once an infringement suit is filed'is-intended

4]
'__l
|- "

to permit & court to adjudicate & patent's v ty bef ore t
AND2 becomes ‘effective. ' However, this provision isigrossly

deficient.  As the Subcommittee is well aware, the trial of &

;_u

complex civil suit such as patent litigation is almost ﬁever

.compieted_within 18 months. Congestion in the courts and Lhé.
1cw_priority'assigned.to'civil relative to crlmlnal_cases cah:
stretch patent iiticatidﬁ out for five years or mo;é. . 'In
fact, it has been récently.repbrted_that_tne commletlon.o;
.trialélbf pétén:.éctibns.{caiendar wait iﬁg timelpl trial_
{ime) averéga 35 mcnths, not_ccuﬁting the'time spéht in disf 

~covery or pre-trial motions., Report cf Proceedings oI the Ju-

-~



diéiél_Conference:of.the U;S,; March 16-17, 1983 and September
21—22,_l983, Ahnuél Reporifdf-the Direéﬁor of tne O ‘i¢9'¢f
':U.S,.Courts,-table.CSQ'(1983)4

If enacted in its present.fdfm; ﬁhe bili_is‘¢eftéih 
to generate inéreaséd-patent 1i£igation.':Owners_ofluﬁexniréd
'pateﬁts wi ll need to respond to V1r,Lal?v eve*y second~ccﬁer s
noticé of an_ANDA subm;551onrw1th a'sult;;or aatent-lnfrlngewl
‘ment. First; failure of_the.holder-of a val é Datenh to lltl“
‘gate would pe:mit'the FDA to approve uhe "me~too’ .company s org

companies’ ANDAS cﬂﬂ permlt 'Lnfringing ,commerCIal sales.

and

[T

-

Profits from the 1n;r1ng1nc sa1es cou‘d permit the initia

subsegqusant generic manufcctu&ers to F1nance patent litiga

(13

ion.
Second; failﬁre.of the Daten+ owner to respona may suoportuan‘
EStoppei or laches cefense in suosecuen; 1i t a ion. Patenu_
-issues'rarely lend themsalves easi 1y to culck sumnary Judgmenh
or other promnt'resoluﬁion.-‘This could'reSult in'exhended cnd'”'
.ter ibly cosbly patent ll;lgat1on to the Da;ent owner . curlng_
he earlv Stages Oa a pa;ent —. prec1sely wnen unencumbermd
'natenu nrozecglon is most'usgfule | .‘

If the 1nfrihgeméﬁt'oc¢ﬁrs tlose to tﬁe ehd‘of the.
-pétent term, a court mlgn even;uclly issue a fina l Fullﬁg 1n.

favor of the Datent owner but mandaue only

g

aYment of mone;aryz

damages,-rathe: than also ordering the infringing preduct off
the market. This would further -encourage patent infringement

ané litigaticn, by zllowing a second-comer to market competing



- 21 -
products before expiration of the .~ . . Zsx o
paving the equivalent of a licensing ¥~ - . . . = ma_

'Since'patents are‘éresﬁmgd .
Shbuld'“Ot get a free ride on”thé_?fdf”"'
Lo théin‘én NDA and market é "me—t o’
fully and properly decided the patsr~

the bill should be amended to regquirsg,

ANDA filing to trigger the initial %7

‘serious patent infringement.

C. Commercial Testing During ¥s%

It is a long-accepted tena?
unauthorized wuse, szle, or manufectwus”

~during the life of the patent consti<~

u

spect of the rights accruing to the ﬁP/{/i e
. ) o o l"'"ﬁ\:’-;—-c..__ - o ._-_i:_:":_',‘._:;....‘._«,_-..—..,“..,._.

cored recently in the case of Rochs .~

Pharmaceuviical Co., No. 84~-560 (Fed. 4

‘United States Court of Appeals for =-7

censistent with prior rulings, that

turer may not Uuse another company's °

purpcses of obtaining FDA approval 7 e

i

patent term. This decision is sound 7 - °  _eosg

‘vent damaging, commercially compezi-: = o o =-s

substance while the patent owner 1is

fer)

s

ve righis. -




- .. B . B . ‘ __.q" o “.‘”‘
The leglslatlon under considerat 9

permit a commercial competitor to engage 7 ¢

F

T

now constitute blatant patent infringemed®:
that t“iS'rest ict ion on patent rights_sh@“lg

a bill int enaed to T'eestore ch t'life ﬂd é“
tion,  Tﬁé competition *n_goaay s market - fcr jh"
- products is ex;rene‘y intense. In order kQ @“'f”i
 searcH wh 1 ?Pesnect1ng tne rlgh s of thb p“lw(
quate Dauenh protection such as was rea?flrmﬁd

decision 1s_cr1t1cal.

