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Drug Price Competition: House completed all
general debate on H.R. 3605, to amend the Federal
Food, Drug, and Cosmetic Act to authorize an ab-
breviated new drug application under section 505 of
that Act for generic new drugs equivalent to ap-
proved new drugs; but came to no resolution there-
on. Proceedings under the 5-minute rule will begin
on Thursday, August 9.

H. Res. 569, the rule under which the bill was
considered, was agreed to earlier by a yea-and-nay
vote of 304 yeas to 74 nays, Roll No. 360. Agreed 10
consider the rule by a yea-and-nay vote of 313 yeas

to 80 nays, Roll No. 359.
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PROVIDING - FOR CONSIDER-
ATION OF HR. 3605 'DRUG
PRICE COMPETITION ACT OF
1983

Mr. DERRICK, from the Committee
on Rules, submitted a privileged
report (Rept. No. 98-974) on the reso-
lution (H. Res. 569) providing for the
consideration of the bill (H.R. 3605) to
amend the Federal Food, Drug, and
Cosmetic Act to authorize an abbrevi-
ated new drug application under sec-
tion 505 of that act for generic new
drugs equivalent to approved new
drugs, which was referred to the
House Calendar and ordered to be
printed, as follows: e

H. Rzs. 567 )

Resolved, That at any time after the adop-

tion of this resolution the Speaker may.

pursuant to clause 1(b) of rule XXIII, de-- .

clare the House resolved Into the Commit-
tee of the Whole House on the State of the
Uniog for the consideration of the bill (H.R.
3605) to arhend the Federal Food, Drug, and
Cosmetic Act to authorize an abbreviated
new drug application under section 505 of
that Act for generic new drugs equivalent to
approved riew drugs, and the first reading of
the bill shall be dispensed with. After gener-
al debate, which shall be confined to the bill
and shall continue not to exceed two hours,-
one hour to be equally divided and con-
trolled by the chairman and ranking minori-
ty member of the Committee on Energy and
Commerce, and one hour to be equally di-
vided and controlled by the chairman and
ranking minority member of the Committee
on the Judiciary, the bill shall be considered
for amendment under the five-minute rule.
It shall be in order to consider the amend-
ment in the nature of a substitute recom-
mended by the Committee on Energy and
Commerce now printed in the bill as an
original bill for the purpose of amendment
under the five-minute rule, said substitute
shall be considered for amendment by titles
instead of by sections and each title shall be
considered as having been read. and all
points of ordér against said substitute for
failure to comply with the provisions of
clause 7 of rule XVI are hereby waived. It
shall be in order to consider en bloc the
amendments recommended by the Commit-
tee on the Judiciary now printed in the bill
to each title. It shall be in order to consider
an amendment offered by Representative
Derrick of South Carolina adding a new
title I1I consisting of the text of title II of
the bill H.R. 5§929. Said amendment shall be
considered as having been read. and all
Soints of order against sa‘d amendment for
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failure to comply with provisions of clause 7
of rule XVI are hereby wajved. At the con-
clusion of the consideration of the bill for
amendment. the Committee shall rise and
report the bill to the House with such
amendments 85 may have been adopted, and
any Member may demand a separate vote in
the House on any amendment adopted in
the Commitiee of the Whole -to the bill or
to the committee amendment in the nature
of a substitute. The previous question shall
be considered as ordered on the bill and
amendments thereto to final passage with-
out intervening motion except one motion
to recommit with or without instructions.
After the passage of H.R. 3805, it shall be in
order to take from the Speaker’s table the
bill S. 1538 and to consider said bill in the
House, and it shall then be in arder to move
to strike out all after the enacting clause of
the said Senate bill and to insert in lieu
thereof the provisions contained in H.R.
3605 as passed by the House, and all points
of order against said motion for failure to
comply with the provislons of clause 7. rule
XV1 are hereby waived.

Mr. DERRICK. Mr. Speaker, by di-
rection of the Committee on Rules, 1
call up House Resolution 569 and ask

- for its immediate consideration.

The SPEAKER pro tempore. The
Clerk will report the resolution.

The Clerk read the resolution.-

The SPEAKER pro tempore. The
question is, Will the House now con-
sider House Resolution 569?

The question was taken.

Mr. FRENZEL. Mr. Speaker, I object

- to the vote on the ground that a
quorum is not present and make the
point of order that 8 quorum is not
present.

The SPEAKER pro tempore. Evi-
dently 8 quorum is not present. .

The Sergeant at Arms will not.ify
absent Members.

The vote was taken by electronlc
device, and there were—yeas 313, nays
80, not voting 39, as follows:

[Roll No. 359}
YEAS-313

Ackerman Brown (CA) Dowdy
Akaka Broyhill Douwney
Albosta Bryant Duncan
Alexander Burton (CA) . Durbin
Anderson Byran Dwyer
Andrews (NC) Campbell Dymally
Andrews (TX) Carper Dyson
Annunzio Carr Early
Anthony Clarke Eckart
Aspin Clinger Edgar
AuCoin Coetho Edwards (CA)
Barnard Coleman (MO) Edwards (OK)
Barnes Coleman (TX) English
Bateman Collins Erdreich
Bates Conte Evans (IL)
Bedell Conyers Pascell
Beilenson Cooper FPeighan
Bennett Coughlin Ferraro
Bereuter Courter Fish
Berman Cosne Florio
Bethune Crane, Daniel Poglietta
Bevill Crane, Philip Poley :
Biaggi D'Amours Ford (TN)
Bliley Daniel Fowler
Boehlert Darden . Frank
Bozes Daschle Prost
Boland Davis Pugqua
Boner de In Garen Garcla
Bonior Dellums ., Gejdenson
Bonker Derrick Gephardt
Borski DeWine Gibbons
Boucher Dicks Gilman
Boxer Dingell Gingrich
Breaux Dixon Glickman
Britt Donrel.v Gonzlez
Broomf{:<ld Dusgan - Gore

Gradison
Gray
Green
Guarin}
Hall UM
Hall, Ralph
Hall, Sam
Hamilton
Hance
Harkin
Harrison
Hawkins
Hayes
Heftel
Hertel
Hightower
Hortwon
Howard
Hoyer
Hubbard
Huckaby
Hughes
Hutto
Hyde
Ireland
Jacobs
Jeffords
“Jenkins
Johnson
Jones (OK)
Eaptur
Kasich
Kastenmeler
Kazen
Kemp °
Kennelly
Kildee
Kleczka
Kogovsek
Kolter
Kostmayer
Lantos
Leach
Lehman (CA)
Lehman (FL)
Leland
Levin
Levine
Levitas
Lewis (FL)
Lipinski
Lioyd

Long (LA)
Long (MD)
Lott .
Lowry (WA)
Lujan
Luken
Lundine
Lungren
MacKay
Madigan
Markey
Marlenee
Martin (NC)
Martin (NY)
Martinez
Matsuj
Mavroules

Archer
Badham
Bartlett
Billrakis
Brown (CO)
Burton (IN)
Carney
Chandler
Chapple
Cheney
Coats
Conable
Corcoran
Cruig
Dannemeyer
Daub
Dickinson
Drejer
Emerson
Ertenborn
Evans (1A)
Piedler
Fields
Frenzel
Gekas
Goodling
Gromm

Myers
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Mazzoli Savage
McCloskey Sawyer -
McCollum Scheuer
McCurdy Schneider
McDade Schroeder
McHugh Schulze
McKernan Schumer
McKinney Seiberling
McRaly Sharp
Mica Shelby
Mikulski Sikorski
Miller (CA) Sisisky .
Miller (OH) - Skelton
Mineta Slattery
Minish 8mith (FL)
Mitchell 8mith (1A)
Moakley Smith (NE)
Molinart Smith (NJ)
Mollohan Smith, Robert
Montgomery Snowe
Moody Solarz
Moore Solomon
Moorhead Spence
Morrison (CT) Spratt
Mrazek 8t Germain
Murphy Staggers °
Natcher Stenholm
Neal Stokes
Nelson Stration
Nichols Studds
Nielson Sundquist
Nowak Swift
O'Brien Synar
Onkar Tullon
-Oberstar .. Tauke
Obey N .
Olin Thomas (GA)
Ortis Torres
Ottinger Torricelll
Owens Traxier
Panetta Udall
Patman Valentine
Patterson Vander Jagt
Vandergriff
Penny Vento
Pepper Volkmer
Pickle Walgren
Porter Watkins
Price Waxman
Rahall Weiss
. Rangel Wheat
* Ratchford Whitehurst
Ray Whitley
Regula Wilson
Reid Wirth
Richardson Wise h
Rinaldo Waolpe -
Ritter Wortley
Rodino Wright
Roemer Wyden
Rogers Wylie
Rose Yates
Rostenkowski Yauron
Roth Young (AK)
Rovwland Young (FL)
Roybal Young (MO)
Rudd Zschau
Russo
Sabo
NAYS—80
Gregg Oxley
Gunderson Packard
Hammerschmidt Pashayan
Hansen (ID) Paul
Hansen (UT) Petri
Hartnett Pursell
Hiler Quillen
Holt Roberts
Hopkins Robinson
Hunter Schaefer
Kindness Sensenbrenner
Lagomarsino Shaw
Lalta Shumway
Lent Shuster
Lewis (CA) Skeen
Livingston Smith. Denny
Loeffler Snyder
Lowery (CA) Stangeland
Stump
Martin (IL) Taylor
McCain Vucanovith
McCandless Walker -
McEuwen Weber
MceGruth Whittaker
Michet Winn
Mornson {(WAY Wold

Avgust & 19+
NOT VOTING.--38

Addabbo Hall cOH) Ridge

Applegate Hatcher Roe

Bosco Helner Roukema

Brooks Hillis Shannon

Chappell Jones (NC?Y Siljander

Clay Jones (TN} Simon

Crockett Kramer Stark

Edwards (AL) LaPalkee Thomes (CA)

Fazio leath Towns

Fiippo Marriott Weaver

Ford (MI) Murtha Whitten

Pranklin Parris Williams (MT)

Gaydos Pritchard Williams (OH)
0 1910

Mr. NIELSON of Utah and Mr.
SPENCE changed their votes from
“nay’ to “yea.”

So (two-thirds having voted in favor
thereof) the House agreed to consider
House Resolution 569.

The results of the vote was an-
nounced as above recorded.

The SPEAKER pro tempore. The
gentleman from South Carolina [Mr.
DERRICK] is recognized for 1 hour.

Mr. DERRICK. Mr. Speaker, for
purposes of debate only, 1 yield the
customary 30 minutes to the gentle-
man from Missouri [Mr. TavLoRl,
pending which 1 yield myself such
time as I may consume.

