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Mr. KASTENMEIER, Mr. Speaker, I
move to suspend the rules and pass
. the bill (H.R. 6444), to amend the
. patent law to restore the term of the

patent grant for the period of time
TN that nonpatent regulatory require-
f ments prevent the marketing of a pat-
ented product, as amended.
The Clerk read as follows:

rica in Congress assembled, That this
be cited as the “Patent Term Res-
toratiqn Act of 1982”.

8kc. 2, (a) Title 35 of the United States
Code is amended by adding the following
new section immediately after section 154:

e

House completed all debate under suspension of the Rules, vote postponed.
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“§ 155. Restoration of patent term

*“(a)(1) Except as provided in paragraphs
(3) and (4), the term of a patent which en-
compasses within its scope a product subject
to a regulatory review, or a method for
using such a product or a method for pro-
ducing such a product, shall be extended
from the original expiration date of the
patent if—

“(A) the product sponsor gives notice to
the Commissioner in compliance with the
provisions of subsection (bX1);

. “(B) the product has been subjected to a
regulatory review pursuant to statute before
its commercial marketing or use;

“(C) the patent to be extended has not ex-
pired prior to notice to the Commissioner
under subsection (b)X1); and

“(D) the patent to be extended was issued
on or subsequent to the date of enactment
of the Patent Term Restoration Act of 1982,

“(2) The rights derived from any claim of
any patent extended under paragraph (1)
shall be limited. :

“(A) In the case of any patent, to the
scope of such clalm which relates to the
product subject to regulatory review, and

‘“(B) in the case of patent which encom-
passes within its scope a product—

“(1) which is subject to regulatory review
under the Federal Food, Drug, and Cosmet-
ic Act, to the uses of the product which may
be regulated by the chapter of such Act,
under which the regulatory review occurred,

or

“(ii) which is subject to regulatory review
under any other statute, to the uses of the
product which may be regulated by the stat-
ute under which the regulatory review oc-

“(3)(A) Subject to subparagraph (B), the
term of the patent shall be extended by the
time equal to the regulatory review period
for such product for the period up to ten
years after the date of filing of the earliest
application for the patent and the time
equal to one-half the regulatory review
period for the period between ten and
twenty years from the filing date of the ear-
liest patent application.

‘“(B) In no event shall the term of any
patent be extended for more than seven
years. No term of any extended patent may
exceed twenty-seven years from the date of
filing of the earliest patent application for
the patent. If the term that the patent
would be extended 1is less than one year, no
extension shall be granted.

‘¢C) In no event shall more than one
patent be extended for the same regulatory
review period for the product.

(4) The term of a patent which encom-
passes within its scope a method for produc-
ing a product may not be extended under
this section i#f—

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

“(B) such patent on such product has
been extended under this section.

“(bX1) To obtain an extension of the term
of a patent under subsection (a), the prod-
uct sponsor shall notify the Commissioner
under oath, within ninety days after the ter-
mination of the regulatory review period 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
fnclude the written consent of the owner of
record of the patent to the extension. Such
notification shall be writing and shall—

‘“(A) identify the Federal statute under
which regulatory review occurred or, if the
regulatory review occurred under the Feder-
al Food, Drug, and Cosmetic Act, the chap-
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ter of the Act under which the review oc-
curred;

“(B) state the dates on which the regula-
tory review period commenced and ended;

“¢C) identify the product for which regu-
latory review was required;

‘(D) state that the requirements of the
statute under which the regulatory review
referred to in subsection (a)}(1XB) occurred
have been satisfied and commercial market-
ing or use of the product is not prohibited;

and

“(E) identify the patent and any claim
thereof to which the extension is applicable;
the date of filing of the earliest application
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 extended for
the regulatory review period for the prod-

uct.

“¢2) Upon receipt of the notice required
by paragraph (1), the Commissioner shall
promptly publish in the Official Gazette of
the Patent and Trademark Office the infor-
mation contained in such notice. Unless the
requirements of this section have not been
met, the Commissioner shall issue to the

owner of the record of the patent a certifi--

cate of extension, under seal, stating the
fact and length of the extension and identi-
fying the -product and the statute under
which regulatory review occurred and speci-
fying any claim to which such extension is
applicable. Such certificate shall be record-
ed in the official file of the patent so ex-
tended and shall be.considered as part of
the original patent.

“(c) As used in this section:

‘“¢1) The term ‘product’ means any ma-
chine, manufacture, or composition of
matter for which a patent may be obtained
and includes the following:

“(A) Any new drug, antibiotic drug, new
animal drug, device, food additive, or color
additive subject to regulation under the
Federal Food, Drug, and Cosmetic Act.

“(B) Any Human or veterinary biological
product subject to regulation under section
351 of the Public Health Service Act or
under the virus, serum, toxin, and analo-
gous products provisions of the Act of
March 4, 1918 (21 US.C. 151-158).

‘“¢C) Any pesticide subjeét to regulation
under the Federal Insecticide, Fungicide,
and Rodenticide Act.

‘D) Any chemical substance or mixture
subject to regulation under the Toxic Sub-
stances Control Act.

“(2) The term ‘major health or environ-
mental effects text’ means an experiment to
determine or evaluate health or environ-
mental effects which requires at least six
months to conduct, not including any period
for analysis or conclusions,

“(3) The term ‘earliest application for the
patent’ means the patent application pro-
viding the earliest benefit of filing date to
the patent and includes patent applications
under sections 119 and 120.

“(4) The term ‘product sponsor’ means
any person who initiates testing or investi-
gations, claims an exemption, or submits an
application, petition, protocol, request, or
notice described in paragraph (5) of this
subsection.

“(5) The term ‘regulatory review period’

means—

S“(A) with respect to a product which is a
drug, antibjotic drug, or human biological
product, a period commencing on the earli-
est of the date the first product sponsor (i)
initiates a clinical investigation on humans,
or (i) submits an application or petition
with respect to such product the Federal
Food, Drug, and Cosmetic Act, Public
Health Service Act, or the Act of March 4,
1913, and ending on the date such applica-
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tion or petition with respect to such 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 objections are resolved and commercial
marketing is permitted or, if commercial
marketing is initially permitted and later re-
voked pending further proceedings as a
result of such objections, ending on the date
such proceedings are finally resolved and
commercial marketing is permitted;

“(B) with respect to a product which is a
food additive or color additive, a period com-
mencing on the earliest of the date the first
product sponsor (i) initiates a major health
or environmental effects test on the prod-
uct,’but only if the data from such test is
submitted in a petition referred to in clause
(iif) of this subparagraph, (li) claims an ex-
emption for an investigation with respect to
such product, or (iii) submits a petition with
respect to the product under the Federal
Food, Drug, and Cosmetic Act requesting 18-
suance of a regulation for use of the prod-
uct, and ending on the date such regulation
becomes effective or, if objections are filed
to such regulation, ending on the date such
objections are resolved and commercial mar-
keting is permitted or, if commercial mar-
keting is initially permitted and later re-
voked pending further proceedings as a
result of such objections, ending on the date
such proceedings are finally resolved and
commercial marketing is permitted;

“(C) with respect to a product which is an
animal drug or veterinary bilogical product,
a period commencing on the earliest of the
date the first product sponsor (i) claims an
exemption for investigation of the product
or requests authority to prepare an experi-
mental product under the Federal Food,
Drug, and Cosmetic Act, the Public Health
Service Act, or the Act of March 4, 1913, or
(i) submits an application or petition with
respect to the product under such statutes,
and ending on the date such application or
petition with respect to the product is ap-
proved or the product is licensed under such
statutes or, if objections are filed to such