3 _ o o e
‘The bill woula'ellmlnate-thls lmpﬂftﬂ

. : S
‘ . - gl
not only for patents. 1ssuea in the future b“f i
: e a - l
already in exlstence, mhﬁs provlslon of khe bi e
: . : ) . PR =>4y, L
‘ s e coq BelAaToo Et e
‘ous constitutional concerns.--By overrullﬁg ity - . due ST
: [..ﬂﬂ.’ o S w"“ﬁ“ﬁ —
ly, the bill deorwves curren; patent no‘dﬂ = S, —
L . w /1 thr:'- . R .
-erty rights and constltutes a "taking” " hogg - =
- . Cmeyldr = TN AT
" Even if Congress w1shes ‘to overfule thc Eﬁﬁw‘__ﬁ; L T
¢, "’f ' .
Lhi do so on‘y DEOSDECulVe1Y and onl( i
eligible for pcten; ex;ens on Lnaer the blll
_ _ o SR o
We bel*eve the prov151ons_9" e It
S o pEk e -
ting a ccmpetltor_to.conduch connnrcial e c sl
: : . ) . : : ) . f'{/f"‘ - T -
1 - . . . - L ]
‘tlon covered by & valid patent shoul__be_“f . o
thing to overrule Bolar for drugs that #i+* 7 e Sl e
B . . : R . Ao AT . .

patent..:éstcration provisions..of +he blph,

T : - » : . - : . o
. - - . —
‘clearly unfair to remove existing patsn®




.

event, the attempt to apply such changes to already-issued

patents raises serious constitutional concerns and must be -

D. Government Disclosure to Foreign Competitors
Qf Valuable Proprietary Information

_For over 45lye;rs the FDa:has'not publicly di§¥:_
Closeé, or ailowed.thé releaéé fof anyIQUrpose.not_expliéitiﬁ.
atthorized.by an NDA”holder, any:safety'of_efféctivéness data
*ccntaihed‘in a ?ioneer SDA; while.theéé_data_:eﬁaén éﬁy cbh_
aerciel velue. 21 C.F.R. 20.61, 314.11, 314,12, See 37 Fed.
Reg. 9128,'9130~31_(Mag 5, 19#2); 39‘Fed;'Reg. 44602, 44612-
1. 40633-38 (Dec. 24, 1974); 40 Fed. Reg. 26142, 26148,
26168-7 (June 20, 1975);-43_3ea._aég. 12869, 12870'(Mé;ch128,-
_8 -

-+ 1978). This interpretation of the FDC Act has consistently

peen upheld in court. E.g., Johnsen v. DHEW, 462 #. Supp. 336

(D.D.C. '1978); wWebb v. DEHS, Food, Drug, Cosm. L. Rep. f

38,138 (D.D.C. 1%81). - See also, Pharmaceutical Mfrs. Ass’'n wv.

weinberger, 401 F.. Supp. 444 {D.D.C. 1S57%); Syntex Corp. v.

»

Califano, Food, Drug, Cosm. L. Rep.

=2

38,221 (D.D.C. 1979).

f., Public Citizen Hezlih Resear

rch Group v. FDA, 704 F.2d 1280

{D.C. Cir. 15

(o8]
L
Nt
.

- Section 104 of H,R. 3605 would provide for a dramat-

ic and ill-conceived reversal of this long-standing policy,

‘zlthough the bill's sponsors apparently maintain it would -
merely codify current FDA disclosure policy regarcding drugs
subjeci *0 ANDAsS, It has indeed bean FDA policy to allow for



limited disclosure of materiazl contained in NDAs. This poli~

cy, however, applies to pre-1%62 drugs, and si ince  ado pt on the.-'

regula*lon'hasrépnlied only to'data generated'before 1862.

