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 PATENT TERM RESTORATION ACT OF 1982

AUGUS"r. 4,-1982'.4-00mmitted' tb-. the Comm/ittee.ofr:the 'Whole_House on the
State of the Union and ordered to.be printed

Mr KAS‘I’ENMEIER, from the Comm1ttee on the J udmm.ry,
submitted. the followmg

"R E P O R T
together with '
ADDITIONAL AND DISSENTING VIEWS

. ['1‘0 accompany I—IR 6444]
[Ineluding cost eshmate of the Congresslonal Budget Ofﬁce]

The Cotamittee on the Judlclary, to Whom was referred ‘the bill
(H.R. 6444) to amend the patent law to restore the term of the patent
_grant for the period of time that nonpatent regulatory réqulrements
prevent the marleting:of a patented product, having considered the
same, teports’ favorably thereon Wlth amendments and recommends
that the bill as amended do pass. ' a
'The amendments (stated in’ terms of the page and hne numbers of
the introdiiced bill) are as follows: +-
 Page 2,'line 2, strike out “paragraphs (2) and {(8)7 and msert m
11eu thereof “paragraphs (3) and (4)”.
- Page 2;line 4, strike -out “a regulatory review period? and 1nsert
in Jieu thereof “regul&tory review”, -
~ Page 2, line 6, strike out “subject to a. regulatory review perlod”
. Page 2 insert, at the end of line 6. the’ followmg “from jthe or:lglna.l
B explratlon date of the pa.tent”
- Page 2, line 8, strike out * reclplent of ma,rketmg approval" and
_insert in Lieu thereof “product sponsor”. .
Page 2, strike out lines 11 through 13 and insert in heu theréof the
followmg o

-(B) the product has besn sub]ected to regulatory review. -
~pursuant to statute before its-commercial marketing or use;

Page 2, strlke out lmes 20 through 24 a,nd msert in- heu there'of-the-
:Eollowmg ST
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(2) The rights derived from.any-claim- of any pa,tent 8X- . i
tended under paragraph (1} shall be limited—

(A) in the case of any patent, to the scope of such
claim which relates to the product subject to regulatory
review, and

(B) in.the case of a patent Wh1ch encompasses Wlthln
“its scope a productf—- -

(i) which is subject to regula.tory review under the
Federal Food, Drug, and Cosmetic Act, to the uses
of the product which may be regulated by the chap-

“ter-of such Act under Whmh the: regula,tory review:.

occurred; or-
(i) which is sub}eot to regulatory review under
any other statute, to the uses of the product which
- may be regulated by the statute under whlch the reg—
" ‘ulatory review oecurred,. i

Pa,ge 2, line 25, strike out (2) » and insert in lieu thereof “(3)"

Page 3 Line 1, strike out “or method”.

Page 3 hine 7 strike out “extension of a” and ingert in lieu thereof
“term of any extended”, -

Page 3, beginning in line 13, strike out “or method?,

Pa,ge 3 line 15, stmLe out (3) ? and insert in lien thereof *(4)".

Page 3 strike out line 23 and all that follows through “has ended.”
on lino 1 on page 4, and insert in lieu thereof the following:

(b) (1) To obtain an extension of the term of a patent un-
der subsection (a),the product sponsor shall notify the Com-
missioner under oath within ninety days after the termination .
of the regulatory review period for the product to which the
pa.bent relates, that the regulatmy review per'md has ended.

. Page 4, 'be,:_g;lnmnor in line 1, strike out. “recipient of ma,rketmg ap-
proval” and nsert in lien thereof “product, sponsor”; and.in. hne 6 on
that page, strike out “or regulation”,

Page 4, insert before the semicolon. in line 7 the follomng “or it
the regulatory review occurred under the Federal Food, Drug, and Cos-
metic Act, the chapter of the Act under which the review occurred”;
and in lne 10 of that page strike out “and the statutory use”. :

~Page 4, strike out lines 12 and 13 a,nd 1nsert in heu thereof the'
followmg

(D) state that the requ1rement.s of the sbatute under Whlch
~ the regulatory review referred to-in subsection (a) (1)(B)-
oceurred have been satisfied and commerclal merketmg oruse
of the product is not prohibited ; and -

Page 4, line. 14, strike out. “the. ¢laim or claims’ of the patent” a,nd
insert in lleu thereof “the patent and any claim thereof”, = -

Page 4, line 20, strike out “or method”.

Page 4 line 22, strike out “(A) publish the information: notlced”
and insert in lieu thereof: “publish”; and in line 24 on' that page,
strike out:“, and (B)” and insert in lien thereof the following: “the
information contained in such notice. Unless the requlrements of thls:'
section have not been met, the Comm1S310ner shall”, i
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Page 5, line 2, strike’ ot “statutory use. and the claim or ¢ claims”
and msert in lien thereof the following “statute under which regula-
tory review ‘occurred and specifying any claim®. |

Page 5, line 4, strike out “each patent” and insért in lieu thereof
“the patent $0”; and in that line strike out “such oertlﬁoa.te

Page 5, strike out linesg 7 through 11 and msert in heu thereof
the follomng _

" (1) The term “product” means any machme, ma.nufactule
or composition of matter for thh a pa,tent may be obtalne
and ‘includes- the: foHowmg

Page 5, line 20, strike out “155” and insert in lieu thoreof «“1517,

Page 5 line 21 strike out “any” and insert in lieu thereof “Any”

Page 6 ‘Hne 1, ‘strike out ¢ ‘any” and insert in lieu thereof “Any”.

Page 6, strike out lmes 13 through 16 and msert in heu theroof the
follomng

(4) The term “produot sponsor ‘means any person Who
1n1t1ates testing dr 1nvest1gat1ons, claims-an’ exemption;.or
‘submitg an apphcatlon, petition, protocol; request, or notme
- described in paragraph (5) of this subsection.

P?;ge 6, hne 18, 1nsert after “a" the followmg ' produot Whlch
is a '

Pa.ge 8, beglnmno on line 20 qtrlke out “reclplont of ma,rkerting
approva % and insert in lieu thereof “first product sponsor”.

- Page 6, line 21, strike out “initiated” and insert in lien thereof

1mt1ates’” '

- Page 8, beginning on line 22, strike out “for the speclﬁc method for
- use.for which. such produot is a,pproved or llcensed under such ‘stat-
utes”

‘Page 6, betrmmng in hne 25, strike out “or a method for usmg or of;
producmg such product”; and ‘beginningin line .3 on page 7, Strlke
out “or a method for using or of producing such product”.- :

Page 7, beginning on line 1, strike out; “such statutes” and insert in
liew thereof “the Federal Food Drug, and Cosmetic Act Pubhc Health_
Service Act; or the Act of: March 4,1913”;

Page 7T, line 5, strike out “or- licensees” and insert in heu thereof “or
the produc’r is: hcensed”, and beginning in line 5, strike out “the Fed-
eral Food, Drug, and Cosmetic Act, the Public Health Service Act. or
the Act of March'4, 1913,” and insertin Jieu thereof “such statutes”.

- Page 7, line 16, insert after “a” the. following ¢ “product which'is a”.

Page 7 strike out lmes 18 through 25 and 1nsert in heu thereof the
followmg i

- 'the date the ﬁrst product sponsor (1) 1n1t1ates a rn.a] or health .
. or environmental effects test on the product ‘but only if the =
data from such test is submitted in a petition referred to in .
" clause (iii) of this subparagraph, (ii} claims an exemption
~ foran investigation with respect to such produet, or (iii) sub-
“mits a petition with respect to the product under the Federal
Food, Drug, and Cosmetic Act requesting issuance of a regu- ', .
. latlon for use of the product and ending -on ‘the date stich o
_ regulatlm becomes eﬁ'ectlve or, 1f ob]ectlons are ﬁled tosuch.
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regulation, ending on the date such objections are resolved
and commercial marketing is permitted or, if commercial
marketing is initially permitted and later revoked pending.
further proceedings as a result of such objections, ending on.. -
the date such proceedings are ﬁnally resolved and commercla,l S
_marketihg is permltted T

Page 8, line 1, after “to” insert the followmg “a, product which is”.