-approval or license, ending on the date such

objections are resolved and commercial mar- .
keting is permitted or, if commercial mar-
keting is initially permitted and later re-
voked pending further proceedings as a
result of such objections, ending on the date
such p are finally resolved and
commercial marketing is permitted;

“(D) with respect to a product which is a
device, a period commencing on the earlier
of the date the first product sponsor (i) sub-
mitted a proposed product development pro-
tocol with respect to the product under the
Federal Food, Drug, and Cosmetic Act, (1)
initiates a clinical investigation on humans,
or (ili) submitted an application with re-
spect to the product under such statute, and
ending on the date such application with re-
spect to the product is approved under such
statute;

‘“(E) with respect to a product which is a
pesticide, a period commencing on the earli-
est of the date the first product sponsor (i)
initiates a major health or environmental
effects test on such pesticide, but only if the
data from such test is submitted in a re-
quest for registration of such pesticide
under section 3 of the Federal Insecticide,
Fungicide, and Rodenticide Act, (i) requests
the grant of an experimental use permit for
the pesticide under section 5 of such Act, or
(iil) submits an application for registration
of such pesticide pursuant to section 3 of
such Act, and ending on the date such pesti-
cide is first registered, either conditionally
or fully; and

“(F) with respect to a product which is a
chemical substance or mixture for which



H 6918

notification is required under section 5(a) of
the Toxic Substances Control Act—

“(1) which is subject to a rule requiring
testing under section 4(a) of such Act, a
period commencing on the date the first
product sponsor has initiated the testing re-
quired in such rule and ending on the expi-
ration of the premanufacture notification
period for such chemical substance or mix-

* ture, of if an order or injunction is issued
under section 6(e) or 5(f) of such Act, the
date on which such order or injunction is
dissolved or set aside;

“(i1) which is not subject to a testing rule
under section 4 of such Act, a period com-
mencing on the earlier of the date the first
product sponsor—

“(I) submit a premanufacture notice, or

“(II) initiates a major health or environ-
mental effects test on such chemical sub-
stance or mixture, but only if the data from
such test is Included in the premanufacture
notice for such substance or mixture,

and ending on the expiration of the pre-
manufacture notification period for such
substance or mixture or if an order or in-
junction is issued under section 5(e) or 5(f)
of such Act, the date on which such order or
such injunction is dissolved or set aside;

except that the regulatory review period
shall not be deemed to have commenced
until a patent has been granted for the
product which is subject to regulatory
review, for the method for using such prod-
uct, or for the method for producing such
product.

‘“CdX1) Notwithstanding subsection
(a)(1XD), In the event the regulatory review
period has commenced prior to the date of
enactment of this section, then the period
of patent extension for such product or a
method of using such product shall be meas-
ured from the date of enactment of this sec-
tion. In the event that prior to the date of
enactment of this section a new drug prod-
uct was approved on a date more than seven
years after the commencement of the regu-
latory review period and during such regula-
tory review period the patentee was notified
that such product’s application was not ap-
provable under section 505(bX1) of the Fed-
eral Food, Drug, and Cosmetic Act and as a
result of which the patentee caused a major
health or environmental effects test to be
conducted to evaluate carcinogenic poten-
tial, then the period of patent extension for
such product or the method of use of such
product shall be seven years, if the filing re-
quired by subsection (b)X(1) of this Act is
made within ninety days of the date of en-
actment of this section.

‘(2) Notwithstanding subsection (aX1XD),
in the case of products approved and for
which a stay of regulation granting approv-
al pursuant to section 409 of the Federal
Food, Drug, and Cosmetic Act was in effect
as of January 1, 1981, the period of sich
patent extensions shall be measured from
the date such stay was imposed until such
proceedings are finally resolved and com-
mercial marketing permitted, if the filing
required by subsection (bX1) is made within
ninety days of the termination of the regu-
latory review period or of the date of enact-
ment of this section, whichever is later.”.

(b) The analysis for chapter 14 of title 35,
United States Code, is amended by adding
at the end the following:

“155. Restoration of patent term.”.

The SPEAKER pro tempore. Pursu-
ant to the rule, a second is not re-
quired on this motion.

The gentleman from Wisconsin (Mr.
KasTENMEIER) Will be recognized for 20
minutes, and the gentleman from Illi-
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nois (Mr. RarLsBacK) will be recog-
nized for 20 minutes.
PARLIAMENTARY INQUIRY

Mr. SHAW. Mr. Speaker, I have a
parliamentary inquiry.

The SPEAKER pro tempore. The
gentleman will state it.

Mr. SHAW. Mr. Speaker, is the gen-
{.’lema.n from Illinois opposed to the

in?

Mr. RAILSBACK. 1 am not. I favor
the bill, Mr. Speaker.

Mr. SHAW. Mr. Speaker, I do oppose
the bill, and I make demand for the
time on this side of the aisle.

The SPEAKER pro tempore. The
gentleman from Florida (Mr. SaAwW)
will be recognized for 20 minutes.

The Chair recognizes the gentleman
from Wisconsin (Mr. KASTENMEIER),

Mr. KASTENMEIER. Mr. Speaker, I
yield myself 10 minutes.

(Mr. KASTENMEIER asked and was
given permission to revise and extend
his remarks.)

Mr. KASTENMEIER. Mr. Speaker
H.R. 6444 is the product of over 4
years of study of ways in which Gov-
ernment patent policy can be ‘changed
to stimulate industrial innovation in
the United States. The genesis of the
legislation was a call by President
Jimmy Carter in May 1978 for a do-
mestic policy review of industrial inno-
vation. President Carter’s directive
lead to the creation of an Advisory
Committee on Industrial Innovation
composed of more than 150 senior rep-
resentatives from the Industrial,
public interest, labor, sclentific, and
academic communities. This commit-
tee made several recommendations for
changes in Federal law with the goal
of an improved patent system. Sev-
ceral of these changes were enacted by
the 96th and 97th Congress, but a key
recommendation of the Advisory Com-
mittee which remains to be imple-
mented is that calling for “an ade-
quate extension of the Patern term
¢ * *'when commercialization of pat-
ented inventions is delayed due to Fed-
eral regulations.” It is this recommen-
dation which is embodied in H.R. 6444.

In view of the economic crisis our
country is now experiencing and the
obvious need for constructive ways to
deal with it, we on the Judiciary Com-
mittee took the recommendation for
patent term restoration very seriously
and commissioned a more detalled
analysis of the issue by the congres-
sional Office of Technology Assess-
ment which, after a year of independ-
ent study, presented the Congress
with a 74-page report on the issue fo-
cusing on the pharmaceutical industry
as an example.

The OTA report found that—

'The drug develpment process is time con-
suming and is characterized by a high prob-
ability of failure. A decade or more may
elapse between the time a chemical having
promising 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 7,000 to 10,000 newly synthesized chemi-
cals will be found to have promising biologi-
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¢al acitivity. Only one out of 10 promising

. chemicals will survive to marketing.

The report estimates that direct
costs, in 1976 dollars, of developing a
new pharmaceutical average $33 mil-
lion. In addition to finding that the
new drug-development process is ex-
traordinarily costly and lengthy, the
Office of Technology Assessement also
found that the average effective
patent term for drugs approved in
1979 was less than 10 years.

It is the extraordinarily long devel-
opment time required by the testing
needed to meet regulatory require-
ments which causes significant loss of
effective patent term and underlies
the need for H.R. 6444.