(Mr. DERRICK asked and was given

ermission to revise and extend his re-

arks.)

Mr. DERRICK. Mr. Speaker, the
rule before the House provides for the
consideration of HR. 3605, the Drug
Price Competition and Patent Term
Restoration Act of 1984. It is an open
rule providing for 2 hours of general
debate. With 1 hour to be equally di-
vided and controlled by the chairman
and ranking minority member of the
Committee on Energy and Commerce
and 1 hour to be equally divided and
cantrolled by the chairman and rank-
ing minority member of the Commit-
tee on the Judiciary.

The rule makes in order the Energy

" and Commerce Committee amend-

ment in the nature of a substitute to
be considered as original text for pur-
poses of amendment. The substitute is
to be read for amendment by titles in-
stead of by sections with each title
considered as read. Clause 7 of rule
XVI1, which requires that the subject
matter of amendments be germane to
the measure being amended. is waived
against the substitute. The germane-
ness waiver is necessary because H.R.
3605, as introduced, dealt only with
Food and Drug Administration ap-
proval of generic drugs, while the
scope of the substitute was broadened
to deal with the terms of patents for
drugs as well.

The rule provides for the consider-
ation en blot of the Judiciary Commit-
tee amendments to each of the bill’s
two titles. In addition, an amendment
I will be offering to add a new titie III

is made in order. That .amendme t

consists of the text of title 1I of H.

5929. Ciause 7 of rule XVI, germane-
ness. is waived against the amend-
ment. This r.aiver is necessary because
the subiect of the amendment, label-

VTN
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Ing of textile and apparel goods, is
beyend the scope of the underlying
text. The amendment is critical to the
bealth and vitality of the U.S. textile
industry and is very similar to lan-
.guage -included In_ S. 1538, as passed
the Senate.

The rule further provides that any
Member may demand a separate vote

"in the House on any amendment
adopted in the Committee of the
whole to the bill or to the substitute
and that one motion to recommit with
or without instructions is in order.

Finally, the rule provides that, after
passage of H.R. 3605, it shall be In
order to take S. 1538 from the- Speak-

- er’s table and consider it in the House.
Then it shall be in order to move to
strike all after the enacting clause- of
the Senate bill and insert the provi-
sions of H.R. 3605, as passed by the
House. Clause 7 of rule XVI, germane-
ness, is waived against consideration of
that motion.

Mr. Speaker, the energy and com-
merce amendment in the nature of a
substitute contains two titles. The first
deals with the process by which drug
companies can obtain approval to sell
drugs which have already been certi-
fied by the Food and Drug Administra-
tion and marketed by one of the pio-
‘neer drug companies, but on which
the patent has expired. Currently,
pharmaceutical© companies which
produce generic drugs must undertake
a lengthy and expensive procedure in
order to gain FDA approval for sale of
a drug with an expired patent. These
tests are currently required despite

the fact that identical tests have al- -

ready been conducted and the FDA
has previdusly approved the sale of
the exact same drug by the company
holding the patent. This bill seeks to
end this duplication of effort and,
more importantly, make it easier for
pharmaceutical companies to market
cheaper, generic alternatives to name-
brand drugs when the patents on the
name-brand drugs have expired.

Title II of the energy and commerce
substitute amends U.S. patent law to
authorize time extensions on patents
for certain drugs. Extensions of up to
5 years can be granted when the
patent holder can show that. after, the
patent was granted, marketing of the
drugs was delayed due to the FDA ap-
proval process. It is hoped that this
extension of exclusive rights will en-
courage increased research and devel-
opment efforts by pharmaceutical
companies. .

The amendment in the nature of a
substitute also contains provisions
- clarifying -congressional intent with

regard to the definition of patent in-

fringement in the drug industry. The
provision, which has the effect of re-
versing a recent ruling of the Court of

Appeals for the Federal Circuit, states

that It is not an act of patent infringe-

ment for a drug company to test a

drug prior to the expiration date of a

patent If the tesiing is in preparation

of gaining FDA approval to market
the drug after the patent expires.

The Energy and Commerce Commit-
tee version of the bill would give to
manufacturers of unpatentable drugs
an exclusive market life of 4 years on
that protduct. The Judiciary. Commit-
tee adopted an amendment striking
that provision. The Judiciary Commit-
tee also amended the energy and com-
merce amendment to delete any refer-
ences to animal and veterinary drugs.

Mr. Speaker, this Is probably one of
the most significant pieces of legisla-
tion to be considered by this body. It
will help millions of elderly and ill
people by getting safe and less expen-
sive generic drugs on the market in an
expeditious fashion. It also helps to re-
store the incentive of patent protec-
tion to those drug manufacturers that
spend millions upon millions of dollars
in the search for new drugs.

Mr. Speaker, the rule before us-is an
open rule that would permit all Mem-
bers to offer germane amendments to
H_R. 3605. I urge my colleagues to vote
in favor of the rule so that we can
move to the expeditious consideration
of this legislation.

0 1920

Mr. TAYLOR. Mr. Speaker, I yield
myself such time as I may consume.

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

Mr. TAYLOR Mr. Speaker, House
Resolution 569 ia an open rule under
which the.-House will consider legisla-
tion changing the application process
for generic drugs and extending the
patent protection afforded developers
of new drugs. -

The rule, which was reported earlier
today from the Committee on Rules, is
an dpen rule and provides for 2 hours
of general debate.

The rule makes i{n order an amend-
ment in the nature of a substitute
from the Committee on Energy and
Commerce for consideration an origi-
nal text for the purpose of amend-
ment under the 5-minute rule.

Mr. Speaker, the rule provides a
waiver of germaneness for the Energy
and Commerce Committee amend-
ment, because the bill as introduced
dealt only with the approval process
used by the Food and Drug Adminis-
tration for generic drugs.

The scope of the substitute reported
from committee, however, is broader
than the original bill since it also deals
with the term of patents for drugs.

The substitute is to be read by titles,
and the rule provides for en block con-
sideration of amendments to be of-
fered by the Judiciary Committee.

Mr. Speaker, the rule also makes in
order a°specific amendment, to be of-
fered by the gentleman from South
Carolina, and provides a waiver of ger-
maneness for that amemdment.

The substance of the amendment to
be offered by Mr. DERRICK deals with
the labeling of textile and apparel
goods. and i{s beyond the scope of the
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committee substitute. Since the com-
mittee thought the gentleman from
South Carolina made a good case for
the consideration of his amendment,
the waiver was provided.

Mr. Speaker, the rule also provides
for linkage of H.R. 3605 to the bill, S.
1538, after passage of H.R. 3605. in
order to facilitate a conference with
the other body.

The rule makes the consideration of
8. 1538 in order, and permits a motion
to strike out all after the enacting
clause of that bill and to insert the
provisions of H.R. 3605 as passed by
the House. In addition. a waiver of
germaneness is provided for that
motion.-

Mr. Speaker, our consideration of
this legislation culminates a long, bi-
partisan effort to make it easier for
pharmaceutical companies to market
cheaper, generic drugs as alternatives
to name-brand drugs when the patents
on the name-brand drugs have ex-
pired.

There was no controversy about t,he
provisions of this rule during our hear-
ing earlier today, and I urge adoption
of the rule. ~

Mr. Speaker, I yield 5 minutes to the
gentleman from Minnesota {(Mr. FrREN-
zEL).

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

Mr. FRENZEL. Mr. Speaker. this
resolution is a very complicated one,
which Is one of the reasons that I ask .
for a vote before it be considered. As
most Members know, this rule will re-
quire a two-thirds vote for passage be- ~
cause it Is being presented to us with-
out benefit of a report. and within an
hour or so after it has been passed. I
believe the last vote required a two-
thirds vote, as well.

It is a little hard to track what we
are talking about in this rule. We are
first given a bill on which there is a
committee report. We are then toid
that that bill is not really going to be
the bill we shall actually consider.
‘There is another bill which will be
substituted for it. .

Finally, there Is a third bill which is
wholly nongermane to the first two.
Under the rule we shall take titie II, of
HR. 5929, and stick it onto the bill.
When we are done with that, if any-
body understands what we are doing.
it will be purely by accident.

Mr. Speaker, the part of the bill that
baffles me is the part of the bill which
will be introduced as a substitute by
Mr. DERRICK. It- is half of a bill, in
fact. Title II of that bill provides for
amendments to the Textile Fiber
Products Identification Act and the
Waol Products Labeling Act of 1939,
neither of which has any siight degree
of germaneness to the main biil.

Item No. 1: There was no showing
anywhere that the main bill in ques-
tion was an urgent one and had to be
considered under a rule which was
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passed 1 hour or 2 before under a two-
thirds vote.

Rule No. 2: T do not know if we have
a committee report on the Derrick
substitute. I suspect we do not. I do
not know If there were committee
hearings on it. I just heard about it a
few minutes ago. I do not know what
it means. All I know is that it is not
germane, and that this House has no
reason whatsoever to consider it now.

I also suspect, Mr. Speaker, that
after we adopt this rule and if the Der-
rick amendment is passed, then any
sort of labeling amendment will be in
order, and that means. that we are
likely to have leather identification
amendments,-perhaps footwear identi-
fication amendments, certainly tubu-
lar steel identification amendments,
and perhaps a whole raft of others.

In my judgment, the packaging of
these two items together is not only
unwise, it is rather silly for this House.
We should not be indulging 4n this
kinad of spur-of-the-moment legislation
when we are looking .for an adjourn-
ment the day after tomorrow.

If we would have handled this rule
in the normal way, it would have laid
over for a couple of days. We would
have then handled the bill in the
normal course of events and under the

regular procedures of this House. To .

force the consideration of a nonger-
mane amendment makes this.body
look like the other body, which does
not present a very good picture to our
constituents of orderly process. This
rule will take two-thirds to pass. I
would urge the House that it not be
- passed.

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

Mr. FRENZEL. I yield to the gentle-
man.

Have I made a mistake on that?

Mr. DERRICK. The gentleman is in-
correct. It took a two-thirds vote for
consideration. It will take a majority
vote for passage.

Mr. FRENZEL. I thank the gentle-
man for straightening me out. This
resolution requires only a majority
vote. The previous vote that I men-
tioned did require two-thirds, and
“those who opposed it and assisted me
in the opposition were not successful
in gaining two-thirds, which I regret
greatly.

Mr. Speaker, to sum up, this is an
unusual, unnecessary, unwarranted

: Drocedure The resolution should be
rejected by the House.

Mr. TAYLOR. Mr. Speaker, I yield 3

.minutes to the gentleman from Ohio
{Mr. KINDNESS].

Mr. KINDNESS. I thank the gentle-
man for yielding, no matter what they
say.