Page 8 strlke out lines 8 through 18 and insert 1n lieu thereof the
followmg

on the earhest of the date the ﬁrst product sponsor’ (1) clalms.
an exemption for investigation of the product or requests -
authority to prepare an experimental produet under the Fed-
eral Food, Drug, and Cosmetic Act, the Public Health Serv-'
ice Act, or the Act of March 4, 1913 or '(ii) submits an "
appllcatlon or petition with respect ¥o the product undsrguch’ -
statutes, and ending on the date such application or pet1t10n'_
with respect to the product is approved or the product is -
licensed under such statutes or, if objections are filed to.such -
~approval or, license, ending on the date- such ob]ectlons are
resolved and commercial marketing is permitted or, if com-
mercial marketing is initially permitted and later revoked
pending further proceedings as a result of such objections, = .
ending on the date such proceedings are finally resolved and‘ o
commercial marketing is permitted ; '

P:ia,ge 8 line 19, insert after “to a” the followmg “product Whlch
isa :
‘ Page 8, beginning in lirie 20, strike out “recipient of marketlng
; approva,l” and insert in lieu thereof. “first product: sponsor”; begin-
-ming in line 22 on that page, strike out “such product or method for
“using such product” and insert. in lieu thereof “the product”; in line
24, strike out “or (ii)” and insert in;lieu thereof “(ii) initiates a.
clinical investigation on humans, or (111)” and in line 25, strlke out.
“Hgueh” and 1nsert in lieu thereof “the” N
- Page 9, line 1, strike.out “or method for using. such product” and.
begmnmg in line 3, strike out “such product or. a method for. usmg&
such product” and insert,in-lieu- thereof “the- product” T

-Page 9, line 6, insert after “a” the following : “product Whlch isa”y
begmnm in line T on that page, strike out- ‘reclplent of. marketmg-
approval” and insert in lieu thereof “first product sponsor”; and in-
line 10, strike, out “the data from which® and insert in heu thereof
“but only if the data from such test” . ... S

Page 9, line 14, insert “for the pesticide” after “perrmt” e =

Page 9 line 19 insert after “a” the following: “product whlch is
a”; and begmnmg in line 25 on that page, strike out “recipient of
marketing approval”. and insert in lieu thereof “first product sponsor”.

Page 10, line 12, strike out “recipient of marketing approval” and
ingert in lleu thereof “first product sponsor”; in line 16 on that page,
insert “chemical” after “such”; and in line 17 on that page, strike out
“the data from which” and msert in lieu thereof “but only if the
. data from such test”. .

Page 11, beginning in Tine 3, strike out “or the method of use of such
product sub}ect to the’ ren'ulatory review period.” and insert in lieu



thereof “whlch is sub]ect to’ regulatory rewew, for the method fer.:,

using such produet, or for the method for producing such product”,
Page 11, line 5, strike out “In” and insert in lieu thereof “Notwith-

‘ standmg subsectlon (a) ( 1) (D),m” ' s : :

BACKGROUND T

H R 6444 is' the produet of over four years of study of Ways in
Whleh Government -patent policy ¢an be ehanged to stimulate indus-
trial innovation in thé United States. The génesis of the legislation,
was a-call by President Ji immy Carter 'in May, 1978, for a domestic’
policy review of indiistrial innovation. President: Certers directive
led tothe creation of a cabinet-level ‘éoordinating committee chaired’
by Secretary of Commerce, Juanita Kreps, which supervised the activ-
ittes ‘of " ‘team of -éxperts under the direction of -Dr. Jordan J.
Bariich; Assistant’ Secretary of Commerce for Scierice and Technology.
Dr. Baruch orgemzed more than 150 senior fepresentatives from the-
industrial, public intérest; labor, seientific and academic communities:
‘into the Adwsorv Commlttee on Industrial:Innovation. The delibers:"
tions of the Adv1sory Committee encompassed five areas of investiga-
tion: economic and trade policy; environmental, health and safety
- régulations; regulation of industry striucture and competltlon federal
procurement policy ; and federal patent and information pohcy Mem-
bers of the Advisory Committee ‘Were asked to prepare speeific'réc-
ommendations for: cha.ngmg ‘existifig policies'or initiating new ones
to‘enhince thé stateof industrial innovation in our country.”

" The Advisory Committee was especially productive in recominend-
1ng modifications in‘patent policy as a means of enhancing the climate
for innovation.Among the ‘recommendations of the Committee were:
upgrading the Patent Office by increasing: the examination’ staff-and
providing modern data- -processing research tools to patent examiners;:
prov1d1ng a reexamination procedure to increase the: reliability of
patents -whosé initial examination miay- have been incomplete; and
créating a’central court to'hear-all patent appeals: President: Carter
eventually aceepted all three of these: recommendatlons and requested
that Congress enact implementing’ legislation. : o

“Public Liaw 96517, sighed into'law on Decem er 12 1980, prov1ded :
for eomputerization of the Patent’ Office>and:a: svstem ‘of reexamina-
tion of patents. It'also expedited: the transfer-of patent rights:derived -
from ‘government-furided 'research. and development to'the academic.
and small’ busmess commumtles as a Way 'Of st1muIa,t1ng prlvate-seetor
initiative. - 8

508 Aprll 2 1982 Presldent. Reagan SI,r_med 1nt0 law Pubhc Law :

97-164, ths" proposal ‘to-create a-Court of :Appeals for the Federal .
Clrclut a ‘central’ forum for -all: patent -appeals: originally ‘recom-
ménded by the Advisory Committee. On'June 8;0f this year, the:-House.
passed HIR.:6260; ‘which by enhancmg fes revemie available to-the.
Patent and Trademark Office,: will permit for the first time the:full-
complément: of pa,tent ‘examiners necessary to comply-with the Advi-.
sory’ Committed’s request for an’adequate examining staff. . . ;

A key recommendation of the Advisory Cpmmlttee which remains-
to-be implemented; however, is that calling for-“an adequefe exiension
of the patent term .- .:. when: conifriercialization, of patented iriven-"




tionsr is delayed due to Federal regulations.” * It is this recommenda-
“tion which isembodied in FLR. 6444." -~ = o
H.R. 6444 constitutes one of the most significant changes in the
patent laws since the 1952 revision of the code, because it grants to
certain patent owners extension of their exclusive rights for up to
seven years beyond the traditional 17-year term. Given the far-
reaching implications of the proposal to competitors and consumers, -
the Subcommittee on Courts, Civil Liberties and the Administration
of Justice proceeded to examine the issue with execeptional scrutiny.
_-Originally, it had been suggested that the patent term restoration
issue should be pursued in the context of the 96th Congress legislation,
embodying many of the recommendations of President Carter which
eventually became Public. Law 96-517. During. the course of subcom-
mittee markup on that:legislation, Congressman Iarold Sawyer of
Michigan offered an amendment embodying the concept of patent, term
restoration to compensate. for regulatory delay. Mr. Sawyer graciously
withdrew his amendment with the understanding that the matter .
- would be taken up. in the 97th Congress after. an opportunity for
thorough education and.sbudy.. . :.0 . o o
An the First Session of.the 97th Congress, the Subcommittee pro-
ceeded, to examine the subject, embodied.in g, new bill, I1.R.-1937,.in.
great detail. Several.days of hearings were held;. with witnesses from
the industrial community, the public: sector and the public interest
community. being heard. In.additien, a study.by the Congressional
Office of Technology Assessment. was commissioned. This led to a.74-
page report on the issue; focusing. on. the pharmaceutical industry.as.
anexample - 0 T i e e LT
The OTA report provided the Subcommittee with. a.great deal .of:
information, in-addition to that. provided. by the. testimony of wit=
nesses at the hearings,.about the research process and the relationship.
'of the patent system: to the development. of the fruits of commercial
seientific researchs -~ oo o i e s s
- The OTA report found that, *Although important pharmactutical
innovations may result from new. therapeutic applications of existing.
chemicals ... many 'of the pharmaceutical breakthroughs that have
occurred have resulted from NCE (new chemical entity) research and,
the ‘development of NCEs generally has required more time and money
than other: tjpes:of:innovation. and has.involved greater, risks.” The:
report-concluded, ¥The drug.development.process forr NCEs. is time-;
consuming -and is: characterized by a-high probability. of failure..A:
decade or more may. elapse between the time a chemical having. prom-.
ising biological activity is identified and the time it is marketed: as a:
new drug: The-odds .against developing a marketable pharmaceutical
are great .. ..only one out of 7000 to 10,000 newly-synthesized chemi-.
cals will be found:to-have promising biclogical activity. Only one. out:
of 10; promising -chemicals will survive. to- marketing.” % The report .
‘estimates: the’ direct: costs; ini1976 dollars;.of developing: a new phar-,
‘maceutical average $33 miillion.. In: addition to finding that. the new:
drug-development: process: is extraordinarily costly: and lengthy, the
Office of Technology  Assessment also. found:that; “an, early patent.
TR Comnite g o Iperaton, Fn B, St WT0R 48,