The testimony before the subcom-
mittee and the information contained
in the report of the Office of Technol-
ogy Assessment confirms the link be-
-tween effective commercial patent
term and innovation and supports the
recommendation of President Carter’s
Advisory Committee for remedial leg-
islation.

It is important to keep in mind that

the issue involved is not simply the -

growth of the economy, it is encourag-
ing future Investment of large sums of
private capital in the high-risk area of
breakthrough pharmaceutical and
chemical technology. Such invest-
ments pay off not only in economic
growth, but even more importantly in
improvements to the health and well
being of our people, especially those
most likely to need new medical tech-
nology such as senior citizens. And,
frequently, new pharmaceutical tech-
nology can be more cost effective than
preexisting theraples which involve
often costly hospitalization. I believe
firmly that the generic pharmaceuti-
cal industry should be encouraged.
But it is important to keep in mind
that generic companies, by definition,
do not develop new and better drugs—
they simply copy existing therapies.
We must look to the research inten-
sive, patent dependent companies for
new cures for disease. The goal of H.R.
6444 is simply to encourage these com-
panies to produce more and better
therapies.

Although the general thrust of the
testimony presented to my subcommit-
tee was supportive of the concept of
patent term restoration, important
criticlsms were made. The committee
was sensitive to those criticisms and
adopted a number of amendments to
the original proposal which were de-
signed to respond to them. The modifi-
cations were so significant that an en-
tirely new bill was drafted and ap-
proved by my subcommittee and the
full Judiciary Committee. This new
bill, H.R. 6444, is vastly different from
the original House bill H.R. 1937, or
the Senate passed bill, 8.255.

“The most important amendment re-
stricts the bill to patents issued after
the date of enactment. Therefore, ge-
neric companies will not experience
any delay in access to patented tech-

.
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nology until the year 2000. By the
time the first patent is extended by
the bill, the advantages of the new
products, induced by it will far
outweigh any delay in generic repro-
ductions coming to the market.

Further, the amendments deny any
benefit under the legislation to compa-
nies which procrastinate in obtaining
their patents and greatly limit any ex-
tension of patent to companies which
fail to expedite the testing and regula-
tory approval process. Further, the
bill applies to only one patent on any
product to avoid pyramiding of patent
protection.

H.R. 6444, as reported by the Judici-
ary Committee, is a balanced bill
which will assure more rapid techno-
logical innovation in the pharmaceuti-
cal and chemical industries, resulting
in a stronger economy and the devel-
opment of less costly and more com-
petitive new theraples and chemicals.
At the same time, the interests of con-
sumers have been protected.

The bill is sponsored by over 100
Members. S. 255, a Senate counter-
part, passed the Senate last year by a
unanimous voice vote.

Mr. Speaker, I urge Members to vote
for H.R. 6444.

Mr. Speaker, with my remarks I in-
clude a letter received by me Today
from the gentleman from Tennessee
(Mr. Forb) as follows:

WaSHINGTON, D.C,,
September 13, 1982,
Re H.R. 6444—Patent Restoration Act.
Mr. RoBERT W. KASTENMEIER,
Chairman, Subcommittee on Courts, Civil
Liberties and Administration of Justice,

Committee on the Judiciary, House af -

Representatives, Washington, D.C.

DeArR MR. CHAIRMAN: 1 write to support
the Patent Term Restoration Act (H.R.
6444) from my perspective as a member of
the Subcommittee on Health of the Com-
mittee on Ways and Means.

We regard soaring health care costs as a
major problem which, to date, has eluded
any pervasive legislative or marketplace so-
lution. Health care costs have increased six-
fold over the past twenty years, and sky-
rocketing hospitalization and surgical costs
have accounted for a substantial portion of
the increase. Health care costs as a percent-
age of our GNP continues to increase at an
alarming rate. Many familles have been
wiped out because of illnesses that have re-
quired protracted and costly hospitalization,
and the Medicare and Medicaid programs—
which are esssential to the elderly and the
poor—have become prime targets for the
Administration’s budget cutters.

One component of our health care
system—medicines—has provided an effi-
clent, effective and humanitarian counter-
weight to an otherwise bleak health care
picture. Prescription drug prices have in-
creased only 34% over the past 20 years.
Perhaps even more importantly, however,
new drugs have alleviated human suffering
and saved billions of dollars by providing ef-
fective alternatives to costly surgical proce-
dures and hospitalization. The past two
years alone has witnessed the introduction
of new or improved drugs to treat or pre-
vent ulcers, glaucoma, pneumococcal pneu-
monia, second heart attacks, epilepsy, hepa-
titls, arthritis and hypertension, to name
some of our more common and costly ill-
nesses.
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New medicines, Mr. Chairman, represent
the most compassionate and cost effective
means of preventing and treating disease. It
is in our national interest, and particularly
in the interest of the poor and the elderly,
to assure adequate incentives to encourage
the introduction of new and better medi-
cines. The stakes are too big to be penny
wise and pound foolish.

An average 6.8 year patent term for drugs
is grossly unfair and inequitable when
better mousetraps receive 17 years of exclu-
sivity. Continuation of this inequity is
bound to reduce the flow of funds into R&D
for new medicines and the number of new
m%%lclnes that will be forthcoming in the
1990's.

H.R. 6444 both redresses this inequity and
protects consumers and generic manufactur-
ers by excluding products already marketed
and patents already issued. It should be sup-
ported by all who are prepared to critically
examine the importance of new medicines
to the poor, the elderly and to our health
care delivery system. Feel free to use this
letter during floor debate on the bill if it
will help secure its passage.

With best regards.

Sincerely,

HaroLDp FORD,
Member aof Congress.

Mr. RAILSBACK. Mr. Speaker, will
the gentleman yield?

Mr. KASTENMEIER. 1 yield to the
gentleman from Illinois.

Mr, RAILSBACK.. Mr. Speaker, 1

‘think that the point that the gentle-

man makes is very, very important,
and I would only add to that that one
recent amendment that was adopted
made it very clear that we did not
want any pyramiding or we did not
want extensions for one patent that
may be discovered to have a new prod-
uct or a new nature. We really limit it
to one extension, and even that exten-
sion is limited to a period of 7 years,
which may not cover the regulatory
review period.

Mr. KASTENMEIER. The gentle-
man from Ilinois is correct,  and I
thank him for that comment and
would like to take this time to thank
the subcommittee—the gentleman
from Illinois (Mr. RAILSBACK), the gen-
tleman from Michigan (Mr. SAWYER),
as well as other members of the sub-
committee, including the gentleman
from Massachusetts (Mr. FRANK), al-
though he disagrees with this bill
Nonetheless, I think he was of enor-
mous help in the dialog attendant to
producing what we have on the floor.

Mr. SEIBERLING. Mr. Speaker, will
the gentleman yleld?

Mr. KASTENMEIER. I yield to the
gentleman from Ohio.

Mr. SEIBERLING. Mr. Speaker, the
gentleman from Wisconsin has done
his usual scholarly and lawyer-like job
of exploring this subject, and it is a
very important one. He has made a
very careful and thoughtful presenta-
tion. The only thing that concerns me
is that we have here a bill that is con-
troversial. There were some amend-
ments offered in the committee which
were not adopted. I supported some of
them. I did not support others. It does
seem to me that it ought to be taken
up under a rule so that we can debate
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those amendments and decide what we
want to do instead of doing it under
suspension of the rules.

I just wonder if the gentleman can
comment on that.