Mr. Speaker, 1 take this time to
inform my colleagues that I have filed
for printing in the Recorp of today
136 amendments to H.R. 3605. the
Drug Price Competition and Patent
Term Restoration Act of 1984. in order
to assure the opportunity for their
consideration in the event the leader-
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ship calls for the bill to be considered
under the 5-minute rule during the re-
mainder of this week, which might
result in my colleagues’ impatience in
turn calling for time limitations being
imposed. We know how that works.
And this is exactly the right time for
that to occur.

I support the concept underlying the
legislation, namely the combining of
patent term restoration for new phar-
maceuticals with a faster approval of
generic pharmaceuticals. However, the
process in which . we are involved
partly described by the gentleman
from Minnesota [Mr. FRENZEL] just a
few minutes ago is a fast process at
this point. ‘"The matter has been con-
sidered in a rather peculiar way. The
bill is not the bill that a lot of people
thought it was. And it is ‘combined

-with other elements that would other-

wise be nongermane.

My concern is that the bill as pres-
ently proposed is a result, in part, of
ignorance or unfamiliarity with cer-
tain parts of our laws, In particular
the patent laws of our country. It has
a great deal to do with our_position in
international trade. The bill would
cost American jobs by jeopardizing ex-
ports. It would create disincentives to
the development of new drugs for.
health minorities. It would undermine .
the financial viability of many univer-
sities, delay approvals of new life-
saving medicines, sacrifice the Amer}-
can biotechnology industry and its
edge in the world, make unenforceable
patents on inventions used to test
drugs. And the list goes on.

-These are problems assoclated with
the bill that is being brought tous in a
very quick manner at a time when
there is very little room for consider-
ation of some pretty complex matters.
If H.R. 3605 is considered under the 5-
minute rule this week, I think we will
be forced to address the multitude of
issues In the bill on a piecemeal basis
rather than being able to combine
these concepts that are included in.the
136 amendments. )

0 1930

So I would urge that the bill not be
considered this week; the rule might
just as well not be adopted at this
point. I would urge a no vote.

Mr. TAYLOR. Mr. Speaker, I have
no further requests for time, and 1
yield back the balance of my time.

Mr. DERRICK. Mr. Speaker. I move
t:)e previous questlon on the resolu-
tion.

The previous question was ordered.

The SPEAKER pro tempore. The
question is on the resolution.

The question was taken, and on 8 dj-
vision (demanded by Mr. PRreEnzeL)
there were—yeas 87, nays 21.

Mr. FRENZEL. Mr. Speaker, I object
to the vote on the ground that a
quorum is not present and make the
point of order that a Qquorum is not
present.

The SPEAKER pro tempore. Evi-
dently a qucrum {s not present.

August 8, 1984

The Sergeant at Arms will notify
absent Members.
The vote was taken by electromc
device, and there were—yeas 304, nays
74, not voting 54, as follows:
[Roll No. 360]

YEAS—304

Ackerman Florio Mikulski
Addabbo Foglietta Miller ¢<CA)
Akaka Foley Miller (OH)
Albosta Pord (TN) Mineta
Anderson Fowler Minish
Andrews(NC) Frank Moakley
Andrews (TX) Prost Mollohan
Annunzio Fuqua Montgomery
Anthony Gaydos Moody
Apblegate Gejdenson Moore
Aspin Gephardt Moorhead
AuCoin Gibbons Morrison (CT)
Barnard Gilman Mragek
Barnes Gingrich Murphy
Bartlett Glickman Murtha
Bateman Gonzalez Myers
Bates . Gore Natcher
Bedell Gray Nea)
Beflenson Green Nelson
Bennett Gunderson Nichols
Berman Hall (IN) Nicison
Bevil * Hall (OR) Nowak
Biaggl Hall, Ralph O'Brien
Bliley Hall, Sam Oskar
Boehlert Hamflton Oberstar

Hammerschmidt Obey
Boland Hance Olin
Boner Harkin Ortiz
Bonilor Harrison Ottinger
Bonker Hartnett Owens
Borskl Hayes Oxley
Boucher Hertel _‘Plnet.u
Boxer Hightower Patman
Breaux Howard Patterson
Britt Hoyer Pease_
Brooks Huckaby Penny
Broyhill Hughes Pepper -
Bryant Hutto Pickle
Burton (CA) Hyde Price
Byron Jacobs Quillen
Campbell Jeffords Rahall
Carney Jenkins Rangel
Carper Jones (OK) ‘Ratchford
Carr Kaptur Ray .
Cheney Kasich Regula
Clarke Kastenmeler Reid
Clinger Kazen Richardson
Coelho Kemp Rinaldo
Coleman (TX) Kennelly Ritter
Collins Kildee Raobinson
Conte Kleczka Rodino
Conyers Kogovsek Roemer
Coaper Kolter Rogers
Caoughlin Kostmayer Raose
Courter LaFalce Rostenkowsk)
Coyne Lantas Roth
Crane, Daniel Leach Rowland
Crane, Philip Lehman (CA)  Roybal
D'Amours Lehman (FL} Russo
Daniel Leland Sabo
Darden Levin Savage
Davis Levine Scheuer
de l1a Garza Leviias Schneider
Dellums Lewis (FL) Schroeder
Derrick Lipinsk] Schulze
DeWine Livingston Schumer
Dicks Lloyd Sharp
Dingell ° Lonza(LA) Shelby
Dixon Long (MD) Shuster
Donnelly LowTy (WA) Sixorski
Dowdy Lujan Sisisky
Douwney Luken Skeen
Duncan Lundine Slatters |
Durbin MacKay Smith (FL)
Duyer Madigan Smith (1A)
Dymally Markey Smith (NJ)
Dyson Martin (IL) Smith, Robert
Early Martin (NC) Snowe
Eckart Martinez Snyder
Edgar Matsul Sotarz
Edwards (CA)  Bavroules ~ Spence
Englizsh McCloskey Spratt - ~
Erdreich MeCollum St Germsin -
Erlenborn McCurdy . Staggers
Erans (1A) McDade Stark '
Evans (IL) McHugh Stenholm
Faseell McKernan Stokes
F.ighan McKinney Siratton
Ferraro McNulty Studds
Pish Mica Sundguist
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3 Swin Vander Jagt Wise The motion

Syrar Vandergriff wWolf .
Taion venis © Wolpe The Clerk
Tauae Voikmer Wyden follows:
Taumn Walgren Wrylie
Turlur Watkins Yates
. Thomas (GA)  Waxman Yatron Be u enacled
4 ~Torres < 4 Welss ™ Young (AK) Representatives
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DRUG PRICE COMPETITION AND
PATENT TERM RESTORATION

ACT OF 1984

The SPEAKER pro tempore. Pursu-
ant to House Resolution 569 and rule
XXI11, the Chair declares the House
in the Committee of the Whole House
on the State of the Union for the con-
sideration of the bill, H.R. 3605.

0¥ THE COMMITTEE OF THE WHOLE

Accordingly the House resolved
itself into the Committee of the
‘Whole Houle on the State of the
YUnion for the consideration of the bill
(H.R. 3805) to amend the Federal
Food, Drug, and Cosmetic Act to au-
thorize an abbreviated new drug appli-
cation under section 505 of that act
for generic new drugs equivalent to ap-
proved new drugs, with Mr. DaNzeL in

the chair.

The Clerk read the title of the bill
The CHAIRMAN. Pursuant "to the
rule, the first reading of the bill is dis-

pensed with.

Under the rule, the gentleman from
California [Mr. Waxman] will be rec-
ognized far 30 minutes; the gentleman
from Ilinois [Mr. Maprcan] wili be
recognized for 30 minutes; the gentle-

man f{rom

Wisconsin [Mr. KASTEN-

MEIER] will be recognized for 30 min-
utes; and the gentleman from Califor-
nia {Mr. MOORHEAD] will be recognized

for 30 minutes.

The Chalr recognizes the gentleman
from California (Mr. Waxxa~].

Mr. WAXMAN, Mr. Chairman. I
yield myself such time as I may con-

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

. Mr. WAXMAN. Mr. Chairman, HR.
3605 the Drug Price Competltlon and
-Patent Term Restoration Act, is the
most important ‘drug legislation to
come before the Congress since the
1962 changes in the drug laws. It is
also the most important consumer leg-
islation to be considered this Congress.

The bill will save consumers over $1

billion by making more low cost gener-
fic drugs available, The legislation will
also provide the incentives necessary
for this country to maintain its world-
wide leadership in pharmaceutical re-
search by restoring patent time lost
- due to Government review. -
Let me briefly explain the bill. Title
1 of H.R. 3605 extends the Food and
Drug Administration’s {(FDA1 generic
drug approval procedures used for
brand name drugs approved before
1962 to those approved after 1962.-For
pre-1962, the FDA does not require-
complete retesting of generic copies.
Instead, the generic drugmaker must
show that his drug is the same as the
pioneer drug which was previously de-
termined to be safe and effective. Un-
fortunately. .these abbreviated generic
d_rug approval procedures do not apply
t0 pioneer drugs approved after 1962.
* The lack of such procedures is an ef-
fective bar to generic competition be-
cause the generic companies cannot
afford the millions of dollars to dupli-
cate the test results already in the
FDA's files.

‘There are 150 post-1962 drugs which
are off patent including best sellers
such as valium, motrin, dyazide, and
inderal. By making these drugs avail-
able as generics, HR. 3605 will reduce
the cost of drugs for all consumers.
Approximately 84 percent of our citi-
zens pay their drug bill without any
form of government sassistance. Conse-
quently, the FDA estimates the cost
savings of this bill to be $1 billion.
Older Americans, in particular, will
benefit from the legislation because
they are the largest consumers of
medicines, using almost 25 percent of
2ll prescription drugs.

Federal and Siate governments will
also save millions of dollars. For exam-
ple, the Department of Defense saved
$1.2 million in 1 year on one dosage
form of a drug as a result of theé avail-
ability of a generic alternative.

Title II of the bill would extend the
patents for drugs and other substances
subject to” premarket approval for up
to 5 years. Because a patent continues
to toll when a manufacturer is testing
and awaiting Government approval,
the amount of patent time remaining
after approval is less than the normal
17 years. For example, representatives
of the drug industry have testified
that the average patent time left after
approval is between 8 and 10 years
Research-intensive firms predict that
declining patent term will result in the
develcgment of fewer innovative prod-
ucts. -

-

-
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The bill restores patent time lost
due to Government review. Conse-
quently, the legislation will create a
significant inceritive for the develop-
ment of new products. In the case of
drugs, this could mean new cures for
untreatable diseases and less expen-
sive treatments for controllable diseas-

;rhls bill represents a compromise
among divergent and sharply differing

.interests. Previously, extended approv-

al of generic drugs has been opposed
by the brand name drug companies
and supported by consumer, senior cit-
izen, and labor groups as well as the
generic drug industry. Conversely,
patent extension was supported by the
brand name drug industry and op-
posed by consumer, labor, and senior
citizen groups as well as the generic
drug companies.

