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reaponsor of Senate Joint Resolution
330, and his colleagues on the Senate
Judiciary Committee, It was through
their special effort that the bill was
reported out of that committee for full
Senate consideration. I would also like
to express my appreciatipn to the
other 31 cosponsers of the bill for
their support. .

It was on June 28, 1984, that I intro-
duced Senate Joint Resolution 330 on
behalf of nearly 1.5 million Americans
who have a condition that is relatively
unknowri. . Approximately 125,000
people join their ranks each year.
These individuals are ostomates. They
have in common an ‘‘ostomy,’” a type
of surgery required when a person has
lost the normal function of the bowel
or bladder, due to birth defect, disease,
injury, or other disorder, Such oper-
alions inciude coleostomy, ileostomy,
and urostomy. Ostomates are of all
ages, and represent every race, occupa-
tion, and ethnic background. They do
return to normal living and communi-
ty responsibility, but not without first
overcoming the trauma associated
with this radical surgery.

Public awareness and education ef-
forts can help. Mutual aid and support
© groups can also be of great assistance
to ostomates and their families, The
first local ostomy asseciation was
formed in 1949, and in 1962 the United
Ostomy Association was established.
This association. with over 625 chap-
ters—three in the State of Hawaii—
and international affiliation, is dedi-
cated to helping every ostomy palient
return Lo normal living through
mutual suppori. educaticn in proper
oslomy care, exchange of ideas. assist-
ance in improving ostemy eguipment
ahd supplies., advanrement of knowl-
edge of gastrointes:inal diseases, and
public education about ostomy.

The Visiting Program is the most
important activity of the TUnited
Ostomy  Aszsoriation. The volunteer
mombers of local chapters, composed
primmarily of ostomates, provide preop-
eretive pregaration and support as

well as postsurziczl followthrough on
a person-to-person basis. These trained
a‘wd certified members are carefully se-
cled Lo visit 2 new patient in the hos-
riial or

a1l thiir home, upos request
the consent of Lne surgson.
smnber of 2 texzm whose task
:rn the patient to kealth and
v, the visitor provides hein
which cannot be duplicated, To a3 new
patient, a successful ostomaie svmbol
iner good ouicome.
t regular monihly mestings, open
g nnyane who is interesied, members
cun eschange praciical end personal
EXDPreTICES, Eee  nsiomy  equipment
i Girpiaved. and hear spearers. Through
¢ the Visiting Program and chapter
| meetings, thousands of perple have re-
! '-"‘1eu to aclive znd produciive lives
inmating 1o their new way of life.
“hout greater publie understand-
e oI this tyvpe of =urgery. the fear of
thase ahpul o vadargo the surpery
| and of family members and loved ones

aril
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who are so important to the rehabili-
tation process tends to increase, For
the reasons I have stated, together
with Senator GRrasSSLEY and other con-
cerned cosponsors of the measure, I
urge the adoption of Senate Joint Res-

olution 330.

Mr. GRASSLEY. Mr. President,
today we are considering 8 resolution,
which has already passed in the House
of Representatives, designating this
month, August 1984, as *Ostomy
Awareness Month™; 1.5 million people
have undergone an ostomy due to the
ioss of the normal function of their
bowel or bladder. Fortunately, all of
these people are able to resume their
previous lifestyles afier the surgery.

The United Ostomy Association has
50,000 members whom the association

counsels through the trauma of sur- -

gery and the readjustment that is nec-
essary after surgery. Not only does the
association help ostomates, but they
also assist the families and friends in
galning understanding and support for
their friend or family member.

Many well-known people have had
one of the three types of ostomies, a
colestomy, an urostomy or an ileosto-
my, and have become spokespersons
for ostormates. We can do our part too

by designating this month as “Ostomy

Awareness Month"” and thereby pro-
moting the education of the American
population and commending ihe
pecple who have had an ostomy and
continue to live as they had before the
surgery. I urge you to support-this im-
portant resolution.

The PRESIDING OFFICER. The
joint respiution is opeh to amendment.
If there he no amendment o be pro-

posed, the guestion is on the engross-

ment and the third reading of the
joint resohution.

The joint resohition was crdered to
e engrossed for a third reading and
was read the third time.

Mr. BAKER. Mr. President, 1 ask
unanimous censent that the pending
measure be laid aside and Lhe Ssnate
turn Lo the consideration nof House
Joint Resolution 587, Calendar Order
¥o.1132.

The PRESIDING OFFICER. The
joint reselution wiil be stated by title.

The asgisiant legislative clerk read
as follows:

A joint resolution (H.J. Res. b8T) designat-
ir.g the monih of August 1984 as “'Osiomy
Awareness Month.”

There being no objection, the Senate
proceeded to the comlderatxon of the
joint resolution.

Mr. MATSUNAGA. Mr. President,
inasmuch as the language of the
House joint resolution is exactly the
same as that of the Serate Joint Reso-
lution 330, I rise in full support of the
measure and ask for its xmmedxate pas-

sage.

- The PRES;DIN G OFFICER. The
joint resglution Is. before the Senate
and open lo amendment. If - there be
no amendment to be offered, the ques-
tion is on the third reading and pas-
sage of the joint resolution.
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The joint resolution (H.J. Res, 58T
was ordered to a third reading, was
read the third time, and passed.

The preamble was agreed Lo.

Mr. BAKER, Mr. President, I move
to reconsider the vote by which the
Joint resolution was passed,

Mr. MATSUNAGA. Mr. President, I
move to lay that motion on the table,

The motion to lay ont the table was
agreed to.

Mr, BAKER. Mr. Pres:dent I ask
unanimous consent that Senate Joint
Resolution 330 be indefinitely post-
poned.

The PRESIDING OFFICER. With-
out objection, it is so ordered.

FEDERAL FOOD, DRUG, AND
COSMETIC ACT AMENDMENT

Mr. BAKER. Mr. President, could I .

inguire next of the minority leader if
it is possible for him to clear for action
by unanimoeous consent Calendar Order
No. 1115, 8. 29286, the drug biil

Mr. METZENBAUM, Mr. President,
reserving the right to objeel, and 1
shall not ckject, I wish to address
myself for one moment to the minori-
ty leader. . ‘

Mr. BAKER. Mr. President, I am ad-
vised now that it may take a few addi-
tional moments to-get that in shape.

I withdraw my request of the minor-
ity leader.

Mr. President, I believe now that the
earlier matter may be cleared.

Let me renew my mqun'y of the mi-
nority leader,

I wish now to go to Calendar No.
1115, 8. 2926, if the minority Ilzader
can clear that. ) .

Mr. BYRD. Mr. Presideni. the
matier has been cleared on this side,
and there is no objection.

Mr. BAKER. I thank the minority
leader.

Mr. President. 1 ask the Ch:air to iay
before the Senate Czlencar Order No.
1115, S. 2926.

The PRESIDING CFFICER. The
bill will be stated by titie,

The assistant legisiative clerk read
as follows: )

A bill (8. 2926) to amend the Federal
Food. Drug. and Cosmelic Act to revise the
procedures for new drug applications, 1o
amend title 35, United Siates Code. 1o au-
thorize the extention of the patents or cer-
tain regulated products, and for other pur-
pPOsES.

There being no objection, the Senate
proceeded to consider the bill..

Mr. HATCH. Mr. President, we have
before us the most imporiant pharma-
ceutical legisiation to come belore
Congress in many years. This bill, 8.

"2926, is the final version of 8. 2748,

the Drug Price Competilion and
Patent Term Restoration Act of 1984.
This is a groundbreaking compromise
in the public interest. It reconciles the
opposing, competitive interests of two
segments of the pharmaceutical indus-
try which have often styvmied earh
other's attempts to improve the law.
The research-based drug industry ob-
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tains an exiension of patents for new
drug discoveries to compensate them
for the time spent off-market in Food
and Drug Administration review., The
generic drug industry gets the ability
Lo bring generic copies of off-patent
drugs to market as soon as the patent
expires, without the needless redupli-
cation of studies and tests already in
FDA's files.

The public receives the best of both
worlds—echeaper - drugs today and
better drugs tomorow. The prolifera-
tion: of new generics for some of the
most important drugs on the market
will save consumers an estimated $1
billion or more over the next decade.
The added patent life will restore to
our domestic drug companies some of
the incentive for innovation which has
weakened as Federal pre-market ap-
proval requirements have become
more expensive and time-consuming.
That incentive will produce both the

“investment -and commitment to re-
seach and develuopment that will again
place the United States In ungues-
tioned leadership in the field. And it
will generate an increase in Lhe
number of important new drugs,
among the most vital causes for this
century's dramatic increase in the
length and quality of life.

Now, those who have been following
this bill know this is'a vastly simpli-
fied account of the hill and its effect.
It is involved and is carefully balanced
at 8 number of points in ways only
lawyvers could have devised. Bul it is a
wood bill, one which I have heartily
endorsed and promoted in the Senate.
It is backed by a wide range of organi-
zalions including the Pharmaceutical
Manufaciurers’ Association, the AFL-
Cl10O and numerous individual unions,
the American Association of Retired
Persons, and the National Council of
Senior Citizens. ‘

As you are probably also aware, sev-

eral research-based pharmaceutical
companies have fell that the compro-
mise embodied in S. 2748 was not ade-
quate and have pressed for changes in
the bill, During the past 3 months I
“have met with many of these compa-
hies to discuss their conderns as has
Coungreszman HENEY WaAXMAR, the
bili's Heuse sponsor, and indeed as
have many members of my commiitee.
While I believe 8. 2748 enjoys over-
whelming support in the Senate, it has
certainly been my belief that it is pref-
erable to accommodate reguests for
chanzes vhich do not disturb balances

“gssential tc the bill

As the time remazining during this
sigson nas decreased. discussions over
these  concerns have  iniensified.
Hoping that I could catalyze a final
agreement among the interested par-
ties. we met Tuesday and Wednesday
and condurted many hours of intense
negeiaticn. We discussed and placed
‘on the tabie ixsues relating both to the
abbreviaied new drug zpplication
(ANDA)Y znd patent portions of the
bill. ’
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Further negotiations ensued yesters

day with Congressman Waxman, the
House sponsor, in an attempt Lo devel-
op & final position which would be sat-
isfactory to everyone. I am pleased to
report that these negotiations bore
fruit and that a compromise set of
amendments has been incorporated
into this new bill and into the techni-

cal amendment I am proposing today.