Mr. KASTENMEIER. I am afraid
that I have more or less the same
answer for the gentleman as was given
during the last biil.

0 1330

The SPEAKER pro tempore. The
time of the gentleman from Wisconsin
(Mr. KASTENMEIER) has expired.

Mr. KASTENMEIER. Mr. Speaker, I
yield myself 1 additional minute.

Mr. Speaker, in view of the period of
time that we have remaining in this
Congress, in view of what appeared to
be overwhelming support for this
bill—and I do exclude the gentleman
from Tennessee (Mr. Gorg), the gen-
tleman from California (Mr. WAXMAN),
and the gentleman from Massachu-
setts (Mr. FRANK) who are in opposi-
tion to the bill—and considering what
appears to be the numbers in support
of this bill, it seemed to be the wisest,
most prudent course of action to try to
pass this under suspension.

Now, of course, we can go to the
Committee on Rules and try to get a
rule and open this bill up, but I would
think that those who are interested in
finding a plausible solution to the
problem would think that we would
like to test this bill, and I believe this
body will approve it by a two-thirds
margin or more.

Mr. MOORHEAD. Mr. Speaker, will
the gentleman yleld? '

Mr. KASTENMEIER. I yield to the
gentleman from California.

(Mr. MOORHEAD asked and was
given permission to revise and extend
his remarks).

Mr. MOORHEAD. Mr. Speaker, 1
rise in support of H.R. 6444. This bill
would amend the patent law by restor-
ing that portion of the patent term
during which the marketing or use of
a patented invention was prevented
due to Federal regulatory review. I am
a cosponsor and strong supporter of
this legislation.

For far too many years American in-
dustrial innovation has not kept pace
with our forelgn competitors. Analysis
of our economic pyoblems reveals that
America’s pree nce in the creation,
possession, and use of advanced high
technology has all but gone. Today,
there is scarcely an American industri-
al sector which does not face stiff for-
eign competition In the sale of high
technology products. The Europeans
and Japanese are challenging and sur-
passing us in electronics, communica-
tions, and aviation, where in the past
we had no peers.

The rate of new drug development is
declining and will continue to decline
unless there are adequate R. & D. in-
centives.

In 1960, 50 chemically new drugs
came onto the market. In 1979, only 12
such drugs were introduced.
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Other data submitted before the
Subcommittee on Courts, Civil Lib-
erties and the Administration of Jus-
tice support the conclusion that there
is a real decline in U.S. pharmaceutical
innovation. Studies conducted at the
University of Rochester show that
there has been a decline in the
number of new drug compounds being
studied in humans by U.S. companies.
These studies show that after an ini-
tial rise to a high of 34 new drugs in
1964, the number dropped to a plateau
of around 50 for the decade between
1965-1974. However, there was a 40-45
percent decline in new drugs in 1975 to
1976. A preliminary update of this
data presented at the March 1980
meeting of the American Society of
Clinical Pharmacology and Therapeu-
tics indicates that this low level of new
drug productivity has not changed.

There are other indications that R.
& D. by U.S. pharmaceutical compa-
nies is declining. In 1964, U.S. firms
asked FDA for permission to do re-
search on 70 chemicals developed by
their own research. In 1976, only 20
such applications were filed with FDA.
Moreover, U.S. firms are becoming in-
creasingly dependent upon licenses
from foreien companies to provide
them with research candidates. Testi-
mony before the subcommittee pro-
jected that of the new drugs anticipat-
ed to be approved in the period 1981-
1985, about 50 percent will have origi-
nated outside the United States.

A bill similar to. H.R. 6444, S. 255 has
already passed the other body and is
also pending before our committee.
This legislation is very important and
will benefit all Americans, particularly
the sick and the elderly by encourag-
ing the development of iImportant new
medicines—and I urge the Members to
vote favorably for the enactment of
H.R. 6444.

Mr. SHAW. Mr. Speaker. I yleld
myself 5§ minutes.

Mr, Speaker, I think that what we
have to look at here when we are dis-
cussing this bill is exactly what it does.
It extends the potential that a compa-
ny is protected from any competition
whatsoever in the field to 24 years.
That is exactly what the bill does.

This means that we are simply guar-
anteeing, with the elimination of com-
petition, a continuation of the high
price of drugs which has now lasted
for 17 years. We would now extend
that for 24 years, and the people who
are bitten are the consumers. Twenty-
five percent of the drugs that are con-
sumed today are consumed by the el-
derly, those people who can no longer
support themselves and have limited
means in which to do s0. I think this is
the important thing that we must con-
sider and that we must keep in mind
during this discussion.

Exactly what we are trying to do
today is not to kill the bill but to open
it up for the amendment process so
that we can offer some technical
amendments in this particular area,
some amendments that are very im-
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portant to the consumers at this time,
particularly to the elderly population.

We are looking now at two time peri-
ods that basically extend the life of a
patent. One is the time period during
which the Government s doing its
work. This is the time period over
which the company has no control. I
have no problem in extending that
time in addition to the time the patent
would last.

However, the other period of time
we are talking about is the time that
the companies themselves are control-
ling. This is the period of time be-
tween applying for the patent and the
time they finish their experiments and
what not with the drug. This can go
on to extend to the full 7 years, to-
gether with the time consumed by the
Government.

Mr. Speaker, I reserve the balance of
my time,

Mr. KASTENMEIER. Mr. Speaker, 1
yield 2 minutes to the distinguished
chairman of the Committee on the Ju-
diclary, the gentleman from New
Jersey (Mr. RopINoO).

(Mr. RODINO asked and was given
permission to revise and extend his re-
marks.)

Mr. RODINO. Mr. Speaker, I thank

-the chairman of the subcommittee for

yielding this time to me.

Mr. Speaker, I am pleased to rise in
support of this important compromise
legislation, the Patent Term Restora-
tion Act, which provides a limited
patent term extension for pharmaceu-
tical and chemical inventions, the pri-
mary class of inventions which loses
commercial patent life due to regula-
tory testing and paperwork require-
ments.

I compliment the gentleman from
Wisconsin and his able subcommittee,
who have studied this issue for over 4
years, with the expert assistance of
the Office of Technology Assessment
and the Patent and Trademark Office.

Mr. Speaker, I would like to use my
time to carefully respond to some of
the criticism which has been leveled
against this bill.

First, it has been suggested that
H.R. 6444 wlill simply enrich already
prosperous drug companies. In re-
sponse, I would only say that the pur-
pose of H.R. 6444 is not to enhance
profits of anyone. Rather, the purpose
of the bill is to channel existing prof-
its into further research by insuring
adequate patent term to amortize in-
vestments In research. Since 1966, ef-
fective patent life has declined from
146 years to 6.8 years. Unless a
remedy such as this legislation is
passed, pharmaceutical companies
may not continue to Invest in re-
search, a situation which will not be in
the public interest.

Further, it has been claimed that de-
cline in patent term will have no effect
on the level of Investments in re-
search. The committee record shows
to the contrary, that pharmaceutical
research as a percentage of sales fell
almost 35 percent from 1966 to 1980.
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During the same period, average effec-
tive patent term declined from 14.6
years to 7.4 years—46 percent. In 1981,
it declined further to 6.8 years..

Also, it has been claimed that patent
owners can already extend patent life
by obtaining more than one patent on
31 product, so-called patent pyramid-

g.

This is the most erroneous charge
against this bill, because these subse-
quent patents are virtually always
“process patents” which simply pro-
tect a new method of manufacture,
they do not extend the patent on the
invention itself. They in no way limit
generic companies from using an off-
patent chemical formula and manufac-
turing the product.