After almost a year of .data analysis
and negotiations, we were able to fash-
fon a compromise bill. This legislation
has been endorsed by the FDA, the
Pharmaceutical Manufacturers Asso-
ciation representing the brand name
drug -companies, the generic drug In-
dustry, the American Association of
Retired People, the National Council
of Senior Citizens, Consumer Federa-
tion of America, AFL-CIO, AFSCME,

. UAW. and SEIU.

Chairman, this .bill fairly and
carefully balances the public’s need
for low cost generlc drugs and private
industry’s need for sufficient patent
life to encourage the development of
innovative products such as drugs. I

urge the passage of the blll without -

amendment.

Mr. MADIGAN. Mr. -Chalrma.n. I
yield myself such time as I may con-
sume.

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

Mr. MADIGAN. Mr. Chairman, I
rise in support of H.R. 3605, which Ini-
tiates an expedited, abbreviated appli-
cation process for generic drugs and
extends the patent protection afforded
the pioneer developers of new medica-
tions. This legislation culminates a
long bipartisan effort to combine and
balance these two objectives and pro-
mote innovative changes to the Feder-
al Food, Drug and Cosmetic Act. Both
the Energy and Commerce and the Ju-
diciary Committees have now provided
ample time for discussion, testimony
and rebuttal by groups- favoring the
Jegislation and by those who seek to
change it.

On the average, it takes $85 million
and over 10 years to bring a new drug
to the marketplace. This tremendous
investment of time and dollars by the
pharmaceutical industry must be pro-
tected. The majority of time expended
in meeting the regulations set forth by
the FDA involves the careful testing
of drugs for use in humans. After this
period of clinical testing, additional
administrative review further delays
the period before the drug comes to

~ the marketplace. As 1 previously
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noted, the combined time lost in meet-
ing the FDA procedures averages ap-
proximately 10 years. These are years
of lost profitability to the pioneer de-
veloper. This detracts from the re-
sources and ability of drug companies
to bring new products to the market-
place. Continued research and devel-
opment by the drug industry is vital to
maintain our preeminent position in
medical therapeutics. It is, therefore,
important to ensure that these compa-
nies be provided ample patent protec-
tion to recoup their investment.

Under the provisions of this legisla-
tion, patent protection can be ex-
tended up to 5 years as long as the ex-
tension, when added to the patent
time remaining, does not exceed 14
years. . )

We must provide this extension to

- guarantee the continued commitment

of resources for the development of in-
novative drugs to address the chang-
ing health needs of our citizens.

. At the same time, I am concerned
with the containment of health care
costs. H.R. 3605 will allow the market-
ing of generic counterparts which are
identical to post-1962 pioneer drues,
following the expiration of the origi-
nal patent term. The contribution of
medications to the overall cost of
health care can be reduced drastically
if these generic equivalents are
brought to the marketplace in a
timely fashion. It is estimated that $1
billion can be saved over a 12-year
period by the increased use of generic
equivalents.

This proposal is a balanced, biparti-
san effort that has benefits for all—
for the patients who require medica-
tion, for that part of the pharmaceuti-
cal industry that researches and devel-
ops new drugs, for that part of the in-
dustry that produces the generic
equivalents of the pioneer drugs, and
for the Federal agency that is charged
with the protection of the public in
the proper use of safe and effecme
drug products.

I suppori this important balanced
approach to the marketing of drugs in
this country, and I urge your support
for the bill.

Mr. WAXMAN. Mr. Chairman, 1
yield 5 minutes to the gentleman from
Oklahoma [Mr. SYNAR)L

Mr. Chairman, I want to point out
the very significant role the gentle-
man from QOklahoma has played in
this legislation as the author of the
Drug Price Competition and Patent
Term Restoration Act, which has been
foldegd into this compromise.

Mr. MADIGAN. Mr. Chairman. will
the gentleman yield?

Mr. WAXMAN. I would be pleased
to yield to my colleague, but I wanted
to yield time first to the gentleman
from Oklahoma, who in-his absengg I
praise as a very important participant
in this compromise, as the author of
the Drug Price Competition and
Patent Term Restoration Act. The
gentleman has played a most construc-

(LGt -
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tive role In fashioning the compromise
and he is to be commended for his
statcsmanship that he has offered,
and. since the gentleman is returning
to the floor at this time. I yield the
gentiemahfive minutes. .

(Mr. SYNAR asked and was given

. . permission to revise and extend his re-
.. marks.)

Mr. SYNAR. Mr. Chairman, I thank
the gentleman from California. -
Let me join in my praise not only for

. the gentleman from California, but

the gentleman from Illinois, for their
outstanding efforts. This bill comes
after a long and hard and arduous
compromise proposal that we have ne-
gotiated over the last 18 months.

Mr. Chairman, we have a unique op-
portunity here tonight and in the next
couple days to pass one of the best
consumer bills this Congress will con-
sider, not only in this Congress, but all
future Congresses.

0 2000

We are going to accomplish two pur-
poses by passing this bill. First of all,
we are going to provide new and better
incentives for drug companies to go
out and find better drugs; and, second,
we are going to provide cheaper drugs
by better competition in the market-
place that will benefit not only our
elderly but all of those people who
buy medicine.

We have a unique opportumty today
to bring together all of those groups
that are concerned about medical costs
in this country and about better medi-

cine. That is why this bill is being sup-.

ported across the board by business,
consumers, - elderly, and - medical
groups throughout this country.

I ask you to consider it closely, to
review the merits of.the bill. But most
importantly, remember that this is a
compromise bill between all of those
various groups that have concerns
about better medicine in this country
and providing better Incentives and
cheaper drugs for the future.

Yes, we do have an opportunity to-
night to do something which we rarely
get to do, which is to provide for a bill
that will give: us better drugs and
cheaper drugs for the future. I en-
dorse this bill enthusiastically and I
ask my colleagues to do so.

Mr. Chairman, I rise in strong sup-
port of the Drug Price Competition
and Patent Term Restoration Act.
This bill accomplishes two important
goals:

It provides incentives for research
on new drugs by restoring a portion of
the patent life that is lost during the
FDA approval process; and

It Increases price competition in the
drug marketplace by simplifying the
approval process for generic drugs

Together, these two will bring about
cheaper drugs today and better 8rugs
tomorrow,

I introduced the Patent Term Resto-
ration Act over a year ago with 100 co-
sponsors—today there are 151.

My colleagues and I were concerned
about the integrity of our patent
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system, and the adverse effect of in-
creasingly lengthy FDA approval on
drug research in this country:

Drug research as a percentage of
sales is declining.

The cost of developing a new drug
averages $87 million :

The average effective patent life of a
pioneer drug is reduced by 7 years be-
cause of FDA review.

- The bill. before us today would
return fairess to the patent process

. by restoring a protion of a drug's 17-

year patent term that has been con-
sumed during the Government-man-
dated testing and approval process.

The restoration would be limited to
5 years and in no case could give a
drug product more than 14 years of
market exclusivity.

The other title of this bill improves
price competition in the drug market-
place. It establishes an expedited ap-
proval process for generic drugs that
are identical to a pioneer drug which
has already been approved.

Currently. the FDA requires the
same lengthy testing and.application
procedure for generics that it requires
for entirely new drugs.

The effect has been to limit drug
competition by keeping generics off
the market. This bill will result in the
immediate availability of 150 off-
patent drugs at & cost of one-tenth to
one-half -of existing prices. - .

Consumers wil} save nearly $1 bfllion
over the next 12-years. And it's impor-
tant to remember that senior citizens
are the primary consumers of health
care.

This bill is an important compronuse
that improves research and develop-
ment and increases price competition
in the drug marketplace.

As sponsor of the Patent Term Res-
toration Act. and as a eonsponsor of
this legislation, I encourage my Lol-
leagues to support t.!us landmark légis-
lation.

Mr. WAXMAN. Mr. Chairman, at
this time I yleld myself so much addi-
tional time as I may consume.

This bill represents a compromise
among divergent and sharply differing
interests. Previously. extended approv-
al of generic drugs has been opposed
by the brand name drug companies
and supported by consumer, senior
citizens, and labor groups as well as
the generic drug industry.

Conversely, patent extension was
supported by the brand name drug In-
dustry and opposed by consumer,
labor, and senior citizen groups as well
as the generic drug companies.

After the work on this legislation
and the work on this compromise bill.
the legislation-has now been endorsed
by the FDA, the Pharmaceutical Man-
ufacturers Association representing
the brand name drug companies, the
generic drug industry, the American
Association of Retired People, the Na-
tional Council of Senior Citizans the
Consumer Federation of America, the
AFL-CIO, AFSCME, the UAW, the
USW, and SEIU.
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Mr. Chairman. this compromise rep-
resents broad bipartisan support. It
would not have been possible to fash-
ion this compromise without the work
of the gentleman from Oklahoma [Mr.
Synar) the gentleman from Illinois
{Mr. Mabp1can] and our Committee on
Energy and Commerce, and particular-
ly I want to pay tribute to the gentle-
man from Wisconsin [Mr. KaSTEN-
MEIER) who has been involved in this
legislation for two Congresses. His
contribution has been enormous and
without it we would not have had the .
legislation that is before us.

I want also to pay a special tribute
to the gentleman from Tennessee [{Mr.
Gorel and the gentleman from Massa-
chusetts. (Mr. FrRaNk] for their role as
well in fashioning the legislation.

I have no further requests for time
from our side and I would therefore
yield back the balance of our time.

Mr. CHAIRMAN. Does the gentle-
man from Illinois [Mr. MapiGan]
desire additional time?

Mr. MADIGAN. Mr. Chairman, 1
have yielded back the balance of my
time.

The.- CHAIRMAN. The gentleman
from Wisconsin {Mr. KASTENMEIER] is
recognized for 30 minutes.

Mr. KASTENMEIER. Mr. Chair-
man, I yield myself so much time as I
may consume.

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

Mr. KASTENMEIER. Mr. Chair-
man, I rise {n strong support of H.R.
3605, the Drug Price Competition and
Patent Term Restoration Act of 1984.
This carefully crafted compromise is
both proconsumer and proresearch. 1
hope in the next few minutes to out-
line to my colleagues both how impor-
tant this legislation is and how we got
here.