States, Office of Technolopy Agsessment. Washington, D.C,, 1982

* Pptent Tarn, Bxtensior and the Pharmaceutical Industey, pp. 12 and 18, ({07
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- application is encouraged by the patent laws of the United States and’
most foreign countries; since; when two or more investigators inde,
pendently arrive at the same discovery, the investigator who first files
a patent-application generally has an advantage in obtaining the pat- *

~ent.” ¢ Further, it is necessary to file a patent application prior to
publication of mformation: about a new invention because of the risk

that it would otherwise fall into thie public domain, SR _
* ‘Because early publication of research is a significart factor of the
ethies of medical-and pharmaceutical research, patent applications on
new pharmaceutical inventions tend to be filed very early in the re-
search and development process:The result is that the 17-year term
of a.patent begins to rtin long before the invention ever reaches the
marketplace and begins returning the revenue necessary to recoup de-
velopiment costsand finance further research. S
The ‘OTA: report cited a study of patented drugs indicating that
theaverage effective patent term’for drugs approved in 1979 was
less than 10 years,® <7 0 oo ST
- Tt is this extraordinarily long development time, required in-large
measure by the testing required to meet regulatory requirements as-
sociated with significant loss of effective patent terms, which underlies
_theneed for HLR. 6444, - o0 o0 T e h e
The net effect’ of ‘the testimony before the subcommittee and the in-
- formation contained in the report of the Office of Technology Assess-
- ment is to confirm ‘the link between effective commercial patent:term.
and innovation and to support the recommendation of President Car-
ter’s Advisory Committes for remedial legislation.. = o
©+ SUBCOMMITTEE MODIFICATIONS TO THE ORIGINAL Bt -
- Although the general thrust of the testimony presented to the sub-
committee was:supportive of the bill, significant criticisms were set
forth by representatives of the generic pharmaceutical industry and
Public Citizen, Inc. Specifically, generic industry representatives ex-
pressed concern that the legislation would prevent the growth of their
industry with the result that consumers would be deprived the option
of less expensive ;generic Rroducts.:-'l‘hese-sentiments were echoed by
representatives of Public Citizen, Inc. who argued 1.2t the burden of
higher prices would -be felt most seriously by those who require phar-
maceuticals the most and yet have fewer financial resources, namely
the elderly. Thiswas confirmed by the finding of the Office of Tech-
nology Assessment that, “the price of drugs ‘whose patents are ex-
: tendgg will be higher during the extended period than they would
have been if patent protection ended.” The O.T.A. ~conélud_es, “the
magnitude of the additional cost to the consumer will be significantly
influenced by the extent to which generic competition would have
existed had the patent term not been extended.”. . - ‘ S
In view of these findings the subcommittee modified the legisla-
tion as introduced, H.R. 1937, with a number of amendments designed
to deal with criticisms of the bill."A clean bill, TL.R. 6444, was then re-
- ported incorporating the amendmnients. The amendments, incorporated
-into IL.R. 6444 are as follows: R A
SIptd. p. 14 ' T T
5 M. Fisman and. W. Wardell, “The Decline in ‘Efféctive Patent Life of New .Drugs,”

. Regearch Management January 1981, clted in Patent Term Extension and the Pharma-
centical industry, Supra, p. 20. .
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.- 1. Patent extension is granted only.to the ‘recipient of market’ ap-
proval who is the actual domestic U:S. developer rather than the pa-
tent owner, who may be only a licensor who:has not committed any
resources to the development. and final regulatory: approval of the
paténted product. ... : o R R 3
2. The maximum. period -of  extension of any patent. is limited so
that no patent may be extended more than 27. years from the date of
first filing anywhers in the.world: In addition, full .credit for patent
extension is-given only. for regulatory delay. experienced. within. the
first 10 years following the patent application.:This amendment was
designed to encourage companies to file and process: U.S. patent apphi-
cations expeditiously and to. complete regulatory related testing as
rapidly aspossible. - .. - .. o o SR :
8. The definition of what constitutes regulatory related.delay, in
the case.of pharmaceuticals, is changed to provide a shorter extension.
- 4. The legislation is made to apply only to pharmaceuticals, medical
devices, food additives and chemicals on the ground that no evidence
was presented including that other .calsses of inventions experienced
comparable regulatory delay. . Lol T ,
.8, The legislation is made prospective.only in application. This con-
stitutes a significant response to the concerns of the generic-industry
and: public interest groups because it would delay-any impact.on either
the generic industry or consumer prices fornearly 20-years. However;
the 1ncentive effect of the certainty of full patent:term would provide:
an immediate incentive to invest in and develop new patented -tech-
nology. Thus, technological innovation can be stimulated. with mini-
mum negative impact on the generic industry and consumers. By the
time the first patent is actually extended by the legislation the greater
number of new products which will have been generated, frequently
selling ‘at lower cost then- earlier therapies-or products, will outweigh
any negative impact associated with a delay of availability to generic.
conecerng. - . - - b sy o LI N R
6. The legislation is modified to include a. very limited: class of so<
called. “process: patents” where the process involves:the making of a.
product for which there:is no underlying “product patent”, This is
designed to deal with the very special situation of recombinant DNA.
technology where the process constitutes the invention, not the product,
even though the invention is subject.to very. extensive. testing and
regulatory review, oo e iy
. Two additional amendments were adopted which were designed:
tc])gea.l with limited and special situations involving unusual regulatory
difficulty. T Tl T Ut R I
The legislation is sponsored by 103 members, S255, a Senate counter-
part, passed the Senate last year by avoice vote: ... .0 e

VOR(.'}AN].I.ZV.A‘&TI_‘IOﬁ"S SUPPORTING-. ILR. 6444 :

Albert Einstein College of Medicine. - ... - = "
American Acadeniy of Dermatology.. . o

~American Association of Colleges of Podiatic Medicine. .
American Bar Assoclation, L
Ameri¢an Chemical Society.
American College of Cardiology.
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- American Gollege of Chest Physicians.
American Health Industries hlstltute
“"Americai Heart Association,
" American Medical Association.’

American Patent Law Association.
~"American Pharmaceutical Assoeiation, '
“American Society of Hematology. S
" Associated Medical Schools of New York ' _

Association for Advanced Technology in the Blomedleal S(nenoes a
“Association of American Medical Colleges,

'Association of Independent Research Institutes.

“Association of Schools and Colleges of Optometry
" Chemical Manufacturers Association,” o
- Citizens for the Treatment of High Blood Pressure o
" Départment of Health and Human Servmes o

~ Environmental Protection Ageney. = 7
' Food and Drug Administration.
“"Fox Chase Cancer Center. - :

Health Industry Manufacturers Asaoelatmn
“The Johns Hopkins University. .~
*Massachusetts General Hospital.

Massachusetts Institute of Technology : s

“National Alliance of Senior Citizens, -~~~ 7.
“ National Agricultural Chenfical Association. h
* National Association’ of Chain Drug Stores. =
“National Association of Manufacturers. . - B

‘National Council on Synthetic Fuels Productlon _

‘National Drug Trade Conference. ' *

" National Wholesale Druggists Assomatlon

Patent and Trademark Office; e
“Pharmsgcentical Manufacturers Assoelatmn
- Séciety of University Patent Adnumstrators
“T0.8. Chamber of Comerce.