It is recognized by many that the
issue involved is not simply the growth
of the economy, it iIs encouraging
future investment of large sums of pri-
vate capital in the high risk area of
breakthrough pharmaceutical technol-
ogy. Such _nvestments pay off not
only in economic growth but even
more importantly in improvements to
the health and well being of our
people, especially those most likely to
need new medical technology, such as
senior citizens.

That is why such nonprofit groups
as the National Alliance of Senior Citi-
zens, the American Cancer Society,
the American Heart Assoclation, the
American Medical Association, the
American Bar Association and dozens
of researh hospitals and universities
support the legislation.

The committee has reported a meas-
ure that neither side is totally happy
about. That is a mark of its fairness. It
will, I believe, provide some impetus
for development of the myriad drugs
necessary to the continued health
needs of our Nation.

Mr. SHAW. Mr. Speaker, I yield 5
minutes to the ranking minority
member of the subcommittee, the gen-
tleman from Illinois (Mr. RAILSBACK).

(Mr. RAILSBACK asked and was

given permission to.revise and extend -

his remarks.)

Mr. RAILSBACK. Mr. Speaker, I
rise in very strong support of this bill.

I simply want to agree and concur
with the remarks both of the chair-
man of the full committee as well as of
the chairman of the subcommittee,
the gentleman from Wisconsin (Mr.
KasTENMEIER), and I want to begin by
saying that in my opinion this is a case
where Government regulation has
once more Impacted tremendously on
American business.

I want to make a point in response
to an earlier remark that we are some-
how extending patent life for 24 years.
Let me make it very clear that that 24
years that was mentioned is not really
a useful patent life because it would
include the regulatory review before
the product was even marketed. In
other words, what we are doing is rec-
ognizing the problems of this one
American industry. Actually there are
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two, because we have the agricultural
chemical industry, as well as the phar-
maceutical industry, both of which un-
dergo very extended, prolonged regu-
latory testing, and the net effect is
that our American pharmaceutical in-
dustry and our American agricultural
chemical industry simply are not af-
forded the protection that is afforded
to virtually every other American in-
dustry that Is entitled to patent pro-
tection.

What we are trying to do Is to en-
courage these companies which are re-
search intensive and very risky by
their nature to plow money into re-
search and development for effective
new drugs. That is the purpose of the
bill, and it Is in my opinion sorely
needed.

I want to mention something from a
competitive standpoint as it relates to
forelgn competiton, and I want to
make this point so that all of my col-
leagues are aware of it. Foreign com-
petition has increased dramatically
over the past 10 years. Approximately
40 percent of new drugs introduced
were developed by foreign companies,
primarily Japanese and West German.
Fifty percent of the drugs scheduled
for introduction in the period, 1981-85,
we believe, will be foreign originated.

Of perhaps greater significance Is
the fact that the Japanese Govern-
ment has now targeted the Japanese
pharmaceutical industry as a priority
growth industry for the 1980’s and the
1990’s. What that means, then, is that
we are now going to have the Japanese
Government, as it does, working In
concert with its pharmaceutical indus-
try to try to really develop almost a
monopoly in that industry. We have
already seen the establishment in the
United States of several subsidiaries of
Japanese pharmaceutical companies,
and the number is expected to in-
crease dramatically over the next 2 to
3 years. '
I want to cite an editorial that I
think summarizes at least my view,
and this comes from the Chicago Trib-
une of May 1, 1981, which said this:

Some objections have been raised to the
proposed legislation because it would
lengthen the time until a drug could be
copied by the developer’s competitors and
marketed as a generic product, presumably
at a lower price. But in the long run, we all
stand to benefit much more from the discov-
ery and availability of new medications. It is
far less expensive to treat patients with
drugs than with surgery or long hospitaliza-
tion, which may be the only alternatives.
And one of the most effective ways to cut
health care costs i3 to develop new medica-
tions. Enormous savings, for example, could
be made if we had more effective drugs for
heart disease, cancer, genetic disorders, res-
piratory diseases, and a long list of other ail-
ments for which better treatment is urgent-
ly needed.

Mr. Speaker, I want to mention, too,
that we have support from the Ameri-
can Cancer Society, the American
Medical Association, the National Alli-
ance of Senior Citizens, the Johns
Hopkins University, the Association of
American Medical Colleges, and the
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Health Industry Manufacturers Asso-
ciation, which are very much aware of
the need for further plowing money
into research and development. That
is just mentioning a few of the 38 let-
ters of endorsement that we have re-
ceived. There are more than 50 editori-
als from newspapers all over the coun-
try that endorse this legislation.

Mr. Speaker, I strongly urge my col-
leagues to support the legislation.

Mr. KINDNESS. Mr, Speaker, will
the gentleman yield?

Mr. RAILSBACK. I am happy to
yield to the gentleman from Ohio.

(Mr. KINDNESS asked and was
given permission to revise and extend
his remarks.)

Mr. KINDNESS. Mr. Speaker, 1
thank the gentleman for yielding, and
I wish to associate myself with his re-
marks in strong support of the bill.

Mr. Speaker, in recent years, the
average patent life for new drugs in-
troduced into the marketplace has de-
clined significantly. It has been shown
that our stringent regulatory require-
ments take 7 to 10 years to complete,
almost half of the 17-year period that
Congress has specified for exclusive
patent protection on other products.
No one wants to return to allowing the
sale of any concoction off of the back
of a wagon, without the public having
any idea whether it is safe to take, or
effective as a medicine. But, if the
agencies of Government are going to
demand costly and extensive develop-
ment and testing procedures before
any product can be marketed, it is
only fair that the time required to
obtain that approval is not taken off
the patent life.

The average cost of marketing a new
medicine is now about 470 million, and
the number of such new medicines has
declined dramatically in the last 20
years, at the same time that the regu-
latory approval process has been de-
manding increased resources of time
and money.

This bill would simply restore part
of the patent life not available, be-
cause the Federal Government delays
marketing until appropriate clinical
and animal tests have satisfled the
Food and Drug Administration scien-
tists that a drug is safe and effective.
No patent would be extended unless
such regulatory delay had actually oc-
curred, and In no case could the term
be extended more than 7 years.

Opposition to this idea has come
from some who complain that restor-
ing this part of the patent protection
will result in higher prices for drugs, &
particular concern of the elderly. They
overlook the fact that research and de-
velopment of new products are essen-
tial as an alternative to more costly
forms of therapy, such as hospitaliza-
tion or surgery. Besides being less

costly, drug therapy iIs safer for elder- -

1y patients. They have certainly bene-
fited from our superior technology in
the past. In fact, out of every dollar
spent on health care in the United
States, only about 8 cents is paid for
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medicine. While the Consumer Price
Index has risen 178 percent, and
health care costs have increased 629
percent, the cost of prescription drugs
has increased only 34 percent in the
past 20 years.

Patent restoration will provide more
incentive for research and develop-

.ment of new products, as well as pro-

moting price competition between old
and new medicines. Drug manufactur-
ers who do not do research and devel-
opment are very shortsighted to
oppose this incentive, because if the
basic research is not done and the test-
ing and approval process not complet-
ed, there will be substantially fewer
products brought to the market, and
both they and the public will be the
losers.

This extension of the patent term to
compensate for time required by our
regulatory procedures is a matter of
equity, and will not affect the patent
life of any drug or chemical currently
being marketed. I urge the passage of
this legislation.

Mr, KASTENMEIER. Mr. Speaker, I
yleld such time as he may consume to
the gentleman from New Jersey (Mr.
HUGHES).