- The regu’ tlon was acop;ed berOfe any serlous COQS’dEFct’OH_

had been given to ANDAsS for post Q62 drugs. It does not fol-

=

low that & policy which may be appropriate for data which are

N

‘at least 22 years old is_sound for.datahdeveloped'relatively

‘recently and which are of far gregter commercial vslue. Mor—
eover, in the course of its ongozng'rewrlte of the NDA regula“

-tion,':DA itse intends to revise thlS regu?at1on to reflec;l

-

the con*wnu1ng proorie ary nature of these-data._ The bzll

“would negate this effort..

The bill would permit +he public disclosure of "all

of the extensive and costly research data generzted by re-

search-based pharmaceutical companies, at least as soon as ¥Dx .

approval of a generic version of the new'druc could become ef-

fective, even theugh ;he data may be of s*gnificant‘value'to

foreign competztors or may retain oprietary value in tHe Un~ -

ited States. . Also, it is not clear in séction 104 that'the

n--

Pt

‘term "information™ is 1i mited to saf e%y and effect

pte

vene

4]

5

formaticn as d4ist inngsned fron other confiden ial data such

as manufacturing methods and_processas.

‘The data that would be released can retain commer—

cial 1; , even though FDA would no longer reguire another
geplicans to submicz e éa a to obtain approval for sale in
the Unitsd States. These da wvould be ‘commercially valuable



m

hecause thev-cbuld“be-used to obtain approval to market the
drugs in *or61gn coungr;es.
SenatoL Orrln Hatch earlier tulS year d?ove hone the
‘value “of U.S ~procduced techmca1 cdata aur;ng ef;orts to
'-tighten,bhe Freedom of Informatlon Act. - Senator Hatch‘said:
Foreign goverﬂments and foreign competi-.
tors of U.S. companies are able to-obtain
very valuable unclassified technical in-
“formation simply by submitting-a FOIA re-
quest to the Federal agencies that have
paid to have the data developed. 'In fact,
cottage industries have sprung up to sys-.
tematically obtain and catalog such tech-
‘nical data,  which = they tnen “market
Lhroughou; the world ' ' :
_ The data dlsc705¢ble una@r section 10¢ are partzcn—g
larly vcluab1e in those countrles which do not recognlze u. S
'upatents.; Thus, Dy'nroviding':or the release of tnese uata
the bill nanas foreign compet’tors of u. S. druc _lrns 1nforma~ '
‘tion whwch costs many millions of dellars to obtain anq whzch
can be use'q to obta 11 pproval to market drugs  in competition
with the'U. S. owner &nd generator of the data. ‘This is hardg-

‘ly the way for ¢t h*s leglslat1on to reverse tne " decline 'in
pharmaceutical innovation and mailntain the competitivéness_of '
“american ihdustry.

Unaev sect*op 104, trade Secret data that'now'cost,

on average, S?O -85 mzl‘lon to genera;e per nev cLug woula be.‘

Fh

reely released to a“yone requesting tn,m, including Lhe inno-

vating firm's foreign -competitors. Conoe*ltors will copy the
datz and submic them to foreign drug regulatory agenciés when

(43
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most foreign d&rug approval agencies give preference in . their

eC1510ns to firms of their own nationality. Ameri-

¥}
o]
s}
I'1
Q
<
T
¥
o}

0
N
b
h
-
rq

mns can exoect to lose market shares in.these nations
~and, 1n some instances, watch a &ore1gﬂ firm cen mc*ketlng ap~

oroval ins ecd of themse*ves.

‘Section 104,.as_pre$ently draféeé, ay jeboc ize

U;S. pha_“aceutical exports and numerous American jons, The
exports at stake are to hatlons *nat ( ) recatre data 1h'the
application:_for"market aDprOVal that .butw far sectlon 104,
'woula no; be publ cly avallao1e, and yet_(b) do not recognize
_product p atents. _(Anoendlx c). = o
in .effect, unde?- séctioﬁ: 104 .oﬁr govérnmént_ woﬁld
'givé foreign fifms, for merely the ¢o$t.of ?hotécdpying; ﬁrlu
vate U.S}.cdmmercial infdrmatioh needed by the fdreign.firms
to qb oﬁ.the_market in their home.cbuﬁtfiéé;:'it_WGUId.be
“ironic if_suCh.é nrov15101 vere enacted now, when the_U.S..