-University of Cincinnati Medical Center :

“The University of Texas System Cancer Center. © -
- {niversity ‘of Delaware (Office of Research and Patents) S
- University of Wisconsin Medical School. :

‘Wisconsin Alumni Research Foundatlon R

: Worcester Foundatlon B o

CONCLUSION e

H R 6444 as: reported by the Committes is a: balanced b111 Whleh_
will assure more rapid technological innovation in:the Pharmaceutical
and Chemical industries, resulting in a stronger economy and the de-
velopment -of less costly and more competitive new therapies and
chemicals: At the same tlme the 1nterests of consurmers have been ade—-
quately protected : B St
TR SECTION-BY SECTION ANALYSIS SR

SEGTION 1 e

- This section provrdes that the Act may b clted as the “Patent Term:
Restoratlon Act of 1982.”



SECTION .2,

Fhis section adds a new Section 155 to Title 35 of the United States
Code to provide for the restoration of a patent term that is diminished
because of federal regulatory review requirements, -~ . . _

Section 155{a) (1) provides that the term of a product patent, a use
patent, or a process patent, that includes within its scope a product
that is subject to regulatory review by a federal agency, shall be ex-.
tended if the product sponsor gives the required notice to the Commis-
sionet of the Patent and Trademark Office and if the patent to be ex- .
tended has not expired prior to such notice and was issued on or sub-
sequent to the date of enactment of the Patent Term Restoration Act of
1982. This provision makes the legislation prospective in its applica-
tion and leaves existing patented products under the protection.only of
present patent law, with two limitéd hardship exceptions set out in
Section 155(d). It encourages industry to invest necessary resources
in the development of new technology that is not yet subject to a patent,
but denies an extension of the patent term for investment. decisions
previously made under existing law. . . AT TR

Section 166 (a) (2) provides that the rights to be derived from.the
restoration of a patent term are limited .in: scope to the.product or
method subject to the regulatory. review. period and to the specific
use for which regulatory review was required by federal statute. Thus,
if a chemical is subjected to regulatory review for new drug uses,
but is also marketed for other commercial uses,.the patent term
extension would apply only to the new drug .uses-for which regula-
tory review was required. ' : : SRR

Section 165 (a) (3) establishes the length of patent term restoration.
The beginning point for caleulating patent term. restoration is the
filing of the earliest patent application anywhere in the world. The
term of the patent is extended by the time equal to the. regulatory
review period for the product or method for up to 10 years after
the date of filing of the earliest application, and the time equal to
one-half the regulatory review period: forthe product or method for
the period between 10- and 20 years from that earliest. filing date.
This provision. gives firms an incentive to submit products for regula-
tory review in the United States: as soon as posgible after the first
patent application is filed anywhere in the world, since any regulatory
review time incurred mors than 10 years after that date will be com--
pensated only at the rate of six months of patent term extension
for each year of regulatory review. It: thus promotes the prompt
availability of useful products in this country and decreases the
potential. for a United ‘States “lag” in such. products as new drugs.

- No patent may be extended for more than:seven years, nor may
any extension result-in a patent term ‘of more than 27 years from-
the date of filing of the earliest patent application anywhere in the
world. If the patent term would be: extended less than one-year, no

“extension is granted. These provisions also encourage early submis-:
sion of new products for regulatory review in the United States by
preventing lengthy patent term extensions that could result if such
review wers delayed until after foreign marketing has already begun.

No more than one patent may be extended for the same regulatory

review period for any product or method. Thus; if there is a product
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patent and a process patent,;-both of which were sub]ect ‘to-the ‘saie
regulatory review period;the patent holder must choose Whleh of 'bhe*'
‘two patents'is to ‘be: extended.

* Section 156 (a)(4) limits the’ olroumsta,nces under Whlch a process'
patent’ may be extended. No' process patent may be extended if the:
owner of the patent ‘also owns another patent for the same product-
that has-already been- extended under the terms of the bill. This
provision ‘prevénts firms from abusing the legislation by obtaining.
extengions of successive new process pa:tente 16r a, product that has'
already been the subject of a patent term extension. *

Section 155(b) (1) establishes the procedure for patent term res-
toration. Within-90 ‘days after the regulatory review period is ter:
minated, the product sponsor is required to notify the Commissioner’
of the Patent and Trademark Office’ that the period has ended. Such
notification must be-in Wr1t1ng and provide specified information
about the regulatory review involved, the claims to be extended, a,nd
information that will'determine the len(rth of'the extension. -

Section 155 () (2) establishes the action' to be taken by ‘thie Com: -
missioner upofi receipt of such & notice. The Commissioner must pub-
lish the information ‘¢ontainéd in‘the notice in the Official Gazette of
the Patent and Trademark Office and issiie to’'the owher of récord of
the patent a certificate of: extensmn, Whlch muet elso be reoorded in
the official file of the patent.

th)cif;on 155 (c) deﬁnes ﬁve 1mportant Words end phrases used 1n-
the' b1 N

- 'Section 165(c) (1 ) deﬁnes the term “product” to' include” any_
mschine; manufacture, or composition of matter for which a patent
may be obtained. The biil identifies 'a number of ‘specific kinds of
. products that are encompassed by this term, including human and
veterinary drugs, medical devmes, food end color eddltwes, pestleldes,
and-chemical stibstances. ' _

- Section 1556(c) (2) - defines the phrase “major health or env1ron-"
mental ‘effects test” to mean an’ ‘experiment which requires at Téast six’
months to conduct, not including any period for analysis or: conclu :
sions. Such testmg includes, for example, chromnic toxicity testing in
animals, which may ‘tike two or three yearsto complete. It excludes
acute and subchronic toxicity- testlng that ordmarlly is’ completed in
less-than six months,

- Section 155(c) (3) defines the’ phrase “earllest apphcatlon for the
petent” to mean ‘the' patent application’ that prov1des the ea,rhest.
benefit of filing date anywhers in the world:’

Section 155(c) (4) defines the term “preduct sponsor” to mean any
- person whoinitiates testing, ‘claims an exemption, or siibmits an
: apphcatu;n or petltlon under the regulatory ste.tutes set out m Sectlonf

155(e) (5): -

Sectzgn “165(eY: (5 K deﬁnes the cr1t10e1 term “regulatory ‘review:
period,” which determihes the maximum’ potentla,l period” of patent-
term - restoration’ {subject  to the further limitations established:in
Section 155 (a) (2) ). The’ regulatory review périod is defined precisely
for each-of 'six categories’of products that are sub;ect to regulatory
I‘BVleW under specified federal statutes, -

“Subparagraph (4y ‘defines the re ulatory review per1od for human
drugs to'commence on the earliest of the date the first product spernisor’



