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ACTION: INTRODUCED BY MR. HATCH, et al.

By Mr. HATCH (for himself, Mr,
MaTHIAS, and Mr. KENNEDY):

8. 2748. A bill to amend the Federal
Food, Drug, and Cosmetic Act to
revise the procedures for new drug ap-
plications and to amend title 35,
United States Code, to authorize the
extension of the patents for certain
regulated products, and for other pur-
poses; to the Committee on Labor and
Human Resources.

DRUG PRICE COMPETITION AND PATENT TERM

RESTORATIOR ACT

Mr. HATCH. Mr. President, I send
to the desk one of the most important
and far-reaching bills which the Con-
gress will consider this year. Its impor-
tance is no less than that of our Na-

r

. tion’s health care; its reach ranges as
far as the ubiquitous wonder drugs
and medical technology which have

2, become a part of all of our lHves. This

- bill, the Drug Price Competition and

Patent Term Restoration Act of 1984,
is remarkable not only for its impact,
but for its balance and for the breadth
of its support, for its bending of pri-
vate economic interests to the public
good. It combines a relaxation of fed-
erally imposed barriers to competition
by generic drug manufacturers with
added stimulus for research on new
drugs and medical devices, carried out
mainly through the large brand-name
companies. On the one hand it sets up
within the Food, Drug snd Cosmetic
Act an abbreviated ncw drug applica-
tion procedure for greatly shortening
the time and expense ot bringing to
market generic copies of anigs first
approved after 19682. On the other
hand, it grants an extended patent
life—up to 5 additional years—for
groundbreaking new drug discoveries
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and for medical devices and food addi-
tives, to compensate for market life
lost in Food and Drug Administration
(FDA) regulatory review.

The bill is the product of many
months of negotiation and compro-
mise among the research oriented
pharmaceutical companies, the generic
pharmaceutical companies, and con-
sumer interests.

I am joined in introducing these
amendments by Senator MatHIAS and
Senator KENNEDY and on the House
side, corresponding legislation is being
introduced by Congressmen WAXMAN
and MapiGgaN together with a biparti-
san group of other House Members.

Mr. President, the bill is a complex
one, and I am therefore including in
my comments at this point a section-
by-section

Section 101 of the bill amends sec-
tion 505 of the Food, Drug and Cos-
metic Act to add a new subsection (j),
which statutorily establishes an abbre-
viated new drug application (ANDA)
process. Section 101 sets forth require-
ments of identity and equivalency
which insure that the generic drug is
no different from the original or “pio-
neer” drug in terms of safety and effi-
cacy. It sets forth a procedure for sub-
mitting and approving ANDA's, includ-
ing safety and efficacy review by FDA
if the proposed ANDA drug is differ-
ent from the pioneer in route of ad-
ministration, dosage form, strength, or
in one of the active ingredients in a
combination drug. It further sets forth
grounds for disapproval and proce-
dures for withdrawal when the ap-
proval for the pioneer drug is with-
drawn or suspended or if the drug is
voluntarily withdrawn from the
market. Further, section 101 estab-
lishes a procedure whereby an ANDA
approval is not made effective until
the expiration of the existing pioneer
drug patent unless a patent challenge
is made at the time of ANDA f{iling,
with the effective date of approval de-
layed until the issue is settled or until
the expiration of 18 months. Finally
section 101 provides that no ANDA ap-
proval may be made effective for 10
years after the approval of any pio-
neer new chemical entity drug which
received FDA approval between 1982
and the date of enactment, or for 4
years after the approval of any pio-
neer new chemical entity drug which,
upon FDA approval, is not protected
by any existing patent.

Section 102 requires the filing by
NDA holders and applicants of the
patent information for their drugs
covered by NDA's.

Section 103 conforms FDA'’s “paper
NDA” procedure to the same ANDA
conditions and patent filing require-
ments as prescribed in sections 101
and 102.

Section 104 states that the term
“patent” as used in the bill refers only
to a U.S. patent.

Section 105 requires FDA to imple-
ment the act by regulations to be
issued within 1 year. Pending the issu-
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ance of these regulations, the existing
regulations for pre-1962 approved
drugs will govern ANDA’s made under
the act, except that this provision does
not authorize approval of ANDA’s for
drugs granted 4 or 10 years of exclu-
sive market life.