The bill, 5. 2926, as amended has
drawn the support of almost all of the
companies opposing S. 2748, and has
been accepted by Congressman
WaxmaN and by the administration.
Before continuing my remarks, let
me acknowledge the good offices of
the many people who assisted in these
negotiations, especially Mr. Joe Wil-
liams, president of Warner-Lambert
and chairman of the Pharmaceutical
Manufacturers Association; Mr, Jack
Stafford, chief executive- officer of
American Home Produets; Mr. Bill
Haddad, president of the Generic

Pharmaceutical Industry Association; -

Mr. William Greif, vice president of
Bristo]l Myers; and Mr. William Ryan
assistant . general counsel of Johnson
& Johnson. Above all, I express my ap-
preciation for the flexibility and lead-
ership of Chairman Waxman. We have
enjioyed a close and amicable working
relationship during the progress of
this legislation through thé Congress,

The elements of the compromise are:

There is to be a prospective 5-year
waiting period for filing of ANDA's
foliowing approval by FDA of 2 new
chemical entity new drug application
[NDA]. For all other NDA's involving
new clinical tests, there will be 2 3-

yvear period during which no ANDA .

approval may be made effective. This
protects products whose development
has taken much time and money in

‘'FDA testing and review, but which

have little for no patent life left when
they are finally =zallowed on the
market. .

Furiher, the 10-year ANDA morato-
riumm for products approved between
Jaruary 1, 1982, and the date of enact-
ment is suppiemented by a similar pro-
vision for 2 years for non-new-chemi-
cal-entity drugs.

The period of time during which an
abbrevialed new drug application is
not to be made effective, during the
pendency of a patent challenge under
the statute, is extended from 18 to 30
months from the date of submission of
an ANDA application eontaining bioe-
quivalency daita., This increases the

likelihood that the litigation will be
concluded within the time period

during wnich ANDA's are not allowed.
Some of the complicated current re-
strictions on the nature of pal¢nts
which can be extended are removed,
with the provision that one pateni on
a product, not necessarily the first,
can be extended but that toial exclu-
sive market life of the preduet cannot
exceed 14 years, .
The authority of the Secretary of
Health and Human Services to deny a
petition for filing an ANDA for a prod-
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uet nol exactly similar to the original
drug will be expanded to include cases
where the proposed generic is a com-
bination drug, one of whose active in-
gredients is different from those of
the original combination drug. This
will make sure that FDA retains the
authority to prevent drugs f{rom

coming-to market without proper tests
‘to establish the unforeseen interac-

tions that substituied active ingredi-
ents may have on each other.

The concern was raised that FDA
might be forced under the biil to ap-
prove an ANDA, even if FDA had
started proceedings to remove the
original drug from the market but had
not completed the process. Language
was adopied which would remedy this
loophole, .

The treatment of animal drugs con-
tained in 8. 2748 is deleted in this bill.

I would also like to address a com-
ment to one issue which arose during
the discussion of the bill. The Patent
Commissioner has expressed concern
that he is required to verify the con-
tents of applications for patent exten-
sion, This was not intended. and a
wording change- in the bill clarifies
that he may rely wholly on the re-
quired information as represented by
the applicant.

Mr. President, the United States
waits for this bill.

Mr. THURMOND. Mr. President, 1
express my strong endorsement of S,
20926, the Drug Price Competition and
Patent Term Restoration Act of 1984.
This important compromise measure
builds upon legislation which was re-
ported by the Judiciary Commitiee
and passed by the Senate in the 97th
Congress. I was a cgsponsor of that
bill and its successors, and 1 am
pleased to join the distinguished chair-
man of the Labor and Human Re-
sources Commitiee, Senator ORRIN
Harcn., in cosponsoring this measure.

Mr. President. patent term restera-
tion makes eminently good sense and
is fair to business and consumers alike.
It encourages inventiveness by making
the patent term a real and useful one.
This bill adds an additional {eature re-
lating to approval procedures for
drugs coming off patent, which will
expedite the availability of generic
drugs. This is a2 balanced p=ackage
which addresses legitimate needs in a
reasonzable manner,

Mr. President, after a long delay, we
are finally able to bring this important
legislation before the Senate..] want
to commend Senator HatcH for his
persistence in this matier. I alsc want
10 express my congratulations 10 rep-
resentatives of the various interested
groups whot worked togethér to resolve
their differences so that the public in-
terest would be served. Although, as
with- any comprormiise, sveryone did
not get everylhing that he wanted,
this packapge represents a fair balance
of interests,

‘I urge my colleagues to support S.
29286 so that we can enact patent term
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restoration and ANDA
without further delay.
AMENDMENT NO. 3707
(Purpose: To make certain technical
changes to the bills)

Mr. HATCH. Mr. President, I now
send to the desk a technical amend-
ment to 8. 2926 on behalf of myself
and the other cosponsors and Senator
"METZENBAUM.

The PRESIDING OFFICER The
amendment will be stated.

The legislative clerk read as follows;

The Senator from Utah [Mr. HarcH], for
himself and Mr. METZENEAUM, Mr. DECon-
cinr, Mrs. Hawrins, Mr. Kennepy, Mr,
DeNTON, and Mr. THURMOND DIoposes
amendment numbered 3707,

Mr. HATCH. Mr. President, I ask
unanimous consent that reading of the
amendment be dispensed with.

The PRESIDING OFFICER. With-

out objection, it is so ordered.
" The amendment is as follows: -
Clause (ii) of section 505(jX4)D) of the

provisions

Federal Food, Drug, and Cosmetic Act, as .

added by section 101{a) of the bil], is amend-
ed by striking out “(or supplement to an ap-
plication)' and *“(or supplement thereio)”,
and by inserting after “approved under sub-

... section (bY" the following “and which con-

‘tains reports-of new clinical investigations
(other than bioavallability studies) spon-
‘sored by the applicant™.

Clause (iv) of section 508(J}4XD) of the

Pederal Food, Drug, and Cosmetic Act, &s
added by seciion 101ia) of the bill, redesig-
nated as clause (v}, and the foilowing new
clause (iv) is inserted lmmedlatels after
clause (iii):

“(iv) If & supplement to an application ap-
proved under subsection (b) includes reports
of new clinical investigations (other than
bicavailability studies) sponsored by the ap-
plicant and is approved afler the date of en-
setment of this subsection, the Secretar
may not make ths approval of an applica-
tion submitied under this subsection which
refers to the drug for which such supple-

- mznt was submitted effective before the ex-
piration of three years from the date of the
zpproval of the supplement under subsec-

. tion (b).

Clause (i) of section 505(cH3xD) of the
Tederal Food, Drug, and Cosmelic Act, as
added by section 101itb) of the bill, is amend-
ed by siriking outi "{or supplemseni Lo an sp-
piication)” and “(or suppiement thereto)”
and by inserting aficr “approved under sub-
section (b)) the following “and -which con-
tains reports of new clinfeal investigations
igther than bicavailability stud;es) spon-

.sored by the applicant™,

Ciause (iv) of seciion 505(cX2XD) of the
Federal Food. Drug, and Cosmetie Act, Bs
2dded by sectien 101(h) of the bill, is redes-
ignated a5 ciause (v), and the foliowing new
clause (iv) is inserted immediately after
clause (iii)

“{iv) If a supplement to an application ap-
proved u‘adnr subsection (b) includes reports
cial investigations (other than
lity studies) sponsored by the ap-
plicant and is approved after the date of en-
avtment of this subsection, the Secretary
may not make the approval of an spplica-
tion submitted under this subsection which
refers to the drug for which such supple-
ment was submitted effsclive before the ex-
EFiration of three years {romn the date of the
arproval of the supplement under subsec-

tion (b},

Subzection (1) of section 501 of the Feder-

al Food, Drug, and Cosmelic Act, as added
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by section 104 of the bill, Is amended by
striking out, beginning with “, including™,
&l] matter through “financial information”.

Mr. HATCH. Mr. President, the
amendment clarifies the data release
provision -and the 3-year moratorium
for ANDA's [Abbreviated New Drug
Applicatiens]. It would protect only
those new drug applications which in-

- volve new clinical investigations.

The effect on changes to existing
NDA’s would be to restrict coverage to
only  those alterations, like some
changes in strength, indications, and
so forth, which require considerahble
time and expense in FDA required
clinical testing.

Mr. President, I move that the
amendment be adopted.

The PRESIDING OFFICER. If
there be no further debate, the gues-
tion is on agreeing to the amendment
of the Senator from Utah.

The amendment (No.
agreed to.

Mr, HATCH. Mr. Presndent I move
to reconsider the vote by which the
amendment was agreed fo.

Mr. BAKER. Mr. President, I move
to lay that motion on the table.

The motion to lay on the table was
agreed to. .

AMENDMENT NQ. 3708

Mr. HATCH. Mr, President, at this
time, I submit an amendment on
behalf of Senator THUrRMOND zand ask
for its immediate consideration.

The PRESIDING OFFICER., The
amendment will be stated.

‘The legislative clerk read as follows:

The Senator from Utah [Mr. Harerl for
Mr. THURMOND pIODOSEs Aan amendment
numbered 3708. .

Mr. HATCH. Mr, Prasident, I ask
unanimous consent that the reading of
the amendment be dispensed with.

The PRESIDING OFFICER. With-
out ohjection, it is so ordered.

The amendment is as follows:

At the end of the bill inssen the foliowing
new title: : -

3707 was

TITLE —
Sec. —. {a) Titie 35 of the United ..,.ate':
Code is amended by adding Immediately fol-
lowing section 155 the following new sec-

tion:

“§ 155A. Patent exiension.

‘“{a) Notwithstanding secrion 154 of this
title, the term of any patent which encom-
passes within its scope r compesition of
matter which is a new dreg product, i such
new drug product is subject (o the labeling
reguirements for oral hypoglycemic drugs
of the sulfonylures class as promalrated by
the Food and Drug Administration in its
final rule op March 22, 1984 (FR Doc. 84-
9640} and was approved by the Food and
Drug Administration for arketing after
premulgation of such final rule and prior to
the date of enactment of this law. shall be
extended until April 21, 1992,

“(b) The patentee or licensee or author-
ized representative of any patent described
in such subsection (a) shall, within ninety
days after the date of enactment of such
subsection. notify the Commissioner of Pat-
ents and Trademarks of the number of any
patent so extended. On receipt of such
notice, the Commissiorier shall confirm such
extension by placing a notice therec! in the

“first time !
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oificiz! file of such patent and publishing an
appropriate notice of such extension in the
Official Gazetie of the Patent a.nd Trade-
mark Office.”.

(b) The table of sections for chaptier 14 of
title 35, Uniied Stetes Code is amended by
adding after the item relating to section 155
the following new item;

“155A. Patent extensiorn™.

Section 25(a) of the bill, as redesignated,
is amended by striking out "9 and 10" and
imserting in lieu thereof 9, 10, and 24",

Mr. HATCH. Mr. President, I would
like to share with my colleagues a
statement by Senator THURMOND On
this amendment.