American intellectual property law.
in general, and patent law in particu-
lar, is designed to reward innovation.
The founders of our Nation recognized
the importance of promoting the use
of arts and sciences by providing Con-
gress with a specific grant of authority
In this area. Pursuant to that grant of
authority, the Congress has enacted a
series of patent and copyright laws.
Since 1861 our patent laws have pro-
vided that in return for the public dis-
closure of a useful invention that an
inventor may obtain a period of 17
yvears to exclude others from practic-
ing that invention.

As many Americans have recognized
in recent years, it {s our intelligence
and inventiveness which sets us apart
from many of our trading partners
and foreign competitors. An important
element of fostering that spirit of in-
veniiveness is a strong patent system.
One ingredient to such a system is
that inventors have a reasonable as-
surance that their inventions will be in
the commercial marketplace for a long
enough period of time for them to
recoup their investment in research. It
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is this issue of effective patent life
which originally motivated this legisla-
tion.

During the late 1970's, many re
search-based pharmaceutical firms
began to complain that the effective
market life of their patented inven-
tions was being eroded by excessively
long periods of regulatory review—and
delay—at the Food and Drug Adminis-
tration.'They argued that unlike other
patented inventions, they had to
obtain premarketing -clearance or ap-
proval from a Federal regulatory
agency, the FDA. They claimed that
the approval process reduced the ef-
fective patent life of drugs by about 7
years. This view was affirmed by two
high-level, bipartisan panels, the Na-
tiénal Productivity Advisory Commit-
tee and the President's Commission on
Industrial Competitiveness.

In response to the problems of the
research-based pharmaceutical houses,
legislation was offered to restore
patent life lost through regulatory
review. Before acting on this legisla-
-tion, last -Congress the Committee on

- the Judiciary commissioned a study by
the Office of Technology Assessment
{OTAl. The OTA study, “Patent Term
Extension and the Pharmaceutical In-
dustry,” found that since 1966 the av-
erage effective patent terms of drugs
had declined. - The study also found
that the research and development
costs for new chemical entities have
lncreasedatt.he same time.

The OTA findings standing along
mxght have convinced some about the
need for legislation on the patent side.
However, the OTA study went on to
point out that the current policies of
the FDA served to offer additional
protection to FDA-approved drugs
even after they go off patent. This is
50, because the FDA has erected a set
of substantial barriers to the market
entry of generic substitutes. The OTA
also raised several cautions about any
patent term legislation. They pointed
out that expenditures for research and
development appeared to be stable, de-
spite reduced effective patent life.
Second, they predicted that drug
prices were likely to be higher during
a period of patent extension. Third,
they feared that patent term exten-
sion may merely increase the attracti-
veness of research on drugs to be sold
to large markets at the expense of re-
search on rare diseases or orphan
drugs.! Finally, the OTA noted that
reforms were underway at FDA to
reduce the period of regulatory delay.

Last Congress, when faced with the
task of implementing the recommen-
dations of the OTA study, the Senate
chose to enact patent term legislation
alone, but the House balked. The fail-
ure of patent term legislation last
Congress was primarily the result of
our failure to view the regulatory and
patent problems of the drug industry
as a whole, as recommended by OTA.

*1 note parenthetically this problem has been
treated. In pant, by the passage of the Orphan Drug
Act last Congress.
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This Congress, through the media-
tion/arbitration efforts of Congress-
man WaxmanN and others, a .ca:efully
crafted compromise has been -devel-
oped. This compromise totally satisfies
no one, but pleases most responsible
parties. As you will hear from others
today, this bill is the single most im-
portant set of patent law amendments
in decades and the most fundamental
alternative to the Food, Drug and Cos-
metic Act since 1962. This bill is also
both the most important consumer bill
and medical cost containment measure
before us this Congress.

SUMMARY OF THE BILL

H.R. 3605 contains two titles. The
first title of the bill creates a new
system for the approval of generie
drugs by the Food and Drug Adminis-
tration. This approval process for
drugs approved by the FDA after 1962
has been severely criticlzed as too
cumbersome and expensive. In essence
the provisions of title I of HR. 3605
extend the procedures for approval of
generics for pre-1962 drugs 10 the later
class of drugs.

Thus, under HR. 3605 a generic
manufacturer may submit to FDA a
request for approval of a generic sub-
stitute for any post-1962 drug. The ge-
neric manufacturer must establish
that the proposed substitute is the
same or therapeutically equivalent to
the drug which has already “heen.ap-
proved.

Under the approval process in H.R.
3605. a8 generic manufacturer may
submit an application for approval to
FDA before the so-called pioneer drug
goes off patent. The generic may
submit data establishing bloequiva-
lency during this time period. In order
to complete this application the gener-
ic manufacturer must conduct certain
drug tests. In order to facllitate this
type of testing, section 202 of the bill
creates general exception to the rules
of patent Infringement. Thus, a gener-
ic manufacturer may obtain a supply
of a patented drug product during the
life of the patent and conduct tests
using that product if the purpose of
those tests is to submit an application
to FDA for approval.

H.R. 3605 permits generic spplica- .

tions to be effective after a patent ex-
pires. In addition, H.R. 3605 provides
that a generic manufacturer may re-
quest FDA approval to begin market-
ing before the patent on the drug has
expired. Under current law, this situa-
tion is not an issue because of the
cumbersome approval process. If the
generic mahufacturer seeks such an
approval it must allege that the exist-
ing patent is invalid or will not be in-
fringed. In this instance notification
must be given by the generic to the
patent holder concerning the applica-
tion for FDA approval. In these cases
the FDA may nol approve the generie
spplication untfl either: One, 18
months have expired or two, a court
has determined that no Infringement
will take place. After the expiration of
18 months, if there has been no inter-
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vening judicial determination, the
FDA will approve the generic applica-
tion. even if the drug is still on patent.

Finally, title I also provides for a 4-
year grant of market exclusivity t6 be
granted by the Commissioner of the
FDA for unpatentable substances
which have been approved for use as
drugs by the FDA.

. TITLE T

This title of the bill addreses the
question of patent term extension. As
noted above, proponents of this type
of legislation have argued that the re-
duction of the effective market life of
a patent because of Federal regulatory
review should be restored through an
extension of the patent term. Alterna-
tively, or additionally, some propo-
nents of this approach have argued
that without some form of legislative
relief in this area there would be a di-
minished stimulus in innovation and
research. Thus, it is argued that
patent term extensions will create in-
centives for Increased :sea.rch €x-
penditures. .

The patent term-extension provl
sions of the bill are relatively complex,
and differ in many respects from the
bill approved by the Committee on the
Judiciary last Congress. In genersal,
the bill provides that a patent may be
extended for a period of up to 5 years
if the patented drug—or other item
subject to regulatory review by the
FDA-has undergone regulatory
review. The bill provides several gener-
al rules for calculating the period of
the extension. First, only one-half of
the testing phase may be counted.
Second, a year-for-year matching ex-
tension is avaflable for any time in the
drug approval process that the drug
spends awaiting a decision by the
FDA. The 5-year rule is available to all
drugs which have not yet undergone
testing by the FDA. With respect to
drugs which have been patented and
tested but not yet approved by the
FDA, the maximum period of exten-
sion is 2 years.

In addition to the 5-year rule listed
above, the bill places an additional cap
on the possible extension. In no case
may the period of patent extension,
when added to the patent life left
after approval of the product, exceed
14 years. Finally, any part or all of the
patent extension may be canceled if
the applicant for an extension failed
to act with due diligence in conducting
tests or in the submission of data to
the FDA. -

As noted above, the other feature of
the drug patent part of the bill is to
statutorily modify the rules with re-
spect to patent infringement.

OPPOSITION YO THE BILL

In closing let me take note of some
of the opposition to this bill. It should
not come 8s any great surpnse that
some pharmaceutical houses aré op-
posed to this legislation. In fact, if we
were voting on the ANDA provisions
of title I of this bill alone, probably all
of the drug companies would be op-
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vbsed. The enactment of this bill will
open up to generic competition, within
the next few years, billions of dollars
of off-patent drugs. The dissident drug
companies know full well that if they
¢ not stymie enactment of this bill
they ~will fack stiff competition on
their leading drugs. For example,
within the"next'year the patents will
expire on three of the top selling
drugs: One, inderal—used for cardio-
vascular purposes; two, Aldomet—also
used for cardiovascular purposes; and
three, valium—an antistress drug. It is
not a coincidence that the companies
that hold these soon-to-expire patents

are leading the opposition to this bill. -

The amendments—in the _patent
area—that you will be asked to vote on
have ali been considered and rejected
by the Judiciary Committee. For the
most part these amendments have one
common purpose: to provide for longer
patent term extensions. Some of the
amendments will be disguised as tech-
nical amendments, others as clarifying
in nature; yet in fact, they all go to
t*~ heart of the compromise and

114 be rejected. -
CONCLUSIONS -

When the negotiations on this sub-
- ject began over 4 year ago, there were
two goals: a fair and workable system
for the approval of generic drugs at
the FDA: and a sensible patent term
restoration to compensate for regula-
tory delay. In my view these goals
have been. achieved. The ANDA ap-
proval process will mandate the FDA
to remove the unnecessary barriers to
competition. The provisions of title ¥
of the bill will also assure thatgeperic
substitutes are just as safe and effec-
tive as the pioneer. drugs. The patent
term restoration provisions are less
generous than what the industry re-
quested, but are a fair accommodation.

I urge my. colleagues to support this
bill.

Mr. GORE. Mr. Chairman, will the

ntleman yield?

Mr. KASTENMEIER. I am pleased
to yield to the gent.leman from Ten-
nessee.

Mr. GORE 1 did not take txme earli-
er, but I appreciate my colleague yield-
ing for me to just say a few brief
words in strong s }xpport of this legisla-

tion. I was one‘of those who found,

myself on the other side of the debate
last year. Without reopening that
Issue at all, which would be most inap-
propriate, I felt that that version was
overly balanced toward the large phar-
maceutical companies and did not
have enough In the bill for consumers.

0 2010

I thmk this bill Is very balanced. It is
still generous toward the large compa-
nies and will assist those companies in
being successful against the increas-
ingly stiff competition from companies
in foreign countries.

At the same time, however, this bill
will provide more new competition in
drug pricing in the form of competi-
tlon from the newly approved generic
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drugs which will be able to come onto
the market much faster after the
patent period has expired. so that
overall, this bill is good both for the
industry and for the consumers.

That is why all the major consumer
groups are for it, the senlor citizen
groups are for it, and the Pharmaceu-
tical Manufacturers Association Is for
it.

Rarely do we have a chance in this
body to vote on a piece of legislation
that is as well crafted as this bill is,
and which has been worked on as long
as this bill has been worked on.

I want to express my strong support.
for it and ask my colleagues to vote for
it in overwhelming numbers.