(Mr. HUGHES asked and was given
permission to revise and extend his re-
marks.)

Mr. HUGHES. Mr. Speaker, I rise in
support of H.R. 6444, the Patent Term
Restoration Act, and urge my col-
leagues- to adopt this important bill
which provides for an extension of the
patent term lost due to Federal agency
review periods.

As a cosponsor of H.R. 6444, and as a
member of the Judiclary Committee
which favorably reported the patent
term restoration bill in early August, I
believe that enactment of this legisla-
tion will go a long way in stimulating
industrial innovation and would
reduce the inequities resulting from
delays in bringing patented products
to market due to Federal regulations
and agency reviews.

Despite the fact that enactment of
the patent term extension bill prom-
ises to improve the quality of health
care by bringing more—and much im-
proved—pharmaceutical products to
the marketplace, some concern has
been raised by those who fear that the
extended patent term will result in
slowing the process by which generic
drugs come to the marketplace. The
Judiclary Committee, however, mind-
ful of the important role that generics
play, limited the application of the
legislation to patents issued after the

‘date of enactment. The legislation also

provides that no patent can be ex-
tended under the bill for more than 7
years.

I believe that the patent term bill is
a falr and equitable approach to
assure that American companies
remain competitive while at the same
time encouraging the developing of
new products to meet our health
needs. As Congressmen RopINO and
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KasTENMEIER have clearly indicated,
this legislation will encourage the in-
vestment of the large sums of private
capital needed to achieve new break-
throughs in the high-risk fields of
pharmaceutical innovation and tech-
nology.

I urge you to join with us in support-
ing this important and well-balanced
legislative proposal.

Mr. KASTENMEIER. Mr. Speaker, I
yleld 7 minutes to a member of the
subcommittee, the gentleman from
Massachusetts (Mr. Frank), in the
belief that he will yield to those col-
leagues who support his point of view.

Mr. FRANK. Mr. Speaker, I thank
the chairman of my subcommittee for
yielding to me.

Mr. Speaker, I want to acknowledge
the significant work that the gentle-
man did to improve this bill, but I
think in part that is one of the reasons
why we ought not to be doing this on
suspension.

There are two levels of discussion on
this bill. One is whether or not any
relief is needed for this industry, and
Members differ about that. But there
is another level which is even more im-
portant for those who agree that some
relief would be required, and that is
how best to structure it in a fairly dif-
ficult area.

In committee there were several
anendments which were debated at
some length and defeated. Allusion
was made ‘'to the fact that opponents
to the bill in its present bill were over-
whelmed. Mr. Speaker, we were
“whelmed,” but I am not sure that we
were overwhelmed. We got better than
a third of the committee that support-
ed some fairly substantial amend-
ments, and we lost by votes of 16 to 10
and 16 to 9. That seems to me to justi-
{fy a chance to deal with the bill in a
form that allows amendment. This
really is not the kind of legislation for
which the suspension calendar was in-
tended, since there is a substantial bi-
partisan section of the committee
which seeks amendments and since
there are subcommittees and chair-
men having related jurisdiction which
support amendments.

Mr. Speaker, the fundamental
amendments are two in number. First,
the question is, if some patent term as
this 1s necessary, when should it
begin? In its current form the patent
term is extended for that period
during which experimentation is being
done on the drug. That is not in my
Judgment the requirement that the
Federal Government imposes on the
companies. It is something that
common sense and common decency
and a respect for human life imposes
on the companies. I do not think they
ought to be compensated in extra time
for the time they use in testing this
drug for efficacy and for safety.

Moreover, the FDA itself has no con-
trol over what happens during that
period. That is in the control of the
companies themselves.
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One amendment proposed by the
gentleman from Florida (Mr. Saaw),
and supported by many of us in the
subcommittee would have begun
adding on to the patent process at
that moment at which the Food and
Drug Administration was given a com-
pleted application. It is at that point
that the jurisdiction of the regulatory
agency is engaged. It is during that
period that any bureaucratic delay
would occur,

Many of us were prepared to support
an amendment that would say that
the day the companies hand in a com-
pleted application to the FDA, from
that moment forward they would get
extra time.

Another amendment we wanted to
have Is related, because as the bill now
stands, there is no mechanism for de-
ciding who was at fault for the delay.
Under the current bill a company
which suffers delay because of its own
ineptitude or its own shortcutting in
not properly testing this drug would
be rewarded with an extension of its
patent term. I would like the opportu-
nity to offer an amendment, supported
by a substantial partisan minority of
the subcommittee, to allow someone to
intetvene in that process and say,
“walt, this is not the problem of bu-
reaucratic delay.”

0O 1345

Mr. RAILSBACK. Mr. Speaker, will
the gentleman yield?

Mr. FRARK. 1 yleld to the gentle-
man from Illinois.

Mr. RAILSBACK. I thank the gen-
tleman for ylelding.

I wanted to point out that there is,
as the gentleman knows, a great deal
of testing before it actually goes into
the chemical testing stage, before they
ever even apply for a patent. There
are all kinds of testing before it ever
reaches that stage.

Mr. FRANK. I thank the gentleman.
I am glad there is. But I do not regard
that as a favor at any point that the
companies are doing for us. I regard
that as an integral part of the process
by which one determines the fitness of
the drugs to go forward.

Let me say further I agree with the

' gentleman that this is a fit subject for

debate. What we are asking for today
is not defeat of the whole bill but
defeat of the suspension process so
that the gentleman from Illinois and I
could in fact conduct this debate for
the benefit of the Members in a some-
what more open fashion, not con-
strained as we are by the time.

I do not think, given the kinds of
issues the egentleman from IHiinois
would like further to discuss, that the
suspension process adequately con-
tains this.

The cost of this is that generic
drugs, a means of saving money for
consumers and for the Government, a
means of effective cost control that
does not sacrifice the quality of care,
will be put further out of the reach of
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consumers. I think that would be a
mistake.

Mr. Speaker, I yield such time as I
have remaining to the gentleman from
Tennessee (Mr. GORE).

Mr. GORE. I want to thank by col-
league and pay my respects to the
chairman of the subcommittee and the
full committee.

I respectfully oppose this bill as
strongly as I possibly can as an unnec-
essary giveaway for which nothing will
be given in return. It proceeds from
false premises and I want to outline
them one by one.

No. 1, the impression is given that
this industry is in distress. That is
false. This industry is the third most

~profitable industry in the United
States. This fact comes not from the
debate of the chairman of the subcom-
mittee this morning, but in the argu-
ments and the general presentation of
the industry. The profits of this indus-
try are going up and up and up.

No. 2, that there is some problem
with R. &. D. expenditure. Research
and development spending has been
skyrocketing and it has been going up
in real terms, deflated dollars year
after year after year. Let me read you
a recent quote from Fortune magazine
within the past year.

Merck is pouring a colossal $280 million
into R&D this year, nearly four times more
than ten years ago, while Ei Lilly’s $210
million for 1980 was three times more than
in 1971. Pfizer's research expenditure,
which quintupled from 1970 to 1980, will
grow by nearly 16% this year, to around
$180 million, while Squibb has boosted
dlng 84% In the last five years to $91

Oon.

‘Where is the problem with incentive
for research and development? And as
if there was a problem, we already
gave them just this past year a new 25-
percent tax credit to stimulate them
even more. How much encouragement
do they need?

The second false premise is that in-
novation has been declining, it is said.
Innovation has not been declining.