1n1t1ates a clinical investigation on humans. for the drug, or snbmits:
an apphcatlon or petition for approval for licensing, under the Federal:
Food, Drug, and Cosmetic Act or the Public. Ilealth Service Act, The;
regulatory review period ends:on the date the application or petition is
approved or, if objections are. filed, on the date those objections are:
resolved and commercial ma,rketmg; is permitted. If commercial.
marketing is. initially permitted and later revowed pendmg further.
proceedings as a result of objections, the regulatory review period ends:
on . the -date such proceedings are ﬁnally I‘BbO]VBd and commercmll
marketing is permitted. :
Subpazmqmph (B) prov1des that the regulatory review perlod for
a food additive or color additive commences on the earliest of the: date
the. first. product sponsor claims an exemption- for 1nv’est1gat10n 0T
initiates a_major health or envirommental effects test that is subse-.
quently submitted as part of the petition for a regulation, or submits:a:
petition for a regulation, under the Federal Food, Drug, and Closmetic
Act. The regulatory-review period ends when the. petition is granted.
or, if ob]ectlons are filed, when such ob]ectlon% are resnlved and com-
mercial marketing is permltted -If commercial ma,rlretmg is initially:
permltted and later revoked pending further proceedings, the regula-.
tory. review period -ends on_the date. such. proceedmgs are ﬁnally,
resolved and cemmercial marketing is permitted. :
Subparagraph (C) prowdes that the regulatory Teview perlod for
an animal drug or.veterinary biological product commences on.the
earlier of the date the first product sponsor claims an exemption for
investigation of the product or requests.authority to prepare an-ex-
perlmental product. under the Federal Food, Drug, and Cosmetic Act,
the Public Health Service.Act, or the Act of March 4,1913, or submltb
an application_or petition for approval or licensing under such stat-.
- utes. The re,qulatorv review. period:ends on: the date such application -
of petition is approved or, if objections are filed, when such. objections.
are resolved and commercial marketing is, perm1tted If commercial
ma,rketmg is initially. permltted and. later revoked pending further
proceedings, the regulatory. review. period ends on the date such pro-.
ceedings are finally resolved. and commercial marketmc is permitted. :
Subpamqmph (D). provides that the regulatory review period for
a medlcal device commences on the.earlier of the date the first. produect.
sponsor submits a propoeed product development protocol, initiates a:
clinieal investigation.in humans on.the:device, or submits an applica-
tion for approva1 under the Federal Food, Drug, and Cosmetic- Act., -
The regulatory review perlod ends on the date such apphcatlon is:
approved -
_ Sub_pwmgmph (E') prov1des that the reoulatorv rev1ew perlod ’forE
a pesticide commences on the earliest.of the date the first product spon-.
sor initiates a major health or environmental effects test, requeststhe
grant of an; experimental use permit; or submits an- apphcatlon Tor.
registration, pursuant to. the Federal Insecticide; Fungicide, and Ro-.
dentlclde Act. The”i‘égula.torv review, period., ends When the pestlcldn}
is first registered, either. condltlonally or:fully....m .. -
Subparagraph . (F) . prov1des that, the., regu]atory rev1ew::per10d;
for a chemical substance or mixture, for, whlch ‘notification is.required.
under Section 5(a) of. the Toxic Substances,Control. Aet and-which-is
sub]ect to arule requlrlng testing under Section 4(a) of that Act. coms:;
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mences on the date the first product sponsor initiates such testing. If
no such testing is required, the regulatory view period commences on
the earlier of the date the first product’sponsor submits a- premanufac-
ture notice or initiatés a major health or environmental effects test.
The regulatory review period ends on t:e-expirgtion of the premanii-
facture notification period or, if an order or injunction is issued nidér
‘ thedAct, the date on. Whlch such order or injunction is dissolved or set
aside. .

Under: all six. of these subparagra hs, the regula,tory review period
does not commence until a patent has been granted for the product, use,
or process-thaf is subject to’ regulatory rev1ew Thus, if the regulatory
review period ends before the pa,tent is granted there Wlll be no ex-
tension.of the patent term; - -

-Section 155{(d) prov1des for- two exceptlons to the genera,l rules
estabhshed inthebill, to deal with hardship cases. .-

Section. 165(d) (7 ) states that, where a new-drug- was approved
more than seven. years: after the: commencement of the regulatory-re-
view . porlod and the application was.-determined by the.Food and.
Drug Administration not to be approvable until & lengthy carcino-
genicity bioassay was conducted; then the period of patent extension

- is'seven years. Under these clrcumstances, public health considerations
required; additional - testmg tha.t ]ust1ﬁes a full seven—year patent
extensiomn. -, . -
' Secman 155 (d) (9) states that where a flood addltwe a,pprovai was
stayed prior:to 1981 pending proceedmg’s concerning the safety of'an
ingredient that were ultimately resolved by permitting its marketing,
the period of patent extension is measured from the date the stay was
imposed, untii:the: proceedings were resolved and commercial market-
ing permitted. Once again, such lengthy proceedmgs to assure public
safety justify extension of the patent term, - ..

L OVERSIGHT STATEMENT

The Comm1ttee on the Judlcmry has overswht responmblhty over
the operatmns of the patent system. and the Patent and Trademark
Office in the- Department of Commerce. In addition to its ongoing
0ver51l%ht, the Committee’s Subcommittes on Courts, Civil Liberties
and the . Administration of Justice held an' oversight - hearing with
respect to' the Patent: and Tradémark Office on "March 4,71981, pub-
lished - as-Oversight -Hearings-Before the - Subcomm1ttee on: Courts,
Civil Liberties and the Administration of Justice:of the Committee
on the J udiciary, House of Representatives, Ninety-Seventh Congress,
First Session-on the Copyright:-Office, The S, Patent’ and Trade.
mark Office, and the Copyright Royalty Tribunal, Serial No, 17.

The Comm1ttee expects to contlnue 1ts oversxght actlwtles :m thls
area. ;

STATEMENT or THE BUDGDT COMMITTEE Chmmiaan e

‘No statement has been reoelved on H R 644:4 from the House C‘om—
mlttee on the: Budget E

ESTI'M‘ATE COST OF THE LEGISLATION
The Committee concurs in the estimate of the Congressional Budget
Office that no net additional cost is likely to be incurred by the fed-

m—_—1 -
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.S’I‘ATEMENT OF THE" CONGREBSIONAL BUDGET OFFICE

Pursuant to clause 7 rule XIII of the Rules of the House of Re -
resentatwes and sectlon 403 of the Congressional Budget.Act of 1974-
the following is the cost estimate.of H.R. 644:4 as amended, prepared'
by th_e_ Congressmnal Budget Oﬂice e '

. US CONGRESS,
CONGRESSIONAL Bupser OFFIcE, oo
L Waahmqton, D C’ Juby 2.9 1.982
Hon PETER W RODINO, Jr o .
O'hawmcm, Committed on. the Judmam/, U.s. H ouse of Represmta-~

. tives; Rayburn:House Office Building, Washington, D.C. .-

Desar Mr. CrarMan: Pursuant to Section 403 0f:the Congres—f .
sional Budget Act of 1974, the Congressmnal Budget Office has re-
viewed H.R. 6444, the Petent Term Restoration Act.of 1982, as ordered
reported by the: House Committee on the Jirdiciary, J uly 28 1982,

‘H.R. 6444 would amend the patent law to'adjust the term of eertam-
petent grants when: delays occur as-a result of regulatory processes:
‘While some additional- publishing -costs would: be required by the
Patent and Trademark:Office to implement this bill, such costs are:
not expected to be:significant and it is likely that they would be cov-~
ered.by additional fee income. Thus, no net additional cost is 11ke1y to
b}e 1r]$1ﬁrred by the federal govermnent as a result of enactment of
this .

:Should the Commlttee 80O’ deswe, We Would ‘be pleased to prcmde
f‘urther details on thls estlmate B i

Smcerely, L

: ALIOE M.i .RIVLIN,
S Dweotor

NEW BUDGET AUTHORrrY
In regard to clause 2(1).(3) (B) of rule XTI of the Rules of the

House of Representatives, H.R. 6444 creates no new budget author-
1ty or 1ncreased tax expendltures for the Federal G‘rovernment

INFLATIONARY IMPACT STATEMEN R

Pursua.nt to clause (1) (4) of rule: LI of the Rules of the Houee‘
of Representatives; ‘the. Committee: finds that the: bill will -hive no.
foresecable inflationary:. 1mpaet on- pr1ces o coets An the operatlon?
of the natmnal economy., . RS . ;

FEDERAL A_DVISORY COMMI‘ITEE Ao'r OF 1972

“The Commlttee ﬁnds that thls ]egmiatlon does not ereate any new
advisory committees within - the mea,nlng of the Federal Adwsor’y.
Commlttee Act of 1972. - . y .

COMMI'ITEE VOTE

The Comnnttee on the J udlclary ordered reported HR 64:4:4 ‘a8
amended, by voice Vote W1th a quorum of members being present
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+'CraNaEs N ‘Exisring: LAW MapE BY THE BiLL, As REPORTED - -

In comphance with clause ‘3 of Rule XITT of the Rules of the House
of Representatives, changes in existing law made by the bill, as
reported, are shown as fo]lows new matter is printed in ‘italic ex1stmg
hW in Whlch no change 1s proposed is shown in roman)

TITLE 35, UNITED STATES CODE

* * x * : sze -a: N * .