government is v1gorouslv negotﬂat*nc agqlnsg international

0
h
i

forts to impose compulsorv llCEﬂStng requlremenhs on U.S. pat-—

'As'FDA*notedrfin~its'Technical Comments (Appendix

D), this provision of H.R. 3605 al¢o th sian Liicant'resourCe

-

implications for FDA. Under the FOIA, FDA is obligated to re-

enactnment oi FOIA, rDA Fas COuS;StETIlV received more reguests




for documents than virtuvally any other Federal a&gency. -1In

1§83, FDA received over 39,000 FOIA reqﬁests;' ‘One hundred

twentv—five'”full time ecuivalents,? many bf‘whbm are highly

Lralnea s;lentlshs ‘and cochors, were recuired to pr ‘ocess these

-

reques;s. Under H.R. 3505 over twenty years of sa feLy and e&—"

]-h

fectiveness data and znformatlon,for of -patent drugs will be

-

”available for disclosure immedia elv uoon enacbmentf‘ 1f FDA
‘were to receive requests for even a mocestﬂpart_of-thoSe data,

the workload and resource burdens would ‘be staggering. It is

pade

difficult to see how_;he oubllc ben fit by”the'FDA'being"
‘forced to divert scarce resources to- process ng FOIA requeshs
and ANDAs at tne expense of new crug ap licatlons.

jDespi:e the toll in ]obs and balancé of’trade,'Secf

r

ion'lOQ. is un*elatea to the gocls of the 3*1_, namely to ex-

'

edite épprcval of generlc crLgs andéd to resuore sone of'tﬁé:
‘time lost on Datént dur 1ng regula;ory review o: hLﬂaﬁ aﬂd an1— 
mal ¢&r ugs and medical cev1ces, Mandutlng dlscTosu e orltra&é
lsecrets”would not affect Lhe ava17abi itj-or p.icihg of gener—‘-
ic su5stitutes,fndr_does.lt':elate'to the type or-amount of

information necessary for FDA appr oval of-generics. " In the

o
o

States, generic-competitors do not need access to the’

aw data because the bill authorizes FDA to reTy upon. “the in-

'40 ’
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Jeda

ts decisicons on the &ppr0va

litwy of
the generics rather than reguire that the generic”flrm dupli-
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‘Section 104 should be emanded Fo reqﬁire FDA to make
available & detailed summéry of saféty and'effectiveness:data
but not the com:lez ré# data. Also section iOé"éhoUld_be”
clarified'So that the term "information” reiates oﬁly td'inn
formation. on Safety and effectiveness.

B, Burdens On The FTDA Ané 1ts UnneceSSGry

involvement in Patent Issues '

The.bill imposes 2 number of new:édminiStraﬁive_bur-
dens on the FDA. . While many of_these.beaf'u?dn'?DA's1tr di-
tional functiohs,'many others involveiFDs for ﬁhe first time

in the administration cof

-_imolication in the Report:

nerce COTnﬁthee,

FDA have not been cons

£

these comp

Contra*v to the

on H.R. 3605 of the Energy und Con—_ 

lex proceéures'and'their effects on

ed at any time. They deserve full

and careful eveluation. We understand that FDA‘rénfesénta—
tives are making their viéws known in ndep eﬁdent1v on- some of
these features of ghe bill and_therefore we will 1eave it.to
the FDA tc add*ess impor ant_aspéc;s of these new.feﬁpdnsﬁhil*
ities. (appendix D.) | |

I1I. CONCLUSICN

ur groun supports legislative
cbjectives of chis imnoriant bill, but Qe telieve that tﬁe;e
are changes which must be:maée to improve and clarify the leg-
islaticn. we have specific emendments that we Dbelieve will
impreve end cleriify this importanc leéisla:ioﬁ. Moreover, we
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to impress upon this Subcommittee the need for careful

'-v':-‘. S :"- [ - Aba
censideration of the complex and controversial public policy
guestions raised by -the legislation. - We stand ready to work

with the Committee and its staff so that a meaningful and fair
»ill can be enacted this session of Congress.
- Thank you very much for the opportunity to address

this Subcommittee. TR