The statement has been made that
there are half as many drugs approved
this year as in 1860. That is misleading
because 1962 was the year the modern
era of drug regulation began. There
were fewer new drugs approved in
1962 than there were this year.

The third false premise, that there
is a problem with the effective patent
life. Let us look at the effective patent
life for not just the ones that the drug
industry averages In but let us look at
the top selling drugs for this year.

An average number of years of
patent monopoly protection after FDA
approval is not 17 years but 18% years,
more than the 17 years.

How could that be? It is because
they use the patent system, they pyra-
mid patents, and they evergreen pat-
ents. Even after the patent perfod ex-
pires they still control the market.

Take the example of librium.

I urge my colleagues to vote no when
the occasion arises.
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Mr. SHAW. Mr. Speaker, I yield 1
minute to the gentleman from Kansas
(Mr. GLICKMAN).

(Mr. GLICKMAN asked and was
given permission to revise and extend
his remarks.)

Mr. GLICKMAN. Mr. Speaker, I co--

sponsored this legislation and I still
believe that there are many more
changes in the law that need to be
made.

But I would urge my colleagues, as a
cosponsor, to vote against this bill on
the Suspension Calendar.

‘This is a very serious piece of legisla-
tion. One of the amendments that was
offered in committee, the Shaw-Frank
amendment, would have provided that
the extension period for patents be
counted as to the various products cov-
ered from the time of the application
to the Federal agency until it is ap-
proved. That is a critical amendment.
The length of the patent term as it is
to be extended under this bill would be
modified significantly by a very impor-
tant amendment that should have the
opportunity to be offered.

While it is true many of the things
that have been said about the nature
of this industry and the need for inno-
vation, I think the length of the time
of the patent extension is one that de-
mands the attention of this House
under a separate floor vote and, there-
fore, I would urge a no vote under sus-
pension of the rules.

Mr. SHAW. Mr. Speaker, I yield §
minutes to the gentleman from Michi-
gan (Mr. SAWYER).

Mr. SAWYER. Mr. Speaker, I rise in
support of this legislation.

Right at the outset I want to make a
correction or two in some of the state-
ments made by the gentleman from
Tennessee; namely, if you adjust for

inflation the pharmaceutical research -

as a percentage of sales'fell by almost
35 percent from 1966 to 1980.

During the same period of time the
effective patent term declined from
14.6 years to 7.4 years. Then in 1981
the effective patent term declined to
6.8 years.

I would also suggest that the gentle-
man from Tennessee published an ar-
ticle not too long ago wherein he at-
tributed this bill to the Reagan admin-
istration. This bill actually, if the gen-
tleman had done his homework, had
its genesis in the Carter administra-
tion. President Carter appointed a

blue ribbon panel to get into this sub--

ject, to find out why innovation and
patent applications were declining in
the United States and in particular in
this industry; namely, the pharmaceu-
tical and chemical industries where
they had declined by over 50 percent
since 1960.

This panel came up with some four
major recommendations. One was that
we computerize and data process the
Patent Office to make it more effi-
cient. Second, that we get a review and
restudy process and increase the
patent examiners. Third, that we set

up a new Patent Court of Appeals
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called the Court of PFederal Circuit.
Fourth, that we do something to cor-
rect this intrusion on the patent term
that this process of Federal examina-
tion and licensing -before it could be
marketed that applied in both the
;t:ﬂha.rmaceutlcal and chemical indus-
es. :

The first three of those have been
accomplished by the Congress, and
this is the fourth one that is being im-
plemented to try and get some life
back in our innovation and our patent
applicatons and in our progress.

‘This bill has been endorsed by ap-
proximately 50 of the major newspa-
pers in the country, including the New
York Times and the Washington Post,
which are certainly liberal and con-
sumer-oriented newspapers.

Not only has it been endorsed by
these major newspapers on the basis
of fairness, but by every one of the
major medical and health care organi-
zations, including the American Medi-
cal Association, the American Bar As-
soclation, the Patent Division, and the
American Association of University
and American Association of Medical
Schools, the Heart Assoclation, the
Cancer Association, who are all behind
this legislation.

May I say that when we have a
patent term for 17 years for the inven-
tor of a toy, to say that the inventor of
an important pharmaceutical can only
have 6.8 years of patent protection is
Just a question of plain fairness. All of
them had 17 years historically as indi-
cated by the Constitution. Then in
1962 we started this Federal process of
a patent, but before marketing, that
has gradually chewed up that patent
life as to pharmaceuticals and pesti-
cldes and certain chemicals.

In just plain fairness it is merely
iglvlng back that time or a portion of
t.

Also, the pyramiding and evergreen-
ing has been alluded to and would be
prt:vent.ed by this bill which wipes that
out.

So it is just in plain fairness to this
industry and to reencourage the in-
vestment of research and development
money.

Incidentally, we are getting very
little for it. There is no effect on the
patent - life for almost 20-years down
the pike from today if we do adopt the
bill. Nothing will change except the
encouragement of R. & D. money
going into the development of phar-
maceuticals and drugs.

Mr. RAILSBACK. Mr. Speaker, will
the gentleman yield?

Mr. SAWYER. I yield to the gentle-
man from Illinois.

Mr. RAILSBACK. I thank the gen-
tleman for yielding.

I wanted to make one point, which is
that the New York Times and the
Washington Post I think have now
come out with a subsequent editorial
that calls for an amendment.

But the gentleman is absolutely
right, originally they were very strong
for the bill.
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I think the gentleman has made
some excellent points. I think the gen-
tleman from Texas (Mr. BROOKS) is
also for the bill.

Mr, SHAW. Mr. Speaker, I yield 1
minute to the gentleman from Texas
(Mr. BROOKS).

(Mr. BROOKS asked and was given
permission to revise and extend his re-
marks.)

Mr. BROOKS. Mr. Speaker, I rise In -
support of H.R. 6444, the Patent Term
Restoration Act of 1982. This bill
would allow the extension of the term
of a patent for products which are
subject to review by Federal agencies
when the owners of those patents are
prevented from marketing their inven
tions during the agency approval proc-
€ss.

Mr. Speaker, this bill has the jmpor-
tant purpose of encouraging inmc«a-
tion by restoring full value te paients
on Inventions subject tg agency
review. It would grant palent owners
an extension of their rights for up to 7
years beyond the traditional 17-year
patent term. The kngwledge that the
regulatory review and approval proc-
ess will not diminigh the value of their
patents i3 certain to encourage re-
search and developraent in these regu-
lated fields.

Mr. Speaker, under the able leader-
ship of my friend, Chairman Bos Kas-
TENMEIER, the Judiciary Subcommittee
on Courts, Civil Liberties, and the Ad-
ministration of Justice has made sev-
eral changes to the original patent
term bill, HR. 1837. These amend-
ments insure that the original purpose
of the legislation will be carried out
and that there will be minimum nega-
tive impact from the bill on the gener-
ic drug industry and on consumers.

I urge support of H.R. 6444.

Mr. SHAW, Mr. Speaker, I yield 4
minutes to the gentleman from Cali-
fornia (Mr. WaAXMAN). .

(Mr. WAXMAN asked and was given
permission to revise and extend his re-
marks.) .

Mr. WAXMAN. Mr. Speaker, there
is one proposition that 1 think both
the proponents and oppor mis of this
bill would agree upon that is the faet
that when we give an extenalon of the
patent interest period it s to
lead to a longer period of timw i
which there will be higher prices for
drugs. That is logical, because a patent
means you have a monopoly over the
production and sale of a drug.