Section 201 adds a new section to the
patent law. It grants an extension to
patent life for certain human drugs,
for medical devices, and for food addi-
tives and colors, in the amount of all
of the time spent in Federal regulato-
ry approval plus half of the time spent
in the testing phase to a maximum of
5 years. However, the total remaining
patent life after extension cannot
exceed 14 years. The section places
certain limitations on the types and
characteristics of the patents eligible
for extension and spells out what
patent rights are extended. It estab-
lishes a procedure for applying for the
extension through the Patent Office
and for the appropriate agencies to
furnish the Patent Office with a deter-
mination of the testing and approval
time perlods. It also places upon the
NDA applicant an obligation of due
diligence in pursuing approval and
provides that the patent extension will
be reduced by the period of time
during which the applicant did not act
with due diligence.

Section 202 provides that the formu-
lation or use of a drug solely for the
purpose of performing tests required
by FDA in its approval process does
not constitute a patent infringement,
provided there is no commercial mar-
keting before the patent expires.

Section 203 adds a defense to exist-
ing patent law. It states that invalidity
of the patent extension because of the
Patent Commissioner’s or applicant’s
failure to comply with the other
patent extension requirements is a de-
fense in actions involving the validity
of the patent extension. However, a
court making such a finding would in-
validate less than the full term of the
extension where appropriate.

This is a good bill. Without compro-
mising the public safety or welfare in
the least it will significantly-lower the
price of off-patent drugs, by many
times in some cases, through increased
generic competition. It contains nu-
merous safeguards to insure that the
generic drugs are equivalent to the
brand name drugs they compete
agairst. It encourages more research
on new drug compounds and medical
devices, research which is crucial to
maintaining the health and worldwide
leadership of our domestic pharmaceu-
tical and medical technology industry,
a8 $45-billion-per-year force in our
economy.

That research encouragement is pro-
vided through an extension of patent
life to help recover the costs of obtain-
ing FDA approval, which involves not
only years of tests, but millions, usual-
1y tens of millions of dollars.

While not all of the companies af-
fected by the compromise are content
with the selection of balance points
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and the placement of weights along
the beam, it is my hope that they will
recognize this is a good bill, a genuine,
significant improvement over existing
law for all segments of the industry
and for the public, and that everyone

. will put aside any lingering doubts and

unite behind our efforts for speedy
passage of this act. I solicit support
from my colleagues, and look forward
to moving the legislation through my
committee and the Senate.

I would like to add that this bill is
not the only one of major importance
in the food and drug area. We will also
soon be addressing drug export reform
in the Labor and Human Resources
Committee, and I am hopeful of final
congressional action this session. Fur-
ther, the need for food safety legisla-
tion remains a priority with us.

I ask unanimous consent that the
text of the bill be printed in the
RECORD.

There being no objection, the bill
was ordered to be printed in the
RECORD, as follows:

8. 2748

Be it enacted by the Senate and House of
Representatives of the Uniled Slates of
America in Congress assembled, That this
Act may be cited as the “Drug Price Compe-
tition and Patent Term Restoration Act of
1984",

TITLE 1-ABBREVIATED NEW DRUG
APPLICATIONS

SecrioN 101. Section 505 of the Federal
Food. Drug, and Cosmetic Act (21 US.C.
355) is amended by redesignating subsection
(}) as subsection (k) and inserting after sub-
section (1) the following:

“¢J}1) Any person may file with the Sec-
retary an abbreviated application for the
approval of & new drug.