I appreciate my colleague’s courtesy
in ylelding.

Mr. KASTENMEIER. Mr. Chair-
man. I say in response to the gentle-
man from Tennessee, the bill 2 years
ago did not have the ability, because
of the germaneness rule, to consider
the generic aspects-that this bill has
which gives it the balance that the
gentleman says is present, and I agree
with that assessment.

On the other hand in some respects
this bill is more generous to pharma-
ceutical manrufacturers:. the other biil

“was entirely prospective. They could

not have had an extension to the year
2000. It addressed no drugs currently
under application or under test in the
pipeline. -

This bill does. I do-hot think that is
unfair, but I will say that it is some-
thing that the pharmaceutical manu-
facturers certainly wanted and they
got in this bill that they did not get in
the bill 2 years ago.

Mr, GORE. If the gentleman would
yield further, I am so delighted and
thrilled that we are on the same side
this year that I am not even going to
pursue that debate. I am just happy
that we are together on this bill, it is
in the best'interests of the American
people, industry and consumers alike.

Mr. KASTENMEIER. I thank my
colleague from Tennessee for his par-
ticipation of 2 years ago, even though
we were in continuing oppeosition for
his continuing support.

Actually being from Tennessee, he
serves in a long tradition not only of
yhis father but the other Senator from
Tennessee no longer on the scene who
was so well-known nationally.

Mr. GORE. Indeed, this bill can be
compared in its significance with the
1962 Kefauver amendments which was
the landmark in the laws governing
pharmaceuticals in this country.

This bill is comparable in signifi-
cance to that bill._Again, I thank my
colleague for yielding and urging sup-

.port for the hill.

Mr. KASTENMEIER. Mr. Chair-
man, I reserve the balance of my time.

The CHAIRMAN. The gentleman
reserves the balance of his time, The
gentleman has consumed 11 minutes.

The gentleman from California {Mr.
MoorHEeAD] s recognized for 30 min-
utes.

H 8709

Mr. MOORHEAD. Mr. Chairman, I
yield 1 minute tothe gentleman from
Nlinois [(Mr. HyYDbEl.

(Mr. HYDE asked and was given per-
mission to revise and extend his re-
marks.) .

Mr. HYDE. I thank my friend for
yielding time to me.

Mr. Chairman, our colleague [Mr.

Pisk] joins me [n the remarks that

follow:

I rise in support of H.R. 3605. Thls
legislation is designed to correct a cur-
rent inequity in the patent law.
Present patent law provides an inven-
tor 17 years of exclusivity. However,
for certain products such as chemicals
and medications, the 17-year patent
term has been unintentionally eroded

- by Federal premarket testing and reg-

ulations.

When Congress settled on 17 years
of patent life on March 2, 1851, it
never took into account today’s mas-
sive Federal bureaucracy. Granted
these tests are important and can't be
rushed. But we can't ignore the fact
that inventors in this industry do not
get anywhere close to 17T years of ex-
clusive use of their inventions.

As the patent life has eroded over
the last decade, the cost of developing
new medication has skyrocketed. How-
ever, out of every $1 spent on health
care in the United States. only about 8
cents is paid for medicines.

Drug-prices have been one compo-
nent of health-care casts that has re-
mained. relatively stable over the last
20 years. 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 over
that 20-year period. The beneficial ef-
fects that new medicines have on med-
fcal costs can be graphically illustrat-
ed. Tagamet, the new ulcer drug. eould
save some $250 million a year in for-
gone surgery and physician visits if
the drug were used by all who could
benefit from it. The average hospitali-
zation cost for a case of pneumococcal
pneumonia in an elderly person is ap-
proximately $3,300. The vaccine to
prevent this disease costs only about
$100. The vaccine for rubella has pro-
duced savings in health-care costs and
lost working time 47 times that of the
price of the vaccine. Additionally,
sodium valproate, a new medicine to
treat epilepsy, has been estimated to
save $612 million yearly.

Shorter patent life translates into
falling rates of return, which trans-
lates into falling investment in re-
search and development, which trans-
lates into fewer and fewer new medi-
cines coming on the market.

This phenomenon, coupled with the
inability of many new products to re-
cover their investment, discourages in-
novation. PFor example, from 1955
through 1962, an average of 46 drugs
were introduced annually in the
United States; today, undoubtedly for
a variety of reasons, that average is

e
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only 17 drugs a year, a decline of 63
percent.

Gradually, the time needed to com-
plete .and clear the regulatory review
process has grown longer, as products
and tests have become more sophisti-
cated and the regulatory resource of
agencies like the FDA have become
stretched to their limit. In 1962, for
example,
- years and $6 million to bring a new

medicine from the laboratory to the
marketplace. It now takes an average 7
to 10 years and about $70-$85 million
to complete this testing period. Thus,
it is not uncommon for a drug product
to have lost up to one-half of its
patent life without having yet been
marketed. :

This reduction in the number of
drug innovations strongly indicates
that the public -is being deprived -of
new therapies. The decline in pharma-
ceutieal patent lives, the result of in-
advertence rather than congressional
intent, will erode the investment re-
search incentive provided by the tra-

. dional 17-year patent term.

‘This is important legislation, it is im-
portant to the,consumer, especially
the elderly and it is important to in-
dustry and I urge colleagues to vote fa-
vorably for its passage.

At the proper time, Mr. MOORHEAD
will offer an-amendment which he of-
fered in subcommittee and lost and a
modified version of which was offered
at the full Judiciary Committee by Mr.
HucHEs and supported by our chair-
man Mr. Ropixo. 1 urge you - t.o sup-
port that amendment.

Mr. Chairman, I yield back the bal-
ance of my time.

Mr. MOORHEAD. Mr. Chairman, 1

“yield 2 minutes to the gentleman from

Ohio (Mr. DEWINE].

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

Mr. DEWINE. Mr. Chairman, basi-
cally, there are many good things in
this bill, but I regret there are several
things that some of us on this side of
the aisle are having problems, with,
and we hoped they would be able to be
rectified in the committee, but they
were not.

I would like to talk briefly about one
particular aspect of this bill which is
the overturning of the Bolar case.

It has been long accepted patent
law, at least it is my understanding,
not being a patent lawyer, but it is my
understanding that for years in this
country, -it has been considered a
patent infringement for 2 company to
test or market or use a particular item.
This particular bill would overturn the
Bolar decision.

In that case. the U.S. Court of Ap-
peals for the Federal Circuit held, con-
sistent with prior law, that a generic
drug company may not formulate and
test its version of another company’s
patented drug until the patent term
expires.

The Bolar decision Is sound law and
in my opinion should be retained.

it took approximately 2°
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However, this particular bill would
overrule Bolar and thereby permit a
generic company to engage in acts
which heretofore would have consti-
tuted patent infringement.

I understand the committee has re-
ceived a legal advice that this is consti-
tutional. I am not sure it is constitu-
tional., to be taking property rights

away from people and away from com- -

panies. But whether or not it is consti-
tutional, it seems to me it is bad public
policy and should be rejected by this
Congress. -

Mr. MOORHEAD. Mr. Chairman, I
yvield myself such time as I may con-
sume.

Mr. Chairman, I rise in support of
H.R. 3605, the Drug Price Competition
and Patent Term Restoration Act of
1084, :

When most people hear the words
patent law reform, they do not consid-

‘er those words as having a 1life-or-

death ring. But what about words like
penicillin or polio, pneumonia, small-
pox and measles vaccines—do they
have more of a life-or-death ring? The
present impact of patent law on the
drug industry is inhibiting those very
kinds of disceveries. .

Our patent system is crucial to the
dnig and the agricultural chemical in-
dustries. Ironically, these industries,
while especially needing the patent
system, do not receive its full benefit.

"It’s very costly, very time consuming,

and very risky to develop a new medi-
cine. Currently, to bring a medicine to
market takes about 10 years, costs $70
million and has a failure rate of 90
percent. The promise of 17 years of
patent protection kept things rolling
until, in 1962, the thalidomide tragedy
convinced everybody that new medi-
cines needed more rigorous testing.
This, in turn, meant more time
elapsed before drugs could be brought
to the market.

Therefore, the length of time be-
tween patenting a medicine and get-
ting ¥DA approval gradually bal-
looned from about 1 year pre-1962 to
nearly 10 years now. In other words, 8
life-saving medicine making its debut
today will have less than 7 years of
patent life, whereas a toy or new medi-
cine will receive the full 17 years of
?;io}t.ection. This, in my opinion, is not

I believe this legislation will mean
more and better medications, resulting
in better and earlier treatment. This
point was well made by a Chicago
'I‘x;l:une editorial (May 1. 1982) which
said:

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 altematives.
And one of the most effective ways to cut
health care costs is to ¢ive .2p new medica-
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tions. Enormous eavings, for example, ravid
be made if we had more effective druss for
heart disease, cancer, genetic disorders. res-
piratory diseases. and a long list of other ail-
ments for which better treatment is urgent-
1y needed.

O 2020

Mr Chairman, 1 strongly support
this bill, but I believe there are some
inequities that are still left in the bill
that should be corrected.

The Patent Office has requested me
to offer two amendments which would
correct some of the problems in the
bill. The procedures are too complicat-
ed in this legislation and can be rather
simply corrected, taking care of the
needs that are legitimate to the legis-
lation but cutting down the long pro-

.cedural delays. . =~

.Another problem with the bill, 15
that 1t unfairly ° treats so-called,
second-class patents, which are pat-
ents that are developed from a former
patent. Many people have said it
would prevent these drpgs from be-
coming generic and coming on the
market as rapidly as they should. But
I would tell you that the original pat-
ented product can be put on the
market as a generic. It would be only .
the old product patent, the one that is
approved, that couild get an extension
under H.R. 3605. For that reason, 1o
not think we should have 8 seeund
class patent.

There are other problems which il .
be addressed in amendments that are
presented tomorrow. But .obviously,
one of the problems that we have in °
the bill is that it compromiscs the
rights of present patent holders by -
permitting their adverse use of thet
particular product by potential com-
petitors prior to the time that the
patent expires.

1 have an amendment that coald
take care of some of the probicms ag- -
gested by the gentleman from Ohio
[Mr. DEWINE] by requiring that waen
a person applies for an extensiza of
patent rights that he give up the rizht
to exclusive use of that patent fco ex-
perimental purposes during the iast
yvear of his extended patent rishts
This would give the generics a nst: to
work on that product and get a grod-
uct ready for the market. Byt his .
rights in that patent would be given
up by him in order to get the esen-
sion, and for that reason we wou.Z a0t
be taking property rights fror: zay
American.

While I would appreciate az aye
vote on these amendments whern ikey
are offered, I do believe the bi. = &
step forward, it is an improvem:r=: In
the present law, and 1 would a:k for
an aye vote on the bill.