This amendment passed the Senate with-

out objection on June 29 as an amendment

to 8. 1538. It would provide limited patent
extension for certain ora! diabetic drugs.
Such relief is necessary because the FDA
unduly delayed final approval for these
drugs while it developed class Iabeling. This
would restore some of the patent life lost

-because of the government’s undue delay.

Mr. President, it Is my understand-
ing that Members of the House are
willing to take this amendment, as
well, so we are adding it to this bill.

Mr. METZENBAUM. Will the
manger of the bill be good enough just
to repeat what this amendment is? -
This is not the Thurmond textile
amendment?

Mr. HATCH. Mr. President, this has
ncthing to do with textiles. This is an
amendment that provides limited
patent extensions for certain oral dia-
betic drugs. Such relief Is necessary
hecause the Food and Drug Adminis-
tration unduly delayed final approval
for these drugs while it developed
class labeling. This would restore some
of the pztent life lost because of the
Government's undue deiay.

Mr. METZENBAUM. Mr. President,
I.have 'to say to my colleague from
1rtah that this amendment is not
agreeable at all, I have not heard of
this amendment before, This is the

have heard sbout a patent
exitension with respect to diabelic

Fugs, We have many palent exien-
sions proposed.

Mr. HATCH. Mr. President, if the
Senator will yvield for just a moment.

Mr. METZENBAUM. Mr. President,
I have to advise my colleague that zl-
though =apparently one of my staff
members saw fit to clear it, it does not
reflect my views. But if he d1d so, I am
not going to renege on that under-
standing. I withdraw my obhjeection.

Mr. HATCH. I appreciate the distin-
guished Senator from Ohio doing that.

I might add that this is part of the
package that has been considered and
accepted by, I believe, Representatives
in the House and the Senate. I unger-
stood that it had been cleared. I appre-
ciate that kindness on the part of the
distinguished Senator from Chio.

Mr. METZENBAUM. Is the Senator
finished with the amendment?

Mr. HATCH. I have not moved the
amendment yet.
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Mr. METZENBAUM., 1 would like to
be heard on the bill when the Senator

from Utah is finished.
Mr. HATCH. I am not qulte through

yet.

Mr. President, I move the amend-
ment.

The PRESIDING OFFICER. Is

-there further debate on the amend-
ment? If not, the question is on agree-
ing to the amendment of the Senator
from Utah [Mr. HaTcHI. | ‘

The amendment (No. 3708) was
agreed to.

Mr. HATCH. Mr. President, I move
to reconsider the vote by which the
amendment was agreed to.

Mr. BAKER. I move to ]ay that
motion on the table,

" The motion to lay on the t.able was
agreed to.

Nr, HATCH. Mr. Pre51dent 1 yield
the floor to the dzsngumhed Senator
from Chio.

Mr. METZENBAUM. Mr. President,
I spent the last couple of days on this
bill, and I am frank to admit that 1
have grave misgivings about it. I have
misgivings about it because it provides
the Senate with the horns of a dilem-
ma. )

One part of the bill provldes a good

-legislative approach to the use of ge-
neric drugs, and it breaks some new
ground in that area. I support the con-
cept of the use of generic drugs. I
think it helps senior citizens as well as
all peopie in our society if you can buy
drugs that are not merely by reason of
their pame and the advertising but
based upon the content.

- But there is another part of the bill
that gives me great concern; that is
inat portion of the bill that provides
for an extension of paients under vari-

‘gus and sundry circumstanees.

I have seen g proliferation of lerisla-
tion ir this session of Congress calling
for the extension of patents. Some
brilliant lawyer or lobbyist came ito
the conelusion that if we wentl to the
Congress we could get: paienle ex-
tended bevend theair usunal 17-vear
term. So we have ssen billz having io
do with pharmaceuticals and chemi-

specif-

xarious ané sundry drugs,
rihed rath-—* geénerally, and
Lance {niere was a strong

- SWell, the FDA delayed it

or whalever and there should be an

exiension

This ml’ is not specific in that re-

spect. 1Y provides for a more general

cals. and &griculiure chemicals,
ic drut*s

exiension of patents, In that respect, I.

have grave reservations about it.

Then ”“""e are provisions of this bill
ihat nrovide for specific extensions.
And each day of extension, it should
be peoirnied ocui. costs the American

“conswiners literally hundreds of thou-.

sands. and in some instances millions,
of dollars. When I aitempted to deter-

mine hov much the extension rights
for the movent exlensions Sreviced 'in
this bill were worth, I was nnable to

get & figure, Nobody can say whether
il was 21 bilhon. €2 billion. $5 billion,
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or $50 billion. I am frank to admit I do
not know the amount. But I know that
it is a large amount and the drug com~
panies will clap with enthusiasm and
excitement when this bill becomes law.

Then there is another provision in
this bill that breaks even further more
new ground, and that is it Is a totally
new concept. It provides that the
FDA, upon approval of a drug, may
grant exclusivity, exclusive rights to
use that drug for 5 years. Then if you
read it closely encugh, you will learn it
really is not 5 years, it is closer {o 6
years because of the date and the
manner in which it is written.

Well, that was enough and that was
sufficient reason to be concerned
about the passage of this legislation.
But then we learned just in the last
few minutes that the language of the
S-vear exclusive marketing provision
which the FDA can give may also, in
some way, detour or detract from the
right of generic drug manufacturers
and perhaps others as well to chal-
lenge the patent during that peried.

1 have received an iron-clad assur-
ance from the man primarily responsi-
bie for the passage of this legisiation,
the distinguished and well-respected
Congressperson from California
Henrny Waxman, wWho said if this is a
problem, he will see to it that it is
taken care of in the House. I want at
this point to say very publicly that one
of the reasons that I have withdrawn
any objection to this bill is because of
the distinguished record that the Con-
gressperson from California, Congress-
marn Waxmax, has had and the confi-
dence that I have in his legislative ap-
proach.

I still have reservations. I still have
concerns. I will not oppose this legisia-

tion. I am not at ali certain that the.

Senate, when it passes it this evening,
will he doing the right thing, but I will
not stand in the way of the passage.

There are some fine groups, generic
groups, retired senior eitizens groups.
Congress Watch, other groups of that
kind. consumer groups, whe have indi-
cated their support. I hope they are
right. I hope they are not making a
mistake. I hope that they have not
given away too much of the ball game
to the big drug manufacturers of this
country. and only time will tell wheth-
er or not I &m right.

On one other subject, there are
many peopple zsking what this bill is
all about; what it means; how do you
interpret it. Let me say, for one, that I
interpret it in only one manner.
Nobody can change the language of
the legisiation. It speaks for itseli. So
notwithstanding enybody whe may

feel that they can interprei the ian-

guage of this legisiation in one way or
another, I want the courts to under-
stand that the legislation speaks for
itself and the interpretation which
anyone may make on the floor does
not really add anything to that inter-
pretation,

Mr. HATCH. Mr. Presxdent 1 cannot.
overstate the importance of this bill.
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It will revolutionize the drug industry
and the drig market. It is a boon to
both consumers and producers, and I
know of no-group which opposes it as
amended.

The suppart is bipa.rtxsan. and it is
overwhelming.

Mr. President, I cannot tell you how
much the distinguished Member of
Congress, Congressman Waxman, has
done to help bring this bill about.
Without his tireless, unrelenting lead-
ership, 1 do not know that we would
ever have had this bill. And there has
been a lot of work here in the Senate,
and especially in the Labor and

_Human Resources Committee, as well.

1 was pleased to join in the effort
with Congressman Waxman in this bi-
partisan effort.

I want to thank the peopile in indus-
try, the consumer groups, the peopie
in the generic pharmaceutical indus-
try, the people in the Pharmaceutical
Manufacturers Association, and all of
those who have worked with us. I want
to thank the Senator from Ohio. I
would like to thank the distinguished
Member of Congress, Congressman
WAXMAN.

The PRESIDING OFFICER. The
bill having been read the third time, -
the question is, Shall the bill pass? _

The bill (8. 2926) was passed, as

.amended as follows:

S, 2826

Be il enacted by the Senate and House of
Represcniatives of (he Uniled States of
America in Comngress assembled, That this
Act may be cited as the “Drug Price Compe-
tition and Patent Term Restoration Act of
1984,

TITLE I— AF‘BREVIATED NEW DRUG
APPLICATIONS

Sec. 101. Section 505 ¢f the Federal Food.
Drug. and Cosmetic Act (21 U.S.C. 355) is
amended by redesignating subsection (j) as
subsection (k) and inserting after subsection
(i) the following:

“(j¥1) Any person may file with the Sec-
retary’ an abbreviated application for the
approval of a new drug.

“(2XA)Y An zbbreviated applicsticn for a
new drug shall contain—

“4i) informmation to show that the condi-
tions of use prescribed, recommended. or
suggested in the labeling proposed for the
new drug have been previously approved for
s drug listed ‘under paragranh (8) (herein-
after in this subsection referred to as a
‘listed drug’:

“(iiXIt if the listed drug referred 1o in

" clause {}) has only one active ingredient. in-

formation to show that the active ingredi-
ent of the new drug is the same as that of
the listed drug,

“(II} if the listed drug referred to in
clause (i) has more than one active ingredi-
ent. infermaticn to show that the artive in-
gredienis of the new drug are the zame as
those of the lisied drug. or

“(IIT) if the listed drug referred fo in
clause (i) has more than-one active ingregdi-
ent and if one of the active ingredients of
the new drug is different and the applica-
tion is filed pursuant to the approval of a
petition fiied under subparagraph (CY. infor-
mation to show that the other active ingre-
dients of the new drug are the same as the
active ingredients of the listed drug, infor-
mation to show that the different active in-
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gredient is an active ingredient of a listed

. drug or of a drug which does not meet the
the requirements of section 201(p), and such
other information respecting the different
active ingredient with respect to which the
petition was ilied as the Secretary may re-
quire;

*(iii} information to show that the route
of administration, the dosage form, and the
sirength of the new drug are the same 8s
those of the listed drug referred to in clause
(i) or, if the route of ‘administration, the
dosage form, or the strength of the new
drug is different and the application is filed
pursuant to the approval of & petition filed
under subparagraph (C), such information
respecting the route :of sdministration,
dosage form, or strength with respect to
which the petition was filed as the Secre-
tary may require;

*(iv) information to show that the new

" drug is bioequivalent to the listed drug re-
ferred to in clause (i), except.that if the 2p-