That monopoly means that there
cannot be a competitor who can pro-
duce the same drug and sell it at
cheaper price.

‘What this bill will do will be to insist
on the highest price for drugs to be
paid by those people who need to buy
drugs.

Who are the people who need to buy
drugs? Primarily the elderly and cer-
tainly the sick. Eighty-four percent of
drug purchases in this Nation are paid
for out of the pockets of the people
who must buy medications.
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This bill will add a shift and it will
add to the cost of drugs billions which
will mean a shift out of the pockets of
the elderly primarily into the pockets
of the pharmaceutical manufacturers.
We are told that we ought to support
this shift of billlons of dollars from
those who are on limited, fixed In-
comes to those who are some of the
wealthiest corporations in this Nation
because it Is going to be fair and it is
going to bring about innovation.

But if we look at those claims, they
just do not hold up because what we
see with the pharmaceutical industry
was, according to the Wall Street
Journal, a 25-percent increase in prof-
its in 1981. For 1982, a 20-percent in-
crease in profits. And at a time when
everyone else In this Nation is suffer-
ir.~ from recession.

W.aat we have seen in expenditures
for resegseh and development is a con-
tinuous increase year after year.

When the drug manufacturers man-
ufacture drugs they get their invest-
ment back and they get a tremendous
profit. I do not begrudge them that
but what I do begrudge them is to
come to Congress & year after we
passed the tax bresk for them for re-
search and development of 25 percent,
and to ask us to help them out by
giving them a longer period of time
over which they are going to ask the
elderly of this Nation to pay higher
prices for drugs.

I do not think that is fair and a
number of my colleagues agree that it
is not fair who originally thought this
idea of this bill seemed right.
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A number of my colleagues joined in
even coauthoring the bill, who accept-
ed that superficial argument that is
advanced for it; and then later, when
they looked at the legislation more
carefully, they decided to oppose it.

Two of the leading newpapers in this
Nation originally supported the bill
when they heard from the pharmaceu-
tical industry.. But when they looked
at it a 1litt)2 more carefully, they
backed away from it. The New York
Times and tre Washington Post both
told us to sapport this legislation, and
then later came out with editorials
askir.¢ us to either oppose it or to se-
verely curtail it.

Now, this legislation is different
from that which thé other body has
proposed, and it is still not legislation
that the drug industry will support be-
cause the drug industry wants the bill
passed by the other body—because
that is a much more generous bill for
them. And this compromise which we
are being urged to vote for is a com-
promise which they still do not accept.

I urge that on this suspension vote
we defeat this bill, that we defeat it
because as it stands today before us we
have only one choice to vote up or
down, and I say let us vote down this
bill. I urge my colleagues to join me in
doing so.

CONGRESSIONAL RECORD — HOUSE

Mr. SHAW. Mr. Speaker, 1 yleld 1
minute to the gentleman from Tennes-
see (Mr. GORE).

Mr. GORE. I thank my colleague for °

his courtesy.

Mr. Speaker, just to correct the
record once and for all, the Post
changed its position, the New York
Times changed its position, too, and
the Times did not just ask for amend-
ments. I say to my colleagues; it came
out flat, foursquare against the whole
thing. Let me read to my colleagues
what they sald:

The pharmaceutical industry is efficient,
profitable and healthy. It has no demon-
strable need for any special break. The
patent system as & whole may need reform,
but that is a different issue. Monopoly
rights should not be doled out to anyone
with a hard-luck story, as Congress seems to
belleve. The proposed extension 1s unjusti-
fied, unsuited to the stated purpose of in-
creasing research and offensive to the basic
principle of a free economy.

To sum up, research and develop-

ment spending is increasing. Profits

are Increasing. Innovation is stable.
The industry does not need this bill.
‘The only thing it will accomplish is to
raise the price of medicine by an esti-
mated $3 billion to $5 billion each
year.

Mr. Speaker, 1 urge my colleauges to
vote “no.”

Mr. SHAW. Mr. Speaker, I yleld
myself the balance of my time.

The SPEAKER pro tempore. The
gentleman from Florida (Mr. SHAW) Is
recognized for 1 minute.

Mr. SHAW. Mr. Speaker, I think in
our desire to finish up the legislative
business of this Congress, we are prob-
ably going to be doing a lot of things
and voting on a lot of things that we
have no business doing. In looking
around this hall today, we see that
most of the Members are apparently
not here. I think that if we would
check, we would find that they were
not in their offices, that they are in
their home districts doing important
business. But this is important busi-

ness. What we must do iIs to vote this -

bill down under suspension, get it here
on the floor, with an open rule, so that
we can prestnt amendments to take
the bad part out of this bill and pass it
in a preferred form.

What we are talking about is the
pocketbooks of the elderly. And for us
to go running out of this hall so that
we can get home to campaign and trip-
ping over the limited earnings of the
elderly in doing so0, I think it would be
a tragedy..-We must take out of the bill
the portion that would allow the ex-
tention of the patent, the period of
time the prices are set without compe-
tition, to take out that portion which
the company has complete control of,
and come up with a good bill that all
of us can support.

@ Mr. CORRADA, Mr. Speaker, I rise
in support of H.R. 6444, the Patent
Term Restoration Act, which would
restore the period of useful life of pat-
ents lost hurdiing over Federal regula-
tions. Currently, manufacturers of

September 13, 1982

such products as drugs, medical de-
vices, and chemicals, use more than
half of the 17 years of their patents
exclusivity period complying with
FDA's premarketing requirements.

It is only fair play that we correct
this inequity in the law. It is ironic
that medical breakthroughs be penal-
ized for having to meet Federal regula-
tory requirements directed to protect
the public health.

With this kind of disincentive, it
comes as no surprise that In the past
20 years there has been a dramatic de-
cline in the number of new medicines
introduced in the United States. Our
research intensive industries feel be-
trayed when Congress incentives are
diminished by subsequent regulations
and nothing is done about it.

The future well-being of our citizens
and the economic situation of our
Nation demands the drafting of incen-
tives for economic investment in high-
risk areas that could bring about eco-
nomic growth and new lifesaving prod-
ucts. This bill provides a simple, equi-
table, and uncostly way of stimulating
this capital investment in areas that
could lead us to a new era of economic
stability and a healthier life for our
people.

I urge my colleagues to vote for the
passage of this legislation.e

The SPEAKER pro tempore. The
question is one the motion offered by
the gentleman from Wisconsin (Mr.
KasTENMEIER) that the House suspend
the rules and pass the bill, H.R. 6444,
as amended.

The question was taken.

Mr. FRANK. Mr. Speaker, on that I
demand the yeas and nays.

The yeas and nays were ordered.

The SPEAKER pro tempore. Pursu-
ant to the provisions of clause 5, rule
I, and the Chair’s prior announce-
ment, further »rarsedines of this
motion will be r

e —
a WE

Mr. KAS' Ir. Speaker, 1
ask unanin hat all Mem-
bers mdy | tive days in
which to r :nd their re-
marks on tl $44, just con-
sidered.

The SPI tempore. Is
there objec ‘equest from
the gentlen: msin?

.There wa:

EXTENSI E XVII OF

PUBLIC | WVICE ACT

Mr. WAX raker, I move
to suspend pass the bill
(H.R. 6384) ' XVII of the
Public Heal '

The Clerk Is:

Be it enact ¢ and House of
Representatii ted States of
America in i led, That sec-
tion 1701(b) ~ Jealth Service
Act (42 US.C ended by strik-
ing out “and’ 14 by inserting
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