Mr. Chairman, I yield 5 minu'ss (O
the gentleman from anesom 11:
FRENZEL).

Mr. FRENZEL asked and w&; g.en
permission to revise and extémd & : re-
marks.)

Mr. FRENZEL. Mr. Chairma=. in
the discussion on the ruie, I rniv+: tae

e e
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objection to the procedure, first of all,
of bringing a rule to this floor within
an hour or so after it was passed, with-
out the customary layover, which f{s
contrary to our procedures unless
there-is a showing of great urgency. In
this case. I am not aware of any show-
ing. 6f urgency having been made
either before the committee, before
the committees of jurisdiction .or
before this Committee of the Whole.

In the second place, the rule provid-
ed that the bill which is presented to
the Committee of the Whole be
amended by a substitute amendment
and that there further be allowed a
nongermane amendment to be offered
by the gentleman from South Caroli-
na [Mr. DERRICK].

I object to the nongermane amend-
ment being a part of our process. I be-
lieve that one of the very few distinc-
tions this House has is orderly process.
We compare it with the nongermane
procedure arrangements which obtain
in the other body, and we have always
been proud of our procedures. Now,
occasionally some of our Members get
urges for speed, urges of greed or
other urges, and they are able to pig-
gyback one idea which has nothing to
do with the main bill onto another.
That is obviously bad procedure.
Every observer of our system under-
stands that. Naturally, all of us would
make the same observation, of course,
unless it was our bill which was the
hitchhiker in the case.

The hitchhiker itself is a highly con- -

troversial billL. It has not been heard in

‘any committee report following this

bill. There is no testimony on it. There
has been no showing whatsoever that
there is a need for it or that, in fact, it
will do any good for whatever the au-
thors intend for it.

On the other hand, there i{s some
clear evidence that it is mischievous to
fmporters of textile goods and woolen
goods.

Mr. Chainnan. I believe that the
‘-worst of the mischievous items in
there lies in the effective date and the
requirement of labeling within mail
order catalogs. If you are a catalog re-
tailer selling goods to the public, you
are required under this bill within 90
days to have all of your catalogs show-
ing what goods are U.S.-made and
what goods are imported, and if you
do not, those goods are prima facie
misbranded and subject to the penal-
ties of this wonderful law of 1939 that

‘none of us know anything about. I

could not even tell you. what the pen-
alties are. But I suspect that they
could be substantial if they are multi-
plied. Therefore, one of the amend-
ments which I will offer later on is to
change that effective date to a reason-
ablz2 time so that somebody piacing
forvard orders, either for printing or
for goods that are to be sold to the
public. will have a reasonable chance
of making good on what has been ra-
tional planning on the part of that
particular retail agent.
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I think it is just manilestly unfair to
suddenly attack a pile of goods and
say:

This was not misbranded yesterday.
but today it Is. Never mind if you or-
dered it 8 months ago, never mind if
you printed your catalog 8 months
ago, too bad, you are out of it.

Well. how about if you are Sears
Roebuck and you print a couple mil-
lion catalogs and they are that thick,

do you mean you have to throw out -

your spring catalog? That Is what that
effective date says to that kind of a
company. The same thing is true, toa
lesser extent, and is probably more
harmful, to small importers of textile
goods, who will suddenly find the
goods that they have received which
they have ordered 8 months ago are l-
legal, misbranded in the United States.
This Is obviously an unfair, unreason-
able kind of a law. I have yet to under-
stand what is good about it. I suspect
that it will encourage consumers to go
for imported goods over U.S. goods,
and I suspect that that is counter to
the motivations of the proponents of
the bill.

I shall hope that this bill is defeated.

With the luck I had on the rule today,
I harbor no great enthusiasm or any
great expectation that it will be de-
feated. It-should be defeated, and I
shall offer as many amendments as
are necessary so-that the House has a
fine chance tor discuss all of the as-
pects of the bill.
Mr. KEASTENMEIER. Mr. Chair-
man, I yield 3 minutes to the gentle-
man from Florida [Mr. Peprperl, the
distinguished chairman of the Rules
Committee whose generosity in grant-
ing us this time accounts for our being
here in the first place.

Mr. PEPPER. I thank the distin-
guished gentleman for his kindness in
yieldmg to me.

Mr. Chalrmain, I think this bill is a
falrhm.lt.hmklteorrectsanmjustice
which has often fallen upon the big
drug companies of this Nation who are
in general contributing much to new
and extended research in trying to
find the answers, the cause and the
cure of some of the dreaded diseases
like heart disease and cancer that af-
flict so many of our people. But we in
this bill have done something more
than provide a greater measure of jus-
tice for the drug companies by giving
them a right to extend their patents,
to a certain degree, to compensate for
the time they have lost while their ap-
plication is being considered by the
Food and Drug Administration or the
companies themselves have been en-
gaged in their own preparation for
putting their drug upon the market.
But the benefit to the elderly, which
many of us have been particularly con-
cerned akout, they tell me, will reach
something iike a billion dollars in the
next few years. The way the benefit
will derive to the elderly is that the ge-
neric producing drug companies would
be able to get the right to produce
these critical drugs earlier than they
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otherwise would be able to do, and
therefore they will be selling cheaper
generic drugs, which those who are in-
formed about the matter know simply
means that you are.buying aspirin, let
us say., not by trade name, but by a
name that really means aspirin. -You

get it cheaper in the marketplace .

when you buy it that way, as they call

it..a generic drug, than you do when

you buy a drug that has a brand name
that is sold generally In the market.

O 2030
So this is, I think, a fair compromise

between the drug companies, giving -

them justice for the time that they
have heretofore been losing, through
no fauit of their own, and at the same
time, giving the elderly people of this
country perhaps a savings of a billion
dollars in the next few years by being
able-to buy more and cheaper generic
drugs than they would otherwise be
able to buy without this legislation.

1 add on to this, Mr. Chairman, med-
icare does not cover the drugs that an
elderly person consumes in th& home.
What I am talking about is the ability
of the elderly to buy drugs that they
have to pay for themselves, and on the
average, 13 prescriptions a year, is the
number obtained by the average elder-
ly person. They are going to be able to
save a lot 'of money and get a lot of
care that they richly deserve.

Mr. MOORHEAD. Mr. Chairman, I
yleld 15 minutes to the gentleman
from Ohio (Mr. KINDNESS].

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

Mr. KINDNESS. I thank the gentfe-

man for yielding me this time. .

Mr. Chairman, my purpose at this

point is to make some observations for
the Recorp, because it surely is not for
the purpose of pursuading anyone
present. Here we are, a nice, warm,
friendly little group. I wish at this
point in time the cameras could scan

the House Chamber to show How

empty it is. That will not happen until
later when we have special orders, if
we have any special orders tonight.

1 feel as though maybe I am in-
volved in a special order right now, be-
cause that is what happens when
nobody Hlistens, or at least hardly
anyone listens. That is what has been
happening right along the line with
the progress of HR. 3605. 1t has
gotten all this way without really
anyone paying enough attention to
certain aspects of it. It started out
with a good purpose, a wonderful pur-
pose. I agree with it thoroughly. I
think that the concept of getting the
clearance of generic drugs and getting
them to the marketplace just as soon
as possible is a great idea. It can
indeed solve a lot of financial prob-
lems or help with a lot of financial
problems of many people who need
medicines and drugs for the sake of
their heaith on a regular basis.



H 8712

Mr. WALKER. Mr. Chairman, will
the gentleman yield?

Mr. KINDNESS. 1 yield to the gen-
tleman.

Mr. WALKER. 1 thank the gentle-
man for yvielding because I think that
it might be worth underscoring the
point that the gentleman made as he
led off his argument. I have just done
a count of the House and, if TV cam-
eras were in fact spanning the Cham-
ber right now, they would discover
that there are only 8 Members of Con-
gress on the floor to listen to the gen-
tleman.

Mr. KINDNESS. If the gentleman
would forgive my using the term, I
think this is what we call a “Walker
House.”

I agree with what we attempt to do

in extending the term or restoring the
term of patents that get run down or
run out whilé the patented product is
being put through a long,.tortuous
regulatory process before it Is ap-
proved for use on the market. Those
are two good concepts that have been
. much discussed by those who have
heaped praise upon this bill.
. But, my gosh, do we have to depreci-
ate the value of our patent laws to do
this? No, I do not think so0. It has been
. done, I believe, accidentally in the
main. It has been done, in the main,
by people who did not know anything
about patent law, and I am not claim-
ing to be an expert. I have had the
problems pointed out to me by people
who are more expert at patent law.
But the problems are there.

Let me tell the Members about an
experience that 'l had this spring at
the appointment of the Speaker of the
House, I was, on the recommendation
of others in the Judiciary Committee,
and the chairman thereof, 1 was ap-
pointed to be an observer, adviser to
the U.S. delegation to the fourth in a
series of negotlations concerning possi-
ble or potential amendments to the
Paris Convention on Protection of In-
dustrial Properties.

Now, that is an old international
agreement, a treaty having to do with
the protection of patent laws. We have
had a struggle going on for a number
of years in which Third World coun-
tries, together as a group in those ne-
gotiations are saying, let us detract
more and more from the patent laws
of the industrialized nations. The de-
veloped nations_have too much by way
of property rights under their patent
protections. We do not want to recog-
nize those rights in our countries, and
we want to be able to take the value of
that intellectual property at as early a
date as possible and use it for the ben-
efit of our countries and the develop-
ment of our underdeveloped countries.

Well, that is one side of the argu-
ment. Our side of the argument, the
U.S. side of the argument is that we
have. the developed nations of the
world have for many yvears respected
each other’s patent laws, we have re-
specied the rights of individuals to
own intellectual property.
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The Third World nations, however,
have strongly argued that we should
weaken that concept. They are backed
by the Soviet Union and the socialist
countries that group themselves In
these negotiations with the Soviet
Union. That is sort of in the back-
ground. The Soviet Union and its
allies in industrial terms, in terms of
international trade, would like to have
the Western nations’ patent laws
weakened, just like H.R. 3605 does.

Do we realize how much of our com-
merce throughout the world involves
pharmaceuticals? That is what we are
talking about mainly here, drugs. That
is an important area in which the
United States does have some areas of

- advantage. We do sell pharmaceuticals
to other countries. 1t is a part of our
international trade picture.

There are other countries that
would like to do more by way of taking
on intellectual property in the form of
patented drugs or pharmaceuticals
and marketing them throughout the
world without regard to, and without
_respect for, our U.S. patent laws and
‘the concepts that we believe or have
believed, as a natlon, are appropriate
to the protection of intellectual prop-
erty in the form of patents.