~ plication is filed pursvant to the approval of
a petition filed under subparagraph (C), in-
formation to show that the aclive ingredi-
ents of the new drug are of the same phar-
macological or therapeutic class as those of
the listed drug referred to in clause (i) and
the new drug can be expected to have Lhe
same therapeutic effect as the listed drug
when administered Lo patients for a condi-
tion of use referred to in clause (i)

“{v) information to show that the labeling
proposed for the new drug is the same as
the labeling approved for the listed drug re-
ferred Lo in clause (i) except for changes re-
guired because of differences approved
under g petition filed under subparagraph
(C) or beeause the new. drug and the listed
drug are produced or distributed by differ-
ent manufacturers; ;

“(vi} the items specified in clauses (B)
through (F) of subsection (bKi);

“(vii) a certification, in the opinion of the
applicant and to the besi of his knowledge,
with respect to each patent which claims
the lisied drug referred to in clause (i) or
v nich claims a use for:such listed drug for
which the applicant is seeking approval
under this subsection and for which infor-

mation is required be ‘filed under subsec-
tion (b) or (C)-—

(1) that such patent information has not
been filed,

*¢IIt that such pnzent has expired,

1IN of the date on which such patent
will expire, or : -

“(IV?Y thai such patent is invalid or will
not be infriniced by the manufaclure, use. or
sale of the new drug for which the applica-
uon is suboutted; and

“(viil) if with respect 10 the listed drug re-
ferred to in clause (i) information was filed
under subseclion (b} of {¢) for a method of
use patent which dose not clzim a use for
which the applicant is seeking approval
under this subsection, & statement that the

method of use patent dons not ciaim such 8 -

use. -
The Secretary may not require that an ab-
breviated application contain information to
tha.L required by clauses (1) through (viii).
" (B¥i) An applicant who makes a certifi-
cation described in subparzgraph
(A¥viiXIV? shzll inciude in the application
a statement that the application will give
the notice reguired by clause (i) to—

=3 vuch owner of the putent which is the
sutbject of the certification or the represent-
ative of such owner desxgnated to receive
5uch notice, and

“¢IT) the holder of Lhe approved applica-

tion under subsection ibY for the drug which
is claimed by Lhe patent or a use of which is
claimed by the patent or the respresentative
of such holder demg‘nated to receive such
nohce.
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“(i{) The notice referred to in clause (i)
shall state that an application which ¢on-
tains data from bioavailability or bicequiva-
lence studies has been submitted under this
subsection for the drug with respect to
which the certification Is made to obtain ap-
proval to engage in the commercial manu-
facture, use or sale of such drug before the
expiration of the patent relerred to in the
certification. Such notice shall include a de-
tailed statement of the factuval and legal

basis of the applicant's opinion that the’

patent is not valid or will not be infringed.

“(iff) If an application is amended to in-
clude s certification described in subpara-
graph (AXviiXIV), the notice required by
clause {ii) shall be given when the amended
application is submitted,

“(C) If a person wants to submil an abbre-
viated application for a new drug which has
a different active ingredieni or whose route
of administration, dosage form, or strength
differ from that of a listed drug, such
person shall submit & petition to the Secre-

tary seeking permission to file such an ap-

plication. The Secretary shall approve or
disapprove a petition submitted under this
subparagraph within ninety days of the
date the petition is submitted. *“The Secre-
tary shall approve such a petition unless the
Secretary finds—

(i} that investigations must be conducted
to show the safety and effectiveness of the

.drug or of any of its active ingredients or of

the route of administration, -the dosage
form, or strength which differ from the
]isted drug; or

“(ii) that any drug with a different active
ingredient may not be adequately evaluated
for approval as safe and effective on the
basis of the information required to be sub-
mitted in an abbreviated application.

"(3) Subject to paragraph (4), the Secre-

tary shall approve an-application for a drug
unless the Secretary finds—

“(A) the methods used in, or the facilities
and controls used for, the manufacture,
processing, and packing of the drug are in-
adeguate to assure and preserve its identity,
strength, quality, and purity;

“(B) information submitted with the ap-
plication is insufficient to show that each of
the proposed conditions of use have been
previously approved for the hsted drug re-
ferred 10 in the application;

“(CHi) if the listed drug heas oniy one

“active Ingredient, information submitted

with the application i5 insuificient to show
that the active ingredient is the same 2as
that of the lisied drug,

“{if) if the listed drug has more than one
active ingredienl, informaticn submitted
with the application is insufficient to show
that the active ingredients are the same as
the active ingredients of the listed drug, or

*(iii) If the listed drug hass more than one
active ingredient and if the application is
for & drug which has an active ingredient
different from the listed drug, information
submiited with the application is insuffi-
cient to show—

*(I) that the other active Ingredients are
the same as the active ingredients of the
listed drug, or

“¢{II) that the different active ingredient is
an active ingredient of & listed drug or a8
drug which does not meet the reguirsments
of section 201(p},
or no petition to file an application for the
drug with the different ingredient was ap-
proved under paragraph (2%(C);

“{DXi) if the appiication is for & drug
whose route of administration, dosage form.
or strength of the drug is the same as the
route of administration, dosage form, or
strength of the listed drug referred tc in the
application, information submitted in the

application is insufficient to show that the
route of administration, dosage form, or
strength is the same as that of the listed
drug, or

“4i}y if the application is for a drug whose
route of administration, dosage form, or
sirength of the drug is different from that
of the listed drug referred to in the applica-

tion. no petition to file an application for °

the drug with the different route of admin-
istrztion, dosage form, or strength was ap-
proved under paragraph (23 C);

“(E) If the application was filed pursuant
to the approval of a petition under para-
graph (2)(C), the application did not contain
the information required by the Secrelary
respecting the active ingredient, route of ad-
ministration, dosage form, or strength
which is not the same;

“(F} information submltted in the applica-
tion is insufficient to show that the drug is
bioequivalent to the listed drug referred to
in the application or, if the application was
filed pursuant to a petition approved under
paragraph (23(C), information submitled in
the application is insufficient to show that
the active ingredients of the new drug are of
the same pharmacological or therapeutic
class as those of the tisted drug referred to
in paragtaph (2)}AXi) and that the new
drug can be expected to have the same
therapeutic effect as the listed drug when
administered to patienis for & condition of
use referred to in such paragraph,

“(3) information submitted in the appli-
cation is insufficient to show that the label-

-ing proposed for the drug is the seme as the

labeling approved for the listed drug re-
ferred to in the application except for
changes reguired because of differences ap-

nroved under a petition filed under para-’

graph {(2XC) or bacause the drug and ihe
listed drug are produced or distributed by
different manufacturers; )
“(H) information submitted in the appli-
cation or any other information available to
the Secretary shows that (i) the inactive in-

gredients of the drug are unsafe for use-

under the conditions prescrived, recom-
mendsd, or suggesied in the labeling pro-
posed for the crug, or (i} the compaosition
of the drug is unsafe under such conditinns
because of the iype or guantity of inactive
ingredients included or the rmanner in which
the inactive ingredients are included.

“(I) the appioval under subseclicn (¢) of
the lisred drug referred 1o in the epnlication
under this subsection has been wiHLarawn
or suspended for grounds described in the
first sentence of subsection (e, the Secre-
tary has published a notice of cpporiunity
for hearing tc withdraw approval of the
listed drug under subsection (¢) for grounds
deseribed under the first senience of subsec-
tion (e), the approval under this subsection
of the listed drug referred to in the applica-
tion under thiyr subsection has been with-
drawn or suspended under paragraph (5). or
the Secreiary has determined thsi the
listed drug has been withdrawn from sale
for safeiy or efiectiveness reasons;

“¢Js the application does not meet any
other requirement of paragraph (2XAY, or

“¢¥) the asnlication contains an untrue
statement of materizal fact.

PLEWAY W n one hundred and eighty

dewvs of the initial receipt of an application -

under parrgraph (2) or within such addi-
tional period as may be agreed upon by the
Secretary and the applicant, the Secretary
shall approve or disapprove the application.

*¢B) The approval of an spplication sub-
mitted under paragraph (2) shall be made
eifective on the last applicable date deter-
mined under the foliowing:

“(}) if the sbplicant only made & certifira-
tion described in subclause (I} or {II) of

S 10907_
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: p.: arraph (2 AXVID or in both such sub-
clauses, the approval may be madt ei'fectwe
lm"'](dl?l-(]\

“tji) if Lthe apphr_ant made a certifieation -

described in subclause (XII} of paragraph
(2 ANviiy, the approval may be made effec-
tive on the date certified ynder subclause
(I1I).

*(iii) If the gpplicant made & certification

described in subclause (IV) of paragraph
(2) AXvii}, the approval shall be made effec-
tive immediately unless an aclion iy brought
lor infringermoent of each patent which is the
" subyect of the certification before the expi-
ration of forty-five days from the dale the
notice provided under paragraph (2XBXi) is
received. If such an action is brought before
the expiration of such days, the approval
shall be made effective upon the expiration
of the thirty-month period beginning on the
‘date of the receipt of the notice provided
under paragraph (2B or suck shorter or
Jonper periofg &5 the courl mey erder be-
cause eithier pamny 1w the action failed to
rezkoniably  cooperaie in e)\pcd ling the
act.zo". except that—
(I} if before the expiration of such period
the court decides that each such pztent is
invalid or not infringed, the approval shall
bhe mate effective on'the date of the court
decision.
(1Y) if before the expirelion of such
piricd the.court decides that any such
patent has been infringed, the approval
shizll be made effective on'such date as the
court orders under section 271(eX4)A) of
- ‘titie 35, United States Code, or

“(II1) if before the expiration of such
perioé the court granis a preliminary in-
junction prohiditihg the applicant from en-
gaginge in the commergial manufacture or
saie of the drug unii} the court decides the
issues of patent validity and Infringement,
the approval chall be made effeetive on the
date of such court decision.
In such an action, each of ihe parties shall
regspnebly  cooperale in expediting the
aciion. Untll th' ex ion of the forty-

fi I+ r..f on the date the

i repraph (2)(B)i) is re-

csived, no action may be brought under see-
ticn 2203 of title 28. Uniled Ziates Cude, for

qm‘-\ iudgme“t \.;Lh respect to the
Lnaer section
ia} district

: markeling of
g L'\"‘e' the p 2 sppiication. or
(;I the d=if ¢f a decision of & court in an
wetion deseribed in clause (iii) hoiding the
satent which s the subliect of the certifica-
ion 1o be irvelid or not infringed,
viT {5 ¢ aTHET.