PART II—-PATENTABILITY OF INVENTIONS AND GRANT
- " OF PATENTS L
E * * * * £ W T

CHAPTER 14—ISSUE OF PATEN’I‘
Sec.

151, Xssue of. patent. .

152. Issue of patent to asslg'nee

153, How issued. L
154: “Cohtents and-term of patent, S

155, Restoration of patent term,

§ 155. Restoration of patent term :
(2) (1) Except as provided in pamgmphs (3) cmd (4) the tem of
& patent which encompasses within ils scope a pmdmt sithject to
requlatory review, or a method for using suck-a product or o method
for producing such a product, shall be emteﬂded from the original
empzmtwn date of the patent if—
_ (Ag the product spoTisor gives notwe to the Oowwmsswner n
-V compliance with the provisions of subsection’ (b).(1);
(B) the product has been subjected ‘to- regulatory review pur-
i suant to statute before its commercial marketing or usey -
(O) the patent to be extended has not expired prior to motice
" to the Comnissioner wnder subsection (b) (1) ; and
_ (D) the patent to be extended was issued on or subsequent to
 thé date of enactment of the Patéint Term Restoration Act of 1989.
(93) The rights derived from any clazm of cmy patent extended wn-
der pamgmph (1) shall be limited— =
. {A4) in the case of any patent, to the scope of such cla,am which
: 'relates to the product subject to regulatory review, and
“(BY in the case of a patent 'whwh encompasses wzthm zts scope
.a pmdwt—
o (4) whichids subject to wegulatowy Feview under the Fedeml
Food, Drug, end Cosmetic Act, to the uses of the product
which may be regulated by the ¢ dpter of such Act under
whick the regqulatory review occurre SR
(¢iy which-is subject to wegula:tory review under ¢ any otker
stabule, to the uses of the product which may be regulated by
‘ - the statute under which the régulatory review ocowrred.: = |
(%) (A) Subject to subparagraph (B), the term of the patent shall
be ea;tefnded by zﬁhe tzme equal 1o the mgulatory review pemd for* mwh



prodwt for the period wp to 10 years after the date of filing Zf
eaﬂwst application for the patent and the time equal to one-half the

gulatory. review period for the period between 10 mnd 520 yewrs fmm
ﬁw filing dote of the éarliest patent application.

(B) ?n no event shall the term of amy patent be emtend@d for more
than seven years. No term of any extended patent may exceed 27 years
from the date of filing of .the earliest patent application for the patent.
17 the term that the patent would be extended is Zess than one year, no
exctension shall be granted.

" (0) Inno event shall more tham one patent be eaetemled fm' the same
regulatory review period for the product.

. (4) The term of a patent-which emompasses wzthm its scope a
method for producing a product may not be extended ’wndefr this
section if—

(4) the owner of record of such patent is also the cwner of
record of another patent which encompasses within its scope the
same product; and

(B) such patent on such product has been emz‘efnded mzder thzs
section. :

(8) (1) To obtain an extension of the term of & patent wnder’ sub-
saction (a), the product sponsor shall mfzfy the (lommissioner wmler
oath, within winety days after the termination of the regulatory review
pemod for the product to which the patent relates, that the regulatory
review period. has ended. If the product, sponsor is not the owner of
record. of the patent;the notification shall include. the written consent
of the owner of record of the patent to the extension, Such notaﬁcatwﬂ
shall be in writing and shall—

- (4) identafy the Federal statute @mder whwh regulatory review

~occurred. or, if the regulatory review. occurred wnder the Federal

Food, Drug, and..Gosmetic. Act, the ahapterr of the. Act under
which the review ocourred ;.

(B). state the dates on. 'whwh the regula.tow review pemad com-

- menced and ended; . .-

() zdentzfy the produat for which regulatory PevIew: Was
required ;

-. (DY state: tha,t the regmwements of the 8mt'wte wunder whwh the
- vegulatory review referred to in subsection (@) (1) (B) occurred
have been satisfied and commewcw,l mm‘*ketmg or.use o f the prod-,

© . et is not prohibited ;.and

(E) identify the patent and a,m/ claam the'reof to fwhzch the

- extension is applicabley. the date of filing of the earlicst applica-
tion for the patent; and the length of time of the. regulatory
-~ review period for which the term of such patent is to be extended ;
_and state that no other patent has been ewtended for the fregula—
~ -tory review period. for. the product.. .

(2) Upon receipt of the notice required by pamgmph (1), the

. Oommissioner. shall. promptly publish in the Oficial Gazette of the

Patent “and Trademark. Office. the mfm"matacm contained in such

notice. Unless the.-requirements of this section have not been. met, the

Commassioner. shall issue-to the owner of record of.the patent a cer-
tificate. of ewtension, wunder seal, stating the fact and length. of the

ewtension and identifying the product ond the statute under which
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regulatory reviéw . occurred and specifying any claim to:which such
ewtension is applicable. Such certificate shall be recorded in the official
file of -the patent so ewtended and shall be considered as part of the
origingl patent, 0 e Bl s b T
~(e)As used in thissection: 0 a0
(1) -The term “product” means any. machine, manufacture, or
- composition of matter for-which & patent-miay be obtained and
- -dnehudes the following: - o0 s
e A Anynew-drugy aidibiotie diug, new arimal drug, de-
‘vice; food -additive, or color ddditive subject to regulation
under the Federal Food, Drug, and Cosmetic det.

oo (BY - Any humen or weterinary bivlogical product subject
 to regulation under section 551 of the Public Health Service
At orumder the virus, serum, toxin, and analogous products

Lo cprovisions of the Aet.of March 4, 1913 (81 U.S.0. 151-158).
L (0 Any pesticide subject to regulation under the Federal
Insecticide, Fungicide, and Bodenticide Aet. - )
(DY Any chemical substance ormizture subject to regula-

oo Honunder the Towie Substances Control Aet, .+ -
0 (2Y The term “major-health or envivonmenital effects test” means
- an experiment to determine oi evaluate health or environmental
“ effects which vequires at least siw-months to-conduct, not inelud-

¢ ingany period for analysis or conclusions.” .
o (8) Theterm “earlicst application for the patent’ .means the
- patent application providing the earlicst benefit of filing date to
' tﬁil patent and includes patent applications: under sections 119
(4) The term “product sponsor” means any person who initiates
" testing o investigationsy claims an exemption, or submits an
application, petition, protocol, request, or notice described in para-

graph (5 of this subséotion, = = o8 e :

(5) The term “regulatoryreview period” means— o

- (A) with respect to-a product which is @ drug, antibiotic

- drug, or human biological product, a period commencing on
© the earliest of the date the first product sponsor (1) initiates

@ clinical investigation. on humans, or (i) submits an appli-

cation or petition with respect to such product under the
- Federal, Food, Drug, and Cosmetic Act, Public Health Serv-

" dee Aot, or the Act of March ), 1913, and ending on the date

" such application or petition with respect to such product is
‘approved or the product is licensed under such statuies or,
if objections arefiled to suck approval or license, ending on

" the date such objéctions are-resolved and commercial market-

ing is permitted or, if commercial marketing is initiolly per-

. mitted and later révoked pending further procécdings as @

result of such objections, ending on the date such proceeaings

- are finally resolved and commercial marketing is permitted;

- (BY With respect to'a product which is a food additive or
color additive, a period comiencing on the earliest of the date

" the first product sponsor (1). initiates a major health or en-
* wironmental effects test on the product; but only if the data
From such test is submitted in o petition referred to in clause
(it of this subparagraph, (i) claims an ewemption for an



.. tnvestigation with respect.to such product, or _gviz')-_aubmits @
petition with respect to the product under the Federal Food,
rug, and Cosmetic Act requesting issuance of a reguiotion

gor use of thé product, and ending on the date such regulation
ecomes effective or, if objections are. filed to such regualtion,

. ending on the date.such objections are resolved and commer-

- - eial marketing. is permitted or, if commercial marketing s

initially. permitted and later revoked pending further pro-

-ceedings as aresult of such objections, ending on the date such

proceedings are finally resolved and commercial marketing is

permitted; ... v T et
(O with respect to.a-product which is an animal drug or
wveterimary biological product, a period commencing on the