Well, what happened in regard to
H.R. 3605 now? A lot of people wanted
to have this patent term restoration
matter dealt with. A lot of people
wanted to do something about short-
ening the time for generic drug manu’
facturers, the Third World countries
of U.S. pharmaceutical operations, 1
guess, -to be able to market more
quickly these patented. products when
the patent runs out. -

In wedding those two concepts. very
worthwhile concepts, we have come to-
gether in some areas of this bill with
provisions that simply derogate too
much from the intellectual property
rights of people in the United States.
They ought to have been given serious
consideration, but what happened?
Nobody gives it serious consideration.
Why is that? Because this is a negoti-
ated bill; it is not a legislated bill, it is
a negotiated bill.

There is nothing wrong with negoti-
ations; it happens all the time. But
when you substitute somebody’s state-
ment that, “Oh, you cannot touch a
tiddle in this bill because it has all
been carefully negotiated and bal-
anced and set forth in such a manner
that if anybody slips a little bit, the
whole thing falls.

No, 1 do not believe it. Anyone who’
has been-involved -in the legislative
process for any appreciable period of
time or has observed it closely knows
that every time that argument is made
it is false.

. O 2040

Negotiated legislation is just that. It
is subject to negotiation and change
all the way through the legislative
process. H.R. 3605 is no different and
should be no different. We should as-
cribe no particular sanctity to this biil
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simply because some few individuals
were involved in negotiating its con-
tents and others went along with what
was decided.

Nonetheless, I understand that nego-
tiations continue, perhaps even as we
speak, in an attempt to arrive at some
conclusion, some amendments that
might be the final package of negotiat-
ed provisions that would end the re-
maining controversy.

I am not that easily satisfied unless
the patent laws of the United States
are kept reasonably intact with re-
spect to the preservation of the pro-
tection of intellectual property. Any
time we reduce that too seriously, we
are cutting the ground out from under
our negotiators in the international
process that I described a moment ago
that goes on and on.

The amendment process is a part of

the legislative process to which we

often give too little attention, but the
amendment process could be used to
improve H.R. 3605 to where, practical-
ly speaking, I do not think there
would be any opposition to the bill.
But we. have encountered an attitude
in the Committee on the Judiciary
that says, “Oh, no, you cannot,” and
somehow along partisan lines the
votes fell in the Committee on the Ju.
diciary. —

That is an oddity because this is not
a partisan matter, from what I under-
stand. I do not know of any reason for
Democrats and Republicans to generi-
cally view the bill from different as-
pects, different points of view. But in
the Committee on the Judiciary, all
attempts at amendment were re-
buffed, and where votes were taken,
they were along party lines.

Why should that be? I think it is the
stubbornness that arises out of the ar-
rogance of power when the .majority
party has been in power too long, and
reason is pushed aside, logic is pushed
aside, and power takes over. All right.
That is the way it seems to function
all too frequently. It does not mean it
is right and it does not mean that it is
making good law.

I would just like to suggest, for ex- -

ample, another gentleman from Ohio,
[Mr. DEWINE,] earlier pointed out
that the Bolar case is being over-
turned by this bill, a case that really
precipitated the conclusion of the ear-
lier negotiations on this bill. That case
made it clear that the law all along
really was, as most everyone in patent
field thought it was, that someone
who does not own a patent cannot put
the patented product to a commercial
use during the life of the patent. and
that includes testing it and preparing
it for marketing to begin as soon as
the patent expires. .

The Bolar case, then. will be, over-
ruled by this bill, H.R. 3605, in ‘that
this bill would provide that thé‘gener-
ic drug manufacturers can start play-
ing around with the drug on which the
patent is about to expire within a
vear. They can use that year to get
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ready for the marketplace. If they did
it right now, they would be violating
the patent rights of the patent holder.

That is one of the areas that ought
to be, it seems to me, addressed intelli-

. gently not on a prejudiced basis, not

on a partisan basis; it is not a-partisan

.issug. T do not think there is really a

partisan issue in the whole bill that
wouid be addressed by any of the
amendments that I have filed for
printed in.the Recorp. I only filed
those for the purpose of protecting
the right to have those amendments
considered because we_are here at a
time when we are just about to recess
for the month of August and until
after Labor Day. The patience of the
Members of the House is becoming
shart already. It will be shorter tomor-
row and the day after, and certainly
imitations on time will be sought and
imposed.

If the important considerations that

. are the subject matter of amendments

to be considered to this bill are not
going to be considered carefully, at
least we are guaranteeing that they
have 5 minutes for each amendment
to be considered. I certainly hope we
are not pressed to that procedure.
There are some amendments that can
be blocked together, {f we can just be
assured that there will be consider-
ation of those amendments, rather
than simply brushing them off. I have
no reason to expect that we will re-
ceive such consideration or any com-
mitment to it. -

_ Therefore, at this point I simply pro-
pose to go through it bit by bit, some-
thing that should have been done in
committee, something that was
brushed off in committee, and I hope
that the bill can be improved and we

" can all join in support of H.R. 3605.

® Mr. RODINO. Mr. Chairman, I rise
in support of the Drug Price Competi-
tion and Patent Term Restoration Act
of 1984. I urge my colleague to vote in
favor of final passage of this measure.
This bill will benefit both the industry
and consumers.

The pharmaceutical industry in the
United States has long been an impor-
tant element of our economic physical
well-being. American pharmaceutical
companies have long led the world in
the research and development of new
drugs and therapies for our citizens.
Moreover, American pharmaceutical
companies contribute to our economy
through both direct employment and
by enhancing our balance-of-payments

position.

The pha.rmaceuucal industry will
benefit substantially under this bill
The need for the legislation was suc-
cinctly outlined by the Pharmaceuti-
cal Manufacturing Association (PMA}:

The cause of the loss of patent life for
pharmareuticals is simply expiained. When
a f{'rm discovers a promising new drug com-
pond, it patents it immediately or risks
los.ng the new teshnology to a competitor.
Generaily. a patent is issued within two or
three years of patent filing, and the 17
years of pratection bezins immediately to
expire. But the patert clock begins ticking
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long before a new product s ready for pro-
ductlion and distribution. In fnct, at the time
its patent Issues, a new drug compound Is,
on average, T to 10 years away from the
marketplace—T to 10 years that are needed
to satisfy important statutory requirements
for safety and efficacy administered by the
Food and Drug Administration.

Although Congress never intended it, the
time consumed in meeting these FDA re-
quirements is, in effect, subtracted from the
patent lives of drugs. The pharmaceutical
innovator's new product typically enters the
market with less than 10°of the 17 years of
patent protection provided by statute and,
therefore. with only a fraction of the relat-
ed investment incentives provided innova-
tors in other Industries. This is neither fair
nor good public policy.

Under the bill HR. 3605. for every
drug they test and have reviewed at
the Food and Drug Administration
(FDA)l., a generally corresponding
patent term extension will be avail-
able. The availability of such a patent
term extension has long been an im-
portant legislative goal for the indus-
try. It is my hope that with enactment
of this bill we will see a blossoming of
new research and development activi-
ties. Once patent term restoration be-
comes law there will be an added in-
centive to pursue research for new
drug products. I hope that in several
years I will be able to return to this
Chamber with the facts to substanti-
ate the reality of this prediction.

- CONSUMER INTEREST

According to the Food and Drug Ad-
ministration "this bill will save the
American consumers upward of 81 bil-
lion. These savings will be achieved
through the availability of generic
substitutes.

As my colleagues know, the FDA
currently has in place an approval
process for pioneer drugs approved
before 1962. Under this procedure

nearly 3,000 generics have been ap-

proved. In this market, 80 percent of
the generic market is controlled by re-
search-based pharmaceuticals. and
only 20 percent by the production-in-
tensive generic houses.

All this legislation does is to permit
FDA to give approval of generics for
the so-called post-1962 drugs. The net
result of this change will be to open
up several billion dollars of the $15.6
billlon prescription drug market to
competition. The winner in this com-
petition will be the average American
consumer.

Currently a substantial majority,
nearly 80 percent according to the
AFL-CIO of the prescriptions filled in
the United States are paid by individ-
uals without substantial assistance
from the Government or insurers. As a
result of this legisiation, price compe-
titlon will drive down the price -of
many prescription drugs, thus saving
the consumer sign.ficart amounts. In
additior, the Government as a health
care provider—bo'h: through medic-
aid/medicare and more directly to
Governmeni emplioyecs and military
personnel—will save milllons through
the increased availabill’y of generic
drug substitutes.
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CONCLUSION

It is little wonder that this legisla-
tion has been endorsed by the Ameri-
can Association of Retired Persons
[AARP] and the National Council of
Senior Citizens {NCSC). because it is
our senior citizens who bear the heavi-
est burden of high-cost medical care. I
am also pleased to note that this bill
has been enthusiastically endorsed by
virtually all consumer groups and
major labor organizations.

As a fervent and long-time supporter
of patent term legislation, I am
pleased to see that concept closer to
enactment. I am equally pleased to see
patent term legislation coupled with
the long-needed reform of the FDA
process of approving generic drugs. I
urge my colleagues to support this
measure.e®

Mr. MOORHEAD. Mr. Cha.lrman. I
have no further requests for time, and
I yield back the balance of my time.’

Mr. KASTENMEIER. Mr. Chair-
man, I have no further requests for
time, and I yield back the balance of
my time.

Mr. Chairman, I move that the Com-
mittee do now rise.

The motion was agreed to.

Accordingly the Committee rose;
and the Speaker pro tempore [(Mr.
BrrrT] having assumed the chair, Mr.
DaNIEL, Chairman of the Committee
of the Whole House on the State of
the Union, reported that that Commit-
tee, having had under consideration
the bill (H.R. 3605) to amend the Fed-~
eral Food, Drug, and Cosmetic Act to
authorize an abbreviated new drug ap-
plication under section 505 of that Act™
for generic new drugs equivalent to ap-
proved new drugs, and for other pur-
poses, had come to no resolution
thereon.

C AVE

Mr. KAS Vr. Speaker, I
ask unanij :hat all Mem-.
bers may ative days -in
which to .end their re-
marks on R. 3605. just
under con

The S tempore. Is
there obj_ equest of the
gentleman ~oeon?

There wa .

REPORT JTION PRO-
VIDING ;3IDERATION
OF H.R. RFUND EX-
PANSIO: ROTECTION
ACT OP
Mr. PEP te Committee

on Rules, a privileged

report (Re ) on the reso-
lution (H. /ziding for the
considerati {H.R. 5640) to
amand the sive Environ-
menta! Re ensation, and
Liability A thich was re-

ferred to the House Calendar and or-
dered to be printed.