Oy ID the Seorelary du".a‘_‘,s to dizap-
srowve an arclisgiion. the Sceretary shall
rive {he epplicant notice of an opportunity
or.g hoarisg beiore the Secretary on the
suesiion of whither such application is ap-
rovabiel 1f the applicam elecls to accept
ht opporiunity aring by writlen re-
1 i ) 4 afer =uth notice,
sh' cofmmencs net more Lhan
vy 43 \s piier the expiraiion of such
Hirty deyvs wnless the Secretary and the ap-
dwnnt otherwise sgres. Any stich hearing
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shal) thereafter be conducted on an expedit-
ed basls and the Secretary's order thereon
shall be issued within ninety days after the
date fixed by the Secretary for filing fina}
briefs.

“(D)Xi) If an application (other then an
abbreviated new drug spplication) submit-
ted under subsection (b) for a drug. no
active ingredient (including any esier or salu
of the active ingredient) of which has been
approved in any other application under
subsection (b), was approved during the
period begining January 1, 1882, and ending
on the date of the enactment of this subsec-
tion, the Secretary may not make the ap-
proval of an applicaticn submitted under
this subseciion which refers to the drug for
which the subsection (b} application was
submitied effective before the expiration of
ten yvears from the date of the approval of
the application under subsection (b),

*{ii; If an application submitted under
subszeclion (b) fer & drug. no active ingredi-
ent tincluding any ester or szlt of the aclive
ingredient) of which has been approved in
any oiher application under subsection (b),
is approved after the date of the enactment
of this subsection. No application may be
submitted under this -subsection which
refers 10 the drug for which the subsection
(b; application was submii{ed before the ex-
piration of five years from the date of the
approval of the applicelion under subsec-
tion ().

“(iiiy If an appl)cation {or supplement to
an application) submitled under subsection
{b) for a'drug which includes an active in-
gredient that hgs been approved in any
other application approved under subsec-
tion (b)), is approved afler the date of enact-
ment of this subsection, the Secretary may
not make the approvel of an application
submitted wunder this subsection which
refers to the drug for which the subsection
(b) application was sgubmitted effective
belore the expiration of three years from
the date of the approval of the application
(or supplement theretc) under subsection
(b).

“(IV) If an application {or supplvnent to-

&n applicalion) submitted under subsection
(b} for a drug which includes an active in-
gredient that has been approved in any
other appiication under subsection (bj, was
approved during the period beginning Janu-
ary 1, 1682, and endinF on ibe date of the
enacument of this subsection, thie Secrevary
may net make the approvel of an applica-
tion submitied undsr this subsection which
refers o the grug for which the subseciicn
(b} applration was sobmitted effective
before the expiration of twe years from the
date of ensciment of this subsection.

b)Y If 5 drug approved under this subsec-
licn refers in its spproved gpplication to &
drig the spproval of which was withdrawn
or suspended for prounds described in the
first senience of subsection (e) or was with-
draen or suspended under this paragraph or
which. a5 determined by the Secretary, has
been withdrawn from sale for safety or ef-
fectiveness reasons, the approval of the
drug under this subsection shsll be with-
drawn or suspended—

“(A) for the same period as Lhe withdraw-
al of suspenszion under subsection {e) or this
prragraph, or

(B} if the listed drug has been withdrawn
{rom sale, for the period of withdrawal from
sale or, if earlier, the period ending on the
date the Secretary delermines that the
withdrawal from sale is not for safely or ei-
fectiveness reaspns.

“UEuAND Within sinty da;s of the date of

the enactment of this subsection, the Secre-

iary shall publish a.nd make avaiiable to the
public—
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{11 g }ist in alphabetical order of the offi-
cial and proprielary name of each drug
which has been approved. for safety and ef-
fecliveness under subseclion (c) before the
date of the enactment of this subsection;

“(II) the date of approval if the drug is ap-
proved after 1981 and the number of the ap-
plication which was approved; and ’

“tI11) whether in vitro or in vivo biovgurv-
alence studies, or both such studies. are re-
guired for applications filed under this sub-
section which will refer to the drug pub-
lished.

“(ii) Every thirty da.ys after the publica-
tion of the first list under clause (i) the Sec-
retary shall revise the lisi to include each
drug which has been approved for safety
and effectiveness under subsection (c) or ap-
proved under this subsection during the
thirty-day period.

“(ifi) When patent information submitted
under subsection (b} or () respecting a2 drug
inciuded on the list is to be published by the
Secrelary the Secretary shall, in revisions
meade under clause (ii}, include such infor-
mation for such drug.

“(B) A drug approved for safety and effec-
tiveness under subsection {(c) or approved
under this subsection shall, for purposes of
this subsection, be considered to have been
published under subparagraph (A) on the
date of it approval or ihe dete of enacis
ment, whichever is later.

“(C) If the approval of 8 drug was with-
drawn or suspended for grounds described

in the first sentence of subsection (e) or was

withdrawn or suspended under parapraph
(5) or if the Secretary delermines thal 8
drug has beern withdrawn from siale for
safety or effeciiveness reasons, it may nol
bt pubjished in the list under subparagraph
(A) or, if the wilhdrawal or suspension oc-
curred afier its publication in such lst, it
shall be inmediately removed {rom such
ligt—

“¢1) for the same period as the withdrawal

or suspension under subsection {(e) or para-
graph (5), or

“(ii} if the listed drug-has beer withdrawn
irom sale, for the period of withdrawal from
sale or, if earlier, the period end:ng on the
date the BSecretary determines that the
wilthdrawal from saie is not for szfety or ef-
{ectiveness reasons. )

A notice of the removal shell be published
in the Federal Regisl.er.

*“U1; For purposes of this ﬁL.'n‘ﬂ-"Lion:

“(A: The term ‘bioavaiiabiii means the
rale &hc eXxient Lo whick the aruve ingreds-
ent or therapeutic ingredieny i abscorbec
irpm & drug ang becomes evaiieblc at the
site of drug action.

“{BY A drug shall be considered to be bio-
eguivaient io & Jisted drug if-—

*(i) the rete and extent of absorplion of
the drug 4o nol show a significam differ-
enice from the rate and extent of absorplion

of the Ysted drug when administered at the
same mmoiar dose of the therapeutic ingred:-
ent under similar experimentel conditions
in either a single dose of multiple doses; or

“(ii) the extent of absorption of the drug
dees nol show & significant difference Irom
the extent of absorpiion of the listed drug
wheén adminiswered sl the same mclar dose
of ihe therzpeutic ingrecdient under simiiar
experimental conditions in elther » single
dose” or multiple doses and the difference
from the listed drug in the rate of absorpo-
tion of the drug is intentional, is refiected in
its proposed labeling, is not essential to the
atiainment of effeclive body drug concen-
irations on chronic use, and is considered
medically insignificani for the drug.”.

8Ec. 102. (a)X(1) Section 505(b) of such Act
is amended by ndding at the end thereof the
following: *The applicant shall {ile with the
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application the patent number and the expi-
ration date of any patent which claims the
drug for which the applicant submitted the
appheation or which claims a method of
using such drug and with respect to which a
claim of paltent infringement could reason-
ably be asserted if a person not licensed by
{he owner engaged in the manufacture, use,
or sale of the drug. If an application is filed

under this subsection for a drug and 8
patent which claims such drug or a method
of using such drug is issued afier the filing
date but before approval of the application,
the a2pplicant shall amend the application to
include the information required by the pre-
ceding sentence. Upon approval of the appli-
cation, the Secretary shali publish informa-
tion submitted under the two precedmg sen-
tences.””

(2) Section 505(c) of such Act is amended
py inserting (1) after “(c)”, by redesignat-
ing paragraphs (1) and {(2) as subparagraphs
tA) and (BJ, respectively, and by adding at
the end thereof the following:

“(2) If the patent information described in
suhsection (b} could not be filed with the
subinission of an application under subsec-
tion {(b) because the application was filed
hefore the patent information was reguired
under subsection (b) or & patent was issued
afler the appilication was anproved under
such subsection, the holder of an zpproved
appiicalion shall {ile with the Secretary the
paient number and the expiration date of

any patent which claims the drug for which -
the  application was submitted or which’

rlaims a meihod of using such drug and
with respect 1o which a claim of patent in-
{ringement could reasonably be asserted if a
person not licensed by the owner engaged in
. the manufacture, use. or sale of the drug. If
 the koicer of an approved application could
not file patent information under subsec-
tion (b) because it was not required at the
. time the application was approved, the
hoider shall file such
this subsection not later than thirty days
after the date of the enaciment of this sen-
i{rnee. and if the holder of an approved ap-
piication ceuld not file patent information
under subsection {b) because no patent had
been iszued when the application was filed
or approved, the holder shall {ile such infor-
mziion under this subsection not Jater than
. LH.; 1y davs after the date the pztent in-
ved s issued. Upon the submission of

pqlﬂ" information under this subsection.
""» ‘-‘hc'rw"-\ shali publish it

w A The first sentence of section 505(ds

ci iy Aci is amended by redesignaling

e 1%, 85 cimuse {7 ang aseriing after

. giause (3} the following: (6} ih# apphication

faiied to conlain ihe patent information

preseribed by subsestion by or' -

. ¢B)Y The first senience of secticn B05(e} of
- such ACL is amended by redesipnatirg clause
D4y as plause (5) and inseriing after clsuse
. {3} the feollowing: "{4) the patent informa-
. tipn prescribed by subseciion (€Y was not
o fijed within thirty days afier the receipt of
writien notice from the Secrelary specifying
tiip failure to file such information; or™.

. ibX1y Section 505¢a) of such Act is emend-
ed by inserting “'or (j)° afier “subsection
(B30

2y Seciuion 505(2) of such Act is amended
v 2triking out “this subsection™ and insert-
ing in lieu thereo!l “subsection (b)Y,

{3» The second sentence of section 505(e)
¢ of such A2l is amnended by inserting “sub-
. mitted under subsection (b or ()" after “an
© application™.
t4: The serund tence oi section 505(e)
wed by AtriRing out ()"
; i OCCurs in flause (1Y end inserling in lieu

thereal "(kY".

" (5 Secuon 563(k1) of such Act (as so re-
© gesignated! is amended by siriking out “pur-

information under

#aCT place.
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suant to this seclion™ and inserting in lien
thereof "under subsection (b) or (j)™,

(6} Subsections (a) and (b) of section 527
of such Act are each amended by striking
out "“under section 3058(b)™ and inserting in
lieu thereof “under section 505".