.- earliest of the date the first product sponsor. (i) claims un

PR exemption for investigation: of the product or requests au-

thority to prepare an-emperimental product under the Federal
Food, Drug, and Oosmetic Act, the Public Health Service Act, -
or the Act of March. 4, 1913, or (ii) submits an application or
petition with respect to the product. under such statuies, ond
- ending on the date such application or petition with respect to
the product is approved or the product is licensed under such
-statutes ory if objections aye.filed to such approval or Heense,
ending on the date such objections are resolved and commenr-
- cial marketing is permitted or, if commercial marketing is ini-
tially permitied. and later revoked pending further proceed-
ings as.a result of such objections, ending -on the date. such
proceedings are finally resolved and commercial marekting is
permitted; S : S
(D) with respect to a product which is-a device, a period
- comumencing on the earlier of the.date the first product spon-
sor (i) submitted a proposed product development protocol
with respect to the product under the Federal Food, Drug,
and Cosmetic Act, -(it)- initiates. o clinical investigation on
humans, or (iic). submitted an application with respeet to the
product under such: statute, and ending on the date such ap-
plication.with respect to the product 8 approved under such
statutey - o o e L
(Y with respect to.0.product which-s a pesticide. o period
. .commencing on the earliest of the date the first product spon-
- -sor (i) initiates o major health or environmental effects test
on such pesticide, but only if the data from such test is sub-
mitted in a request for registration. of such pesticide under
section 3-of the Federal Insecticide, Fungicide, and Bodenti-
cide Act, (#2) requests the grant of an experimental use per-
-mit for the pesticide under section 5 of such Aect, or (%7)
- submits an application for registration of such pesticide pur-
- suant to section 3 of such Act, and. ending on the dote such
pesticide i3 first registered, either conditionally or fully; and
o (FY with respect to a product which is.a chemical substance
© o or maxture for which. notification is. required wunder section
- 8(&) of the Towic Substance Control Act— - .
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(2) which is subject to a rule requiring testing under -
section }(a) of such Act, a period commencing on the
date the first product sponsor has initiated the testing .
required in such rule and ending on the ewpiration of the
premanufacture notification period for such chemical

. substance or miwture, orif. an order.or injunction is
- issued under section 5(e) or 6(fYof such Act, the date.on
which such order or injunction is dissolved or set aside;
(1) which is not sublject to' a testing rule under sec-
tion 4 of such Act, a period commencing on the earlier-of
the date the first product sponsor— o
o (Y submits a premanufactuny noticé; or 1
oot (B vindtioges o magjor health or - environmentol

- effects test'on such: chemical substance or mizture,

. but only if the data from such test isncluded in the

ko WL premanufacture  notiee: for suck substance” or
i1 and ending on the expiration of the premamifacture notifica-
- tion period for: such substance ‘or mixture or if an order or

- injunction is issued under section 5(e) or 5(f) of such Act,

the date-on whick such order or such injunction s dissolved

except that the regulatory review period shall not be deemed to
have commenced until o patent has been granted for the product
- which is subject: to regulatory review, for the method for using
wo gueh product, or for the method for produsing such product. = -

-~ aAd)Y (1) Notwithstanding subsection (a) (1Y (D), in the event the

regulatory review. period: has commenced prior to the date of enact+
ment o j?:}l%is;sectém,:tken the period of patent emtension for such prod:
uct or-a method of wsing such product shall be menxsured from the date
of -enactment of this section. In the event that prior to the date of en~
actment of this seetion a riew. drug product was approved on’ e date
more than séven years after the.commencement of the requlatory re-
view: period and during such regulatory review périod. the patenies
was notified that such product’s application was not approvable under
section 505(bY (1) of the Federal Food;yDrug,:and Cosmetic Act and
a8 a - result .of which 'the patentee caused a major hedlth or environ-
mental effécts test tobe-conducted to evaluate carcinogenic potential,
then the period of patent extension for such product or the miéthod of
use:of such product shall be:seven years, if. t%evﬁlmg'réguimd by sub-
section (b) (1) :of this Aot-is-made within winety days of the date of
enactment of this sectdoncann: ot om0
(2) Notwithstanding subsection (a) (1) (D), in the case of products
approved -and: for-which:a.stay of regulation yranting: approval; pur-
suant to section 409 of the Federal Foody Druy,and Cosmetio' Aot ivas
“ineffect as. of Janvary-1; 1981, the period of such patent extensions.
shall:be measured:-from the datesuch:stay was imposed wntil such pro-
ceedings-are finally:resolved and: commercial marketing: perniitted, if
the filing required by subsection:(b) (1) is made within 90 days of the
termination of the: regulatory review:period: or of thé date of enacts
ment of thissectionwhichever isloter oy T g B
b #4 *




ADDITIONAL REMARKS OF HON. BARNEY FRANK, HON.
DON EDWARDS, HON. PATRICIA SCHROEDER, HON.
- GEORGE W. CROCKETT, JR., AND:HON. JOHN CONYERS, .

In passing H.R. 6444, we believe the: Committee should have
adopted. .amendments . offered by E.-Clay Shaw and Barney Frank.
- As reported by. the Committee, H.R. 6444 determines the amount
of time which will be extended when the original: patent expires. As
to each product eovered by the bill, the time to be-extended is counted’
in general from the submission by the patent holder of the applica- -
tion, petition, etc., to.the relevant federal agency, or the initiation of -
major testing for the product ;- it .ends when final approval or license
1s given, by the agency..Specifically ds to new drugs; the peried to be
extended begins with human  testing or the submission.of an appli-
cation (an “IND”} to the Food and Drug Administration: It ends

with the approval of a New.Drug :Application (NDA) by:FDA.

- 'What is critical -here with new drug procedures as an.example, is

that it-is the filing of the NDA well after testing has started, which

begins the. governmental -review. process.”Any time-taken by the
patentee prior to the filing of arn NDA would. be-taken. even in the
absence:of .4 governmental review to satisfy the patentes’s own con-

cerns about safety and effectiveness and. to avoid: product liability:

judgments, To.the -extent that it is equitable to:restore the time lost:
to: governmental regulatory. procedures, it.is logical to count only: the:

time actually taken by:the government. What H.R, 6444 has done is

to begin. counting time years prior to. governmental review. In fact,

as found by the Office.of Technology Assessment. study, this pre-NDA:

period of time can: easily: run up to five-or six years..w ° 2ol e

..The Shaw Amendment would have rectified this overly generous:
restoration. It provided:that the extension period be counted-as to:
the various products . covered- from the. filing of: the-application to-
the federal agency.until its-approval. The smendment-would have:
focused upon .the.only:time which: the.government’can reasonably.
be charged with:-having:consumed: in regulating the product involved::
Tob%_ward, further time is, we believe, unnecessary and unfair to the: .

. The .Frank Amendment. would have placed-necessary -safeguards:
into the system as it relatesito new drugs: Undér H.R. 6444, a-patentes.
need not demonstrate tlhiat he acted with reasonable diligence in pur--
suing regulatory approval. While 'we-understand-that the-Committee,
in reporting: the bill, would. not condone: nor-knowingly encourage
delay, there is not now any way of making such a determination. After
all,. 1t would often be to the patentee’s advantage-to have patent time
extended as much as possible while the product:is being marketed-and.
returning the investment made in.it. If the.testing period is slowed

- down, the developer will know that this time will be restored when it

“(20)
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is most valuable to him—while it’s selling, There is quite clearly, there-
fore, a built-in incentive for dilatoriness [b{l the patent holder which
we feel is not adequately addressed by thebill. .. =~ . -

"~ ‘Mr.. Frank’s proposal would have simply established a proceeding
before the Commissioner of Patents -and Trademarks to determine
~whether the patent Liolder had acted with reasonable diligence in secur-
ing regulatory approval. If the Commissioner had determined that

. the holder did'not.act diligently for a certain period of time, that time
would have been subtracted from the extension period. In addition, the
Commissioner would have been charged with determining the filing
and approval dates for the product. This finding is necessary because
the patent holder is the only private party with knowlédge of the

, le.nk%'.th of the review process. Such information is not otherwise made
p: The Frank Amendment, in our viéw, should have been added to

ensure the public that the patent restoration system is not abused.