Sec. 103, (a) Section 505(b) of such Act is
amended by inserting “(1)" after “(b)’, by
redesignating clauses (1) through (8) as
clauses (A) through (F), respectively, and by
adding &t the end thereof the following:

_*(2) An application submitted under para-
graph (1) for a drug for which investigations
described in clause (A) of such paragraph
and retied upon by the applicant for approv-
al of the application were not conducted by
or for the applicant or for which the appli-
cant has not obtained a right of reference or
use from the person by or for whom the in-
vestigations were conducted shall alsp in-
clude—

“{A) a certification, in the cpinion of the
applicant and io the best of his knowledge,
with respect to each patent which claims
the drug for which such investigations were
conducted or which claims a use for such
drug'for which the applicant is seeking ap-
proval under this subsection and for which
information is required to be filed under
paragraph (1) or subsection (c)—

“{i) that such patent informatiorn has not
been filed,

“{1i3 that such patent has expired,

*{iii) of the date on which such patent will-

expire, or

“{iv) that such patent is invalid or will not
be infringed by the manufaciure, use, or
sale of the new drug for which the applica.
tion is submitted; and

“{B) if with respect to the drug for which
investigations described in parzgraph (1)(A)
were conducted information was filed under
paragraph (1) or subsection (¢) for & method
of use patent which does not claim a use for
which the applicant is seeking approval
under this subsection, a stalement thal the
method of use patent does not ciaim such a
use. -
"“(3)A) An zpplicant who makes a certifi-
cation described I paragraph (2)XAMiV)

shall include in the application a statement -
- that the applicant has given the notice re-

quired by subparagraph (b) to—

“(i} each cwner of the palent which is the
subject of the certification or the represent-
etive of such owner designated to receive
such notice, and

(i} the holder of the approved applica-
tion under subsection (b} {or the drug which
is cizimed Gy the palent or & use of which is
cirimed by the patent or the representative
of such holder designated to receive such
nntice. .

“(B) The notice referred to in subpara-
graph {A) shall state that an application has
been subritied under this subsection for
the druog with respect to which the certifica-
tion ix made Lo oblain approval to engsge in
the commercial manufacture, use, or sale of
the drug before the expiration of the paient
referred to-in the certification. Such notice
shall include a detailed statement of the
faciual and legal basis of the applicant’s
opinion that the palent is not velid or will
not be infringed.

(Y If an applicetion is amended to In-
clude a certificeiion described in peragraph
(2} AX1v), the notice reguired by subpara-
graph (B) shall be given when the amended
application is submitied.”

(b} Section 505(c) of such Act (as amended
by section 10283 2) is amended by adding
at the end thereof the {3llowing:

*(3) The approval of an spplication filed
under subsection {b) which conteins a certi-
ficalion regquired by paragraph (2) of such
subsection shall be made effective on the
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last applicable date determined under the
following:

“(A) I the applicant only made a certifi-
cation described in clause (1) or (ii) of sub-
section (bX2)XA) or in both such clauses, the
approval may be made effective immediate-
ly.

**{B) If the applicant made a certification
described in clause (i) of subsection
{(b)X2)XA), the approval may be made effec-
tive on the date certified under clause (iii).

“(C) If the applicant made a certification
described in . elause (iv) of subsection
(bX2)A), the approval shali be made effee-
tive immediately untess an action is brought
for inifringement of each patent which is
the subject of the certification before the
expiration of forty-five days from the date
the notice provided under paragraph (3XB)
is received. If such an action is brought
before the expiration of such dawvs, the ap-
proval may be made effective upon the expi-
ration of the thirty-month period beginning
on the date of Lthe receipt of the notice pro-
vided under paragraph {3)B) or such short-
er or longer period as the court may order
because either party to the action failed to
reascnably cooperate in expﬂd:tmg the
action, except that-

“(i) if before the expiration of such period
the court decides that each such patent is
invalid or not infringed, the approval may
be made effect.ne on the date of the court
decision,

“{ii} if before the expiration of such
period the court decides that any such
patent has been infringed. the approval mav
be made effective on such date as the court
orders under section 271 eX4)1(A) of title 35,
United States Code, or

“(iiiy if before the expiration of such

period the court grants & preliminary in-
junetion prohibiting the applicant from en-
gaging in the commercial manufacture or
sale of the drug until the court decides the
ivsues of patent validity end Infringement,
the gpproval shaill be made effective on the
date of such court decision.
In such an action, eack of the parties shall
reasonably cooperate in  expediting the
action. Until the expiration of the forty-
five-day period beginning on the date the
notice made under paragrzph (3)¥B) is re<
ceived, no action may be brought under sec-
tion 220% of title 2B, Uniied States Code, for
g declaratory judgment wilh respect to the
patenl. Any action brought under such sec
tion 2201 shall be brocught in the judicial
district where the defencant has its pringi-
pal place of business or & regiar and estab-
lished place of business.

“DXi) If an application (other than zn
abbreviated new drug epplication) submit-
ted under subsection (b) for & drug, no
gctive ingredient (including any esler or selt
of the sztive ingredient) of which has been
epproved in any other spplication under
subsection (b), was approved during the
period beginning January 1, 1982, and
ending on the date of the enactieent of this
subsection, the Secretary may not make the

“approvel of another spplication for & drug

for which investigetions described in clzuse
(41 of subsection (b¥1) and relled upon by
ihe applicant for spprovel of the applica-
tion were not conducted by or for the epphi-
cant or which the appiicant has not ob-
tained a right of reference or use {rom the
person by or for whom the investigations
were conducted effective before the expira-
tion of ten yeers {rom the dete of the ap-
proval of the application previously ap-
proved under subsection (b},

(i) If an application submitted under
subsection (b) for a drug, no active ingredi-
ent (including any ester or selt of the active
ingredient) of which has been approved in
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. any olher application under subsection (b)),
is approved after the date of.the enactment
o! this subsection no application may be
submitted under this subsection which
refers to the drug for which the subsection
{b) application was submitting before the
exgpiration of five years from the date of the
approval of the application under subsec-
tion (bl
“tiii} II an appleation (or supplement to
an application? submitted under subsection
th) for m drug which includes &n active in-
gredient that has been approved in any
other application approved under subsec-
tion (b}, is approved after the date of enact-
ment of this subsection, the Secretary may
not make the approval of an spplication
submitted under this subsection which
- refers to the drug for which the subsection
(b) appiication was submitted effective
before the expiration of three years from
the date of the approval of the appiication
(or supplement thereto) under subsection
(b)
“(iv) If an application (or supplement to
an application submitted under subsection
(b) for a drug which includes an active in-
gredient that has been approved in any
olher application under subsection (b, was
approved during the period beginning Janu-
ary 1, 1982, and ending on the date of the
enactment of this subsection, the Secretary
may not make the approval of an applica-
tion submitied under this subsecton which
refers to.the drug for which the subsection
(b} application .was submitted effective
" before the expiration of two years from thé
date of enactment of this subsection.”.

Sec. 104. Section 505 of such Act is amend-
ed by adding at the end thereof the follow-

ing:

‘(13 Safety and efiecliveness data and in-
formation which has been submitted in an
application under subseciion (b) for s drug
and which has not previously been disclosed
to the public shall be made available to the
public, upon request, unless extraordinary
circumstances are shown, including that the
data ang information represant trade secret
or confidential commercial or financial in-
formation—

(1) if no work is being or will be under-
taken to have the application approved,

(2} if the Secretary has determined that
the application is not spprovable and ali
legai appea]s have beer exhausted,

“(3) if approval of the application under
siibsection (¢} is withdrawn and ali legal ap-
peals have been exhausied,

“(4) if the Secretary has determined that
such drug is not a new drug, or

—“(3; upon the effective date of the approv-
al of the first application under subsection
(}» which refers 1o such drug or upon that
date upon which the approval of an applica-
tion under subsection (i) which refers to
such drug couid be made ef{ective if such an
application been submitted.

“im) For purposes of this section, the
term ‘patent’ means a patent issued by the
Patent and Trademark Office of the De-
pariment of Commerce.”

Sec. 104, (8) The Secreta.ry of Health and
Human Services shall promulgate, in ac-
cordance with the notice and eocmment re-
guirsments of section 553 of title 5. United
States Code, such regulations ss msay be
necessary for the sdministration of section
505 of the Federal Food, Drug, and Cosmet-
ic Act. as amendment by sections 101, 102,
and 103 of this Act, within one year of the
date of enactment of this Act.

(6) During the period beginning on the
date of the enactment of this Act and
ending on the date regulations promulgated
under subsection (a) {ake effect, abbreviated
new drug applications may be submitied in
atcordance with the provisions of section
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314.2 of title 21 of the Code of Federal Reg-
ulations -and shall be considered as suitable
for any drug which has been approved for
safety and elfectiveness under section 505¢c)
of the Federal Food, Drug., and Cosmetic
Act before the date of the enagiment of this
Act. If any such provision iz inconsistent
with the reqguirements of section 505(]) of
the Federal Food, Drug, and Cosmetic Act,
the Secretary shall consider the application
under the applicable requirements of such
section. ~The Secretary of Health and
Human Services may not approve such an
abbreviated hew drug application which is
filed for a drug which is described in sec-

tions S505(cH3IND) and 505(J14XD) of the

Federal Food, Drug, and Cosmetic Act
except in accordance with such section.

Sgc. 106. Section 2201 of title 28, United
States Code, is nmended by inserting "(a)”
before “In a case” and by adding at the end
the foliowing:

“¢by For limitations on actions brought

with respect t¢ driug patents see section 505
of the Federal Food, Drug, and Cosmetic
Act.".
, Sec. 107(a). Clause (ifi) of seclion
505(j {4 XD) of the Federal Food, Drug, and
Cosmetic Act, a5 added by section-101(a) of
the Act, is amended by striking out *“(or sup-
plement to an applicalion)” ang *“(or supple-
ment therete)”, and by inserting after “ap-
proved under subsection (b)” the following
"and which contains reports of new clinical
investigations (other than bioavailability
studies} sponsored by the applicant™.

(b) Clause (iv) of section 5065(j}4MD) of
the Federal Food, Drug, and Cosmetic Act,
as added by seclion 101(a) of the Act, is re-
designated as clause (v}, and the following
new clause (iv) is inserted immediately after
clause (iiix:

*“(iv) If a supplement to an application ap-

proved under subsection (b) includes reports
of new clinical investigations {other than
bicavailability studies) sponsored by the ap-
plicant gnd is approved after the date of en-
actment of this subsection, the Secretary
may not make the approval of an applica-
tion submitted under this subsection which
refers w. the drug for which such supple-
ment was submitied effective before the ex-
piration of Lthree years from the date of the
approval of the supplement under subsec-
tion (b,

{c) Clause (iiiy of section 505{cXH3)MIM of
the Federal Pood, Drug, and Cosmetic Act,
a5 added by section 101(b} of the Act, is
amended by striking oyt “(or suppiement to
ar application’” and "{or supplement there-
toY'. and by inserting after “approved under
subsection (D) the following *“and which
contains reports of new chnical investiga-
tions tother than bivavsilability studie’)
spansored by the applicant™.

{d) Clause (iv) of section 505{cH3¥D} of
the Federal Food, Drug. and Cosmetic Act,
a5 added by section 101(h? of the act, is re-
designated as clause (v), and the following
new clause (iv) is inserted immediately a.fter
ciause (ii)

“{iv) If a supplement to an application ap-
proved under subsection (b) includes reports
of new ciinical Investigations (other than
bioavailiability studies) sponsored by the ap-
plicant and is approved sfter the date of en-
actment of this subsection, the Secretary
may not make the approval of an applica-
tion submitted under this subsection which
refers to the drug for which such supple-
ment was sibmitted effective before the ex-
piration of three years from the date of the
approval of the supplement under subsec-
tion (bl

(e} Subsection (1) of sectionn 505 of the

Federal Food, Drug, and Cosmetic Act, as,

erdded by section 104 of the Act. is amended
by striking out, beginning with “, includ-
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ing", all matter through "financlal informa-

tion™
TITLE II-PATENT EXTENSION
Sec. 261, (a) Title 35 of the United States

Code is amended by adding the {ollowing
new section immediately after section 158:

“4 156, Extension of patent term

*(a) The term of a patent which ciajms a
product, &8 method of using a product, or a
method of manufacturing a product shall be
extended in accordance with this section
from the original expiration date of the
patent {f—

“(1) the term of the patent has not ex-
pired before an application is submitted
under subsection (d) for its extension;

“(2) the term of the patent bas never been
exiended;

“(3) an application for extension is sub-
mitted by the owner of record of the patent
or its agent and in accordance with the re-
guirements of subsection (d};

“(4) the product has been subject to & reg-
ulatory review period before its commercial
marketing or use;

"(3)XAY except as provided in subpara-
graph (B), the permission for the commer-
cial marketing or use of the product afiler
such regulatory review period is the first
permitted commercial marketing or use of
the preduct under the provision of law
under which such regulatory review period
occurtred; or

*“(B) in the case of a patent which claims &
method of manufacturing the product
which primarily uses recombinant DNA
technology in the manufacture of the prod-
uct, the permission for the commercial mar-
keting or use of the product after such regu-
latory review period is the first permitted
commercial marketing or use of a product
manufactured under the process claimed {n
the patent.

The product referred to in paragraphs (4)

.and (5) is hereinafter in this section re-

ferred to as the ‘aprroved product’.

“{b) The rights derived from &ny patent
the term of which is extended under this
section shall during the period during which
the patent is extended—

“(1) in the case of a patent which claims a
product he limited to any use approved for
the approved product before Lhe expiration
of the term of the paient under the provi-
sion of law under which the applicable regu.
latory review ovcurred,;

“{21in the case of &4 palent which claims &
method of using 2 product. be Limiled 10 &Ny
use claimed by the patent and approved for
the approved product kbefore the expiration
of the term of the patent under the provi-
sion of law under which the rpplicable regu-
latory review occurred; and

“{3) in the case of a patent which claims &

method of manufacturing a product, be lim- .

ited to the method of manufacturing as
used to mske the approved product.

{c) The term of & patent eligible for ex-
tension under subseciion () shall be ex-
tended by the time egual to the regulatory
review period for the spproved produet
which period occurs after the date the

atent is issued, except that—

“(1) each period of the regulatory review
period shall be reduced by any period deter-
mined under subsection (dX2)XB) during
which the applicant for the patent exten-
sion did not act with due diligence during
such period of the regulatory review period;

*(2) after any reduction required by para-
graph (1), the period of extension shall in-
clude oniy one-haif of the time remzining in
the periods described in par 3
(AXBX), (2xBYXi), and (3%BXi: of subsee-
tion (g




“and (b)the gligibility
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“¢2y if the period remaining in the term of
a patent after the date of the approval of
the approved product under the provision of
law under which such regulatory review oc-
curred when added to the reguletory review
period &s revised under paragraphs (1) and
(2) exceeds fourteen yvears, the period of ex-
tension shzl) be reduced so that the total of
both such periods does not exceed fourteen
years; and

‘(43 in no event shall more than one
pat.ent be extended for the same regulatory
review pericd for any product.

“(d)(1) to obtain en extension of the term
of & patent under this section, the owner of
record of the patent or its sgent shall
submit an application to the Commissloner.
Such an epplication may only be submitted
within the sixty-day period beginning on
the date the produci received permission
under the provision of law under which the
applicable regulatory review period occurred
for commercial marketing or use. The appli-
cation shall contain—
© “(A) the identity of the approved product
and the Federal statute under whlch regula-
tory review occurred; -

“(B) the identity of the patent for‘whxch
an exfension is being sought and the identi-
ty of each claim of such palent which
claims the approved product or & method of
using or manufaciuring the approved prod-
uet;

“(C} information to enable the Com:ms-._

..sioner: todetermine inder. stubséctions  (a)
a‘patent for exten-
sion and the rights that will be derived from
the extension and information Lo £nable the
Commissioner and the Secretary of Health
gnd Human Services to deftermine the
period of the extension under sa‘nsectxon
(g

(D) a brief descripiion of the a&:tlmtxes
underizken by the applicant during the ap-
plicable repulatory review period with re-
spect {0 the approved product and {he sig-
nificant dates applicable 1o such activities;
and

“(E) such patent or other infGrmation a8
the Commissioner may requh (N .

“(2)}A) Within sixty days of the submittal
of an apptication for extension of the term
of 2 patent under paragraph (1), the Com-
missioner shall neotify the Secretary -of
Health snd Human Services if the patent
claims any human drug product, & medical
device, or & food additive or color additive or
& method of using or manufacturing such a
product, device, or additive and if the prod-
uci. device, and sdditive are subject to the
Federzl Food, Drug. and Cosmetic Act of
ihe extension application and shall submit
to the Secreleryv s copy oi the application.
Not laier than thirty days alter ihe receipt
of an application {rom the Commissioner,
the Secretary shall review ibhe dales con-
tained in the spplication pursuant to para-
graph (18Ch end determine the appiicable
regulaiory review period, shell notify the
Commissioner of the determination. and

shall publish in the Federal Register s

notice of such determination.

“(BMI) If & petition is submitted to the’

Secretary under subparagraph (A), not later
than one hundred and eighty davs after the

publicalion of {he determination under sub-
Sare.g'mph (&), upon which it may reason-

ably be determined thai the applicant did .

not ast with due diligenee during the appli-
-cable repulatery review period, the Secre-
lary shall. in -accordance with regulations
?:c‘nu,ga ¢4 by the Sccrelary determine if
the applicant acied wilh due diligence
¢ g the appliceble repulatory review
riod. The Secretary shali make such de-
nrr"‘ll'mi 10N noi inter than ninety days afier
the receipt of such a petition. The Secretary
may notl delegate the authority 1o make the
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determination prescribed by this subpara-
graph to an office below the Qffice of the
Commissioner of Food and Drugs,

“(il} The Secrefary shall notify the Com-
missioner of the determination and shall
publish in the Federal Register a notice of

such determination together with the factu- -

al and legal basis for such defermirnation.
Any interested person may request, within
the sixty-day period beginning on the publi-
cation of a delermination, the Secretary to
hold an informal hearing on the determina-
tion. If such a request is made within such
period, the Secretary shall hold such hear-
ing not later than thirty days after the date
of the request, or af the request of the
perscn making the request, not later than
sixty days after such date. The Secretary
shall provide notice of the hearing to the
owner of the patent involved and to any in-
terested person and provide the owner and
any inierested person an opportunity to
participate in the hearing. Within thirty
days after the completion of the hearing,
the Secretary shall affirm or revise the de-

‘termination which was the subject of the

heering and notify the Commissioner of any
revision of the determination and shall pub-
lish any such revision in the Pederal Regis-
ter. .
“{3) For purposes of paragraph {(2XB), the
term ‘due diligence’ means that degree of at-
tention, continuous .directed effort, and
timelihess :85 ‘may:reasonably be expected
from, and are -ordinarily exercised by, &
person during a regulatory review period.
“(4) An application for the extension of
the term of 2 patent Is subject to the discle-
sure reqguirements preqcnbed Ly the Com-
missioner.

“(e}1) A delermination thzt a patent is el

igitle for extension may be made by the
Commissioner solely on the basis of the rep-
resentiations contained in the applicdtion
for the extension. If the Commissioner de-
termines that a patent is eligitle for exten-
sion under subsection (a) and that the re-
quirements of subsection (d) heve been com-
plieé with, the Commissioner shall issne to

"the applicant for the extension of the term

of the patent a certificate of extension,
under seal, for the period prescribed by sub-
section (c). Such certificate shall be record-
ed in the official file of the patent and shall
be considered as part of the original patent.

*(2) If the term of & patent for which an
applicetion has been submitied under sub-
section (d) would expire before & certificate
of extension wee {ssued or dented. the Com-
missioner shall extend the term of the
paient Tor periods of up to one v¥ear until
such certificate is issued or denied.

“(f) For purposes of this section:

“(1) The term ‘product’ means:

“{AY A human drug product.

“{8) Any medical device, food additive, or
celor additive subject to regulation under
the Fedaral ¥ood, Drug, and Cosmetic Act,

“(2) The term ‘human drug product’
means the aciive ingredient of & new drug,
aniibiotic drug, or human biolegical product
(as those terms-are used in the Federal
Food. Drug, and Cosmetic. Act and the
Public Hezlth Service Act) including any
sait or ester of the active ingredient, as a
single entity or In combipation with another
act.ne ingredient.

“(3} The lerm “mzjor -health or enuron—
mental effects test’ means a test which is

‘reasonably related to the evaluation of the

health or environmental effects of a prod-
uect. which regunires at least six months to
conducet, and the data from which is submit-
ted to receive permission for commercial
marketing or use. Periods of anglysis or
eveluation of tesi resulis are not to be in-
cluded in delermining if the conduct of a
test required at least six months,

‘food additive or color
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“t4XA) Any reference io section 35l is a
reference to secticn 351 of the Public
Heelth Service Act. ]

“(B) Any reference to seclion 503, 505,
507, 512, or 515 is a reference to seclion 503,
B05, 507, 512, or 515 of the Federal Food.
Drug, and Cosmetic Act.

*(5) The term ‘informal hearing’ has the
meaning prescribed for such term by section
201(y) of the Federal Food, Drug, and Cos-
metic Act.

“(6) The term ‘patent’ means a patent
issued by the United Stales Patent and
Trademark Office.

"(g) For purposes of this section, the Lerm
‘regulatory review period’ has the following
meanings:

“(1)(A) In the case of a product which is &
human drug-product, the term means the
period described in subperagraph (B) to -
which the limitation described in paragraph
{4} applies.