(iven the incentive for delay, the lack of public Information as to the

length of the regulatory process, and the absence in the bill of any other

enforcement mechanism to guard against abuse, this modest proposal

wag reasonable, necessary and not overly burdensome. o
. The Committee erred. we believe, in not adopting these amendments:

the Shaw Amendment, to focus more precisely the time period which

could be extended and the Frank Amendment, to safeguard the public’s
very substantial interests in this process. .. - - ... . | -

-+ Dissenring REMARKS oF THE HoNoraBLE Barney FRANK

 Although I mist respectfully ‘dissent from the Committee’s action
in reporting H.R. 6444 without substantive amendments, I wish to
commend our ablé and distinguished Subeommittee' Chairman, Bob
Kasténmeier. As reported by the Subcommittee on Corirts, Civil Liber-
ties and the Administration of Justice; H.R. 6444 is markedly improved
over its predecessor, HLR. 1937. The Subcommittee added, among other
items, an important provision making the legislation prospective only
in its application and it cut down the scope of the bill to apply only to
the specific products listed; * - . 7o o aT e T S
" ‘However, I still believe the legislation to-be unnecessary in pursuit
of the purpose stated for it and harmful to the consuming public, par-
ticularly those who because of age or illness must rély on medications.
 For the reasons detailed in the Additional Remarks joined in by
several of my colleagues on the Committee, I believe the Committee
should have adopted amendments offered by the gentleman from
Florida, E, Clay Shaw, and by myself, The Shaw Amendment would
have focused more appropriately the time to be-extended at the end of
the patent term; it would have restored only the time actually taken
by’ the agency réview process. In fact, as former Food and Drug
Administration’ Chairman ‘Donald Kennedy has observed, even in the
absence of a new drug approval procdss, paténtess would require sub-
gtantial tithe to fest their new products prior to marketing, which time
is not the Tault of the federal government. Delays, Mr. Kennedy has
noted, ‘are ‘often the Tesponsibility of-the manufacturer. Unfortu-
nately, H.R. 6444 restores time which is not ¢onsumed by the federal
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government in regulating these products. In this respect, the bill is:
overly generous. = Ul o e

As for the amendment I offered during Committee deliberations,
I believe ‘it was necessary to guard against the possibility that-the
patent restoration system Wo‘ﬁg be misused. 'As peinted out in the
Additional Remarks, there is a built-in incentive for delay during the
regulatory review: period by the patentee and there is no public
accountability as to the actual length of that period: My amengment
would have instituted a fair and relatively simple proceeding before
the Commissioner of Patents and Trademarks at which these matters
could have béen determined. S G L A

If the goal of the bill is to spur additional research and develop-
ment, particularly regarding new drugs, it is'not necessary. As found -
by the Office of Technology Assessment (OTAY) study, the number of
new chemical entities (NCEs) approved, which demonstrates phar-
macettical innovation, hag remained relatively constant since 1963,
Approvals of NCEs offering important or modest therapeutic ‘value
has remained relatively stable over this period. Moreover, OTA. found
that revennes in the pharmaceutical industry have increased steadily
and the relationship between revenues and reséarch and development
expenditures has alse remained stable. Finally, the Congress has
already given research-intensive industries, incliding the drug indus-
try, ample incentive to increase R&D spending:by passing the provi-
sion of the 1981 Tax bill allowing a 25 percent tax credit for increased
R&D expenditures, a measure which I cosponsored. ‘

To the extent that it is'equitable to restore time lost because of reg-
ulatory review, the Shaw Amendment would have dealt with that mat-
ter much more fairly. But there arc other equities at work here which
are not adequately served by FLR. 6444. The most important is the
impact that this bill will have on our most vulnerable citizens—the
elderly, ill, and disabled. Without doubt, the longer a manufacturer is .
able to maintain.a non-competitive monopoly over his product, the
longer prices for that product will remain higher than if competition
were allowed. It is. only through the introduction of generically-
equivalent drugs, at the close of the patent period, that price competi-
tion can exist. In fact, OTA went even further by declaring that patent
term extension may in some cases even prevent any c’_c':m&étitiye pres-
s‘ur_esI 1i'-rom being exerted since generic drugs may not even be introduced
at a2ll, - L N s L o . 2T S

Surely, it is not equitable to expect the elderly and ill, who are often
already in severe financial straights, to pay the price for patent ex-
tension, especially where the extension is not even necessary in order

to promote the development of new drugs, . . .. ..« .. .
_.'The severs impact the bill will have on these groups and working
families in -general has: been recognized.by a wide variety of orga-
nizations, For example, the American Association of Retired Persons/
National Retired Teachers Association, the National Council of Senior
Citizens, the United Auto. Workers, the Service Employees Interna-
tional Union, the American. Federation;of. State,:County, and Munie-
ipal: Emplovees,. the International: Association of Machinists and
Aerospace Workers. Public Citizen, and Consumer - Federation of
America have all expressed opposition to or criticism of H.R, 6444
- as reported by the Committee. _
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There were two related matters, dealing with post-patent barriers
to effective competition which I was unable to raise before the Com-
mittee but which I believe should be dealt with by the Congress as soon
as possible. The first is a trademark issue relating to whether generic
drugs can be manufactured in the same size, shape, and color ag the
original drug, an issue which was before the Supreme Court this year.
However, in that case, Inwoeod Laboratories v. Ives Laboratories, the
issue was not finally resolved. To those whose lives depend on the tak-
__ ing of medications, allowing generic drugs to be sold in the same size,
" shape, and color as the original product is eritical. Many patients as-
- sociate appearance with therapeutic effect; many patients co-mingle.
prescriptions in a single container and rely on appearance to differen-
tiate one from another; appearance can be of great value during emer-

necies; and the appearance of a drug can help avoid mistakes by
%ﬁosa who dispense them. In fact, these were the findings of the Dis- -
trict Court, quoted by the Supreme Court in Zmoood.

I am hopeful that the Courts Subcommittee will be able to move
forward on a bill, H.R. 6840, which I filed to make clear that manu-
facturing medications with the same appearance does not violate the
trademark laws. It would be, T might suggest, wise to withhold further
consideration of H.R. 6444 until the Judiciary Committee has had an
opﬁortunit to act on this very closely related matter,

second issue, which serves to make difficult effective competition
once a patent has expired, is the so-called Abbreviated New Drug
Application (ANDA) procedures employed by the FDA in approving
generically-equivalent drugs. Under present FDA practice, with re-
spect to original drugs approved after 1962 for which generic approval
is being sought, apﬂprova,l will only be given if studies which demon-
strate safety and effectiveness are filed with the generic application or
are referred to by FDA. These studies often are not publicly avail-
able and are a closely guarded secret of the original manufacturer. I
I had had the opportunity, I would have offered an amendment which
would have required FDA -to rely upon proof that the generic is in
fact fully equivalent. I am hopeful that the Ynergy and Commerce
Committee, which has jurisdiction over the FDA, will have an oppor-
tunity to review this aspect of the legislation, since it so clearly relates
to matters within that Committee’s expertise. The questions of patent
extension and pest-patent market barriers are very closely entwined.

Together, these two issues, the “size-shape-color” and ANDA mat-
ters, serve to prevent or diminish meaningful post-patent competition
in the drug industry. Since the effect of H.R. 6444 will be to erode
competition further, these related issues mnust be dealt with by the
Congress if fair and comprehensive legislation is to be passed.

HLR. 6444 does not, in my view, deal appropriately with the equities
involved, and it will have a severe impact on the elderly and ill. I must
therefore respectfully dissent, despite my commendation for the fine
work of Chairman Kastenmeier in improving this bill over its
predecessor, S
Barvey Fravk.
Don Epwaros. )
PaTrICIA SCHROEDER,
Grorae W. CROCEETT.
Jorx CoNYERs.