‘“tB} The regulatory review period for a
human. drug product is the sum of—

*“(1) the period beginning on the date an
exemption under subsection (i) of section
505 or under subsection (d) of section 507
became effective for the approved human
drug product and ending on the date an ap-
plication was initialty submitted for such
drug product under section 351, 505, or 507,
and

“(ii) the period beginning-on the date the
application was initialiy submitted for the
approved human drug product under sec-
tion 351, subsection () of section 505, or
section 507 and ending on the date such ap-
plication was gpproved under such section,

(2 A} In the case of a product which is 2
additive, the term
means. the period described in subparagraph
(B) to which the limitation described in
paragraph (4) applies. :

“(B} The regulatory review penod for a

food or color additive Is the sum of

*“Yiy the period beginning on the date a
major health or envirommenial efiects test

- on the additive was initiated and ending on

the date a petition was initially submitied

-with respect to the product under the Fed-

eral Food, Drug, and Cosmetic Act request-
Ing the issuance of a regulation for use of
the product, and -

" (ii) the period beginning on ihe date a
petition was indtially subminted with respect
to the produci under ithe Federzl Food,
Drug. and Cosmelic Acl reguesting the issu-
ance of & regulation for use of the product.
and ending opn the daie such regulztion
became effective or. if ohiections were filed
1o such regulation, ending on the daie such
abjections were. resolved and cominercial
marketing was permitied or. if commereial
marketing was permitied and later revoked
pending further proceedings as a result of
such abjeciions. ending on the date such

‘proceedings were finaily resolved and com-
-mereiad marketing was permitted.

"(3)A}Y In the case of & product which isa
medical device, the term means the. period
described in subparagraph (B) to which the
limitation described in pa.ragraph (4) &p-
phes

*“(B) The regulatory review penod for a
medlcaz device is the sum of— .

(i} the period beginning on the date 29
ciinical investigation on humans invelving
the device was begun and ending on the
date an application was initially submitted

~with respect Lo the devxce under sectmn 515,

and

“(il) the period beginning on the date an
application was initially submitted with re-
spect to the device under seclion 515 and
ending on ihe date such apphcalion was ap-
proved under such Act or the period begin.
ning on-the date a notice of completion of a
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product developmenti protoco] was inltially
submitted under seclion 5156(/X5) and
ending on the dale the protocol was de-

" elared completed under section 515(£)(8).

"(4) A period determined under any of the
preceding paragraphs is subject to the fol-
lowing limitations:

. “(A) I the patent involved was issued
after the date of the enactment of this sec-
tion, the period of extension determined on
the basis of the regulatory review period de-
termined under any such paragraph may
not exceed five years.

“{B) If the patent involved was issued
before the date of the enactment of this sec-
tion and—

“(}) no request for an exemption described
in paragraph (1)(B) was submitied.

“{ii) no major health or environmental ef-
fects test described In paragraph (2) was ini-
tiated and no petition for a regulation or ap-
plication for registration described in such
paragraph was submitted, or

“(iii) no clinical investigation described in
paragraph (3) was begun or product devel-
opment protocol described in such ‘para-

~Lgraph was submitted.

" béfore such ‘date for -the approved product
the period of extension determined on the
basis of the regulatory review period deter-
mined under any such.paragraph may not

. exceed five vears.

“(C) If the patent involved wes issued
before the date of the enactment of this sec-
tion and if an action described in subpara-

-graph {(b) was taken before the dale of the

- enactment of this section with respect to-

the approved product and the commercial
marketing or use of the producl has not
been approved before such date, the period
of extension determined on the basis of the
‘regulatory review period delermined under
such paragraph may not exceed two years.

*“th) The Commissioner may establish
such fees as the Commissioner determines
appropriat.e to cover the cosis to the Office
of receiving and actmg upon applications
under this section.”

(b) The analysis for chapter 14 of title 35
of the Uniled States Code is amended by
adding at the end thereof the following:
“156, Extension of patent term:™.

‘Sec. 202, Seclion 271 of title 35, United
Siztes Code is amended by adding at the
end the following:

{e)l) It shall not be 8n act of infringe-
ment to make, use. or sell & patented inven-
tion (other than a new animal drug or vet-
erinary biclogical product (as those terms
are used in the Federal Fnod, Drug, and
Cosmetic Aci and the Act of Mereh 4, 18130
solely {or uses reasonably redated to the de-
velopmeni and submission of information
under & Federal law which regulaies the
manufariure, use, or sale ¢7 drugs.

“(2) It shall be &n scl of infringement to
submii an application under section 505())
oi lhe Federal Food, Drug. and Cosmelic
Aci for a drug claimed in & palent or Lthe use
of which is claimed in & patent, if the pur-
pose of such submission is to obtain approv-
al under such Att to engage in Lhe commeri-
cal manufacture, use, or sale of a drug
‘claimed in s patent or the use of which is
claimed in & petent before the expiration of
such patent.

*(3) In any action for patent Infringement

brought under this section, no injunctive or.

~ other relief may be granted which would-
prohibit the meking, using. or selling of &
'patenied invention under the parsgraph (1).

*¢4) Por an act of infringement described
in paregraph (2)—

“(A) the court shsall order the effective
gate of any approval of the drug involved in
the infringement Lo be a date which is not
earlier'than the dete of the expiration of
the paient which hes been infringed,
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“¢B) injunctive relief may be granted
against an infringer to prevent the commer-
cial manufacture, use, or sale of an &p-
proved drug, and

“(C) damages or other monetary reliel
may be awarded against an infringer only 1if
ther has been commerical manufacture, use,
or sale of an spproved drug.

The remedles prescribed by subparagraphs
{A), (B), and (C) are the only remedies
which may be granted by a court for an act
ol infringement described in paragraph (2),
except that m court may award attomey fees
under section 285.”.

Sec. 203. Sectlon 282 of title 35, United
States Code, is amended by adding at the
end the following: “Invalidity of the exten-
sion of & patent term or any portion thereof
under section 156 of this title because of the
material failure—

“{1) by the applicant for the extension, or

“(2) by the Commissioner,
to comply with the requirements of such
section shall be a defense in any action in-

volving the infringement of a patent during

the period of the extensisn of its term and
shall be pleaded. A due diligence determina-
tion under section 156(dX2) is not subject to
review in such an action.”.

TITLE III-SEPARABILITY CLAUSE

Sec. 301. If any provision of this Act is de-
clared unconstitutional, or the applicability
thereof 1o any person or circumstances is
held tnvalid, the constitutionality of the re-
mainder of this Act and the applicability
thereol 1o ofher persons and circumsiances
shall nol be affected thereby.

TITLE IV--MISCELLANEQUS PATENT
EXTENSIONS
Sec. 401. (a) Title 35 of the United Stlates
Code is amended by adding Immediately fol-
lowing section 155 the foﬂowmg new sec-
tion:
“§155A. Patent extension.

“(a) Notwithstanding section 154 of this
title, the term of any patent which encom-
passes within its scope & composition of
matter which is &8 new drug product, if such
new drug product is subject to the labeling
requirements for oral hypoglycemic drugs
of the suifonylures class as promuilgated by

the Food and Drug Administration in its

final rule of March 22, 1884 (FR Doc. B4-
9640) and was. approved by the Food and
Drug Administration for marketing sfier
promulgation of such final rule and pricr to
the dale of ensctment of this law. shall be
extended until April 21, 1892,

(b} The patentee or licensee or author-
ized representative of any patent described
in such subsection (a} shall, within ninety
deyvs after the daie of enzcimenl of such
subsection. notifs the Comernissioner of Pat-
ents end Trademarks of the number of any
patent so exierided. On receipl of such
notice. the Comrmissioner shall confinm zach

extension by placing & notice thereof in the '

official file of such patent and publishing an

‘appropriate notice of such extension in the

Official Gazetie of the Paient and Trade-
mark Oifice.”.

(b) The t.ab]e of sections for chapter 14 of
titie 35. United States Code is amended by
adding after the Hem relating to section 155
the foliowing new item:

“1554A. Patent extension.”,

Sec. 402, Section 25(8) of the bill, as redes-
fgnated, is amended by striking out 8 and
10" and inserting in lieu thereof “9, 10, and
24",

Mr, METZENBAUM addressed the
Chair. -

The PRESIDING OFFICER. The
Senator from Ohio is recognized.
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Mr. METZENBAUM. Mr. President,
T would like the RECORD to refleet the
fact that the Senator from Ohio voled
in the negative.

Mr. BAKER. Mr. Presndent I move
to reconsider the vote by which the
bil]l was passed.

Mr. HATCH. I move to lay that
motion on the table,

‘The motion to lay on the table was
agreed to.

Mr. DECONCINI. 1 would like to
engage in & colloquy with my friend,
Senator Harce. I understand that S.
2026, as amended, statutorily codifies
FDA’s current regulation and practice
with reference to standards for the re-
lease of trade secret, confidential com-
mercial and financial information con-
tained in NDA files, is that correct?

Mr. HATCH. Yes, the bill carries
over from the existing regulation the
provision that Information is releas-
able—if other requirements rre met—
extraordinary circumstances
are shown. Under current practice,
which will be the practice under this
bill, extraordinary circumstances are
present for example when the infor-
mation is trade secret or confidential
commercial or financial information.
As one specific example, release would
not be permitied if the information
has never been previously reieased and
would support the application of a
competitor for approval before & for-
eign regulatory agency. As anolher ex-
ample, safety and eflicacy data con-
tained in an application that was not
approved will not be released i the
data retains possible commercial, com-
petitive value, In short, the provision
retains the applicability of the (bX4)
exemplion under the Freedom of In-
formation Act.

Mr. DECONCINI, That is my under-
standing also.

Mr. BAKER addressed the Chair.

The PRESIDING OFFICER. The
majority leader is recognized.

Mr. BAKER. Mr. President, I wish
to express my appreciaiion to the dis-
tinguished Szanztor from Tizh for
work well done. The work was long,
hard, and done diligenily. There were
moments even as recently as 30 min-
uies ago when I thought it would be
impossible for him to get this bill
clzured for pzssage belore we go out.
But he did.

I think that is remarkable. T extend
to the Senator my heartiest congratu-
tations for doing so.

Mr. President, I thank the minority
leader for his willingness to consider
this matter, and the Senator from
Ohio for agreeing t¢ go forward with-
outi objection.

There Is one other point, Mr. Presi-

" dent, that T would like to make. The

distinguished Senator from South
Carolina [Mr. TrurMonpl, is not here.
He is necessarily absent from the floor
at this poinl. He had originally
pianned to offer a textile amendment
to this bill, He feels very keenly sbout
that. Mzany Members know of the