“(2XA) An abbreviated application for a
new drug shall contain—

‘“1) information 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
a drug listed under paragraph (6) (herein-
after in this subsection referred to as a
‘listed drug’);

“(IXI) if the listed drug referred to in
clause (1) 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,

‘‘IT) if the listed drug referred to In
clause (I) has more than one active ingredi-
ent, information to show that the active in-
gredients of the new drug are the same as
those of the listed drug, or

“(II1) if the listed drug referred to in
clause (i) has more than one active ingredi-
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 filed under subparagraph (C), 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-
gredient is an active ingredient of a listed
drug or of a drug which does not meet the
requirements of section 201fp), and such
other information respecting the different
active ingredient with respect to which the
peg.etpn was filed as the Secretary may re-
quire;

“(ii) information to show that the route
of administraticn, the dosage form, and the
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strength of the new drug are the same as
those of the listed drug referred to in clause
(1) 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 thesapproval of a petition filed
under subparagraph (C), such information
respecting the route of administration,
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 bloequivalent to the listed drug re-
ferred to in clause (1), except that if the ap-
plication is filed pursuant to the approval of
a petition filed under subparagraph (C), in-
formation to show that the active mgredl-
ents of the new drug are of the same phar-
macological or therapeutic class as those of
the listed drug referred to in clause (1) and
the new drug can be expected to have the
same therapeutic effect as the listed drug
when administered to 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 to In clause (1) except for changes re-
quired because of differences approved
under a petition filed under subparagraph
(C) or because the new drug and the listed
drug are produced or distributed by differ-
ent manufacturers;

“(vl) the items specified in clauses (B)
through (F") of subsection (b)X1);

“(vil) a certification, in the opinicn of the
applicant and to the best of his knowledge,
with respect to each patent which claims
the listed drug referred to in clause (i) or
which claims a use for such listed-drug for
which the applicant is seeking approval
under this subsection and for which infor-
mation is required to be filed under subsec-
tion (b) or (c)—

“(I) that such patent information has not
been filed,

“(II) that such patent has expired,

“(II1) of the date on which such patent
will expire, or

“(IV) that such patent is invalid or will
not be infringed by the manufacture, use, or
sale of the new drug for which the applica-
tion is submitted; and

“(viii) If with respect to the listed drug re-
ferred to in clause (i) information was filed
under subsection (b) or (c) for a method of
use patent whicih does not claim a use for
which the applicant is seeking approval
under this subsection, a statement that the
method of use patent does not claim such a
use.

The Secretary may not require that an ab-
breviated application contain information in
addition to that required by clauses (i)
through (vili).

“(B)(1) An applicant who makes a certifi-
cation described in subparagraph,
(A)(viiXIV) shall include in the application
a statement that the applicant has given
the notice required by clause (il) to—

“(I) each owner of the patent which is the
subject of the certification or the represent-
ative of such owner designated to receive
such notice, and

“(II) the holder of the approved applica-
tion under subsection (b) for the drug which
is claimed by the patent or a use of which is
claimed by the patent or the representative
of such holder designated to receive such
notice.

“() The notice referred to in clause (i)
shall state that an application has been sub-
mitted under this subsection for the drug
with respect to which the certification is
made to obtain approval to engage in the
commercial manufacture, use, or sale of
such drug before the expiration of the
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patent referred to in the certification. Such
notice shall include a detailed statement of
the factual and legal basis of the applicant’s
opinion that the patent is not valid or will
not be i{nfringed.

“(iil) If an application is amended to in-
clude a certification described in subpara-
graph (AXviiX1V), the notice required by
clause (if) shall be given when the amended
application is submitted.

“(C) 1f a person wants to submit an abbre-
viated application for a new drug which has
a different active ingredient or whose route
of administration, dosage form, or strength
differ from that of a listed drug, such
person shall submit a 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 that investigations must be
conducted to show the safety and effective-
ness of the active ingredients of the drug or
of the route of administration, the dosage
form, or strength which differ from the
listed drug.

“(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-
adequate to assure and preserve its identity,
strength, quality, and purity;

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

“(C)) if the listed drug has only one
active ingredient, information submitted
with the application is insufficient to show
that the active ingredient is the same as
that of the listed drug,

“(i1) if the lsted drug has more than one
active ingredient, information submitted
with the application is insufficient to show
that the active ingredients are the same as
the active ingredients of the listed drug, or

“(il) if the listed drug has more than one
active ingredient and if the application is
for a drug which has an active ingredient
different from the listed drug, information
submitted with the application is insuffi-
clent 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 mgredient is
an active ingredient of a listed drug or a
drug which does not meet the requirements
of section 201(p),

or no petition to file an application for the
drug with the different ingredient was ap-
proved under paragraph (2XC);

‘(D)) if the application is for a 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 to 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

“(ii) If the application is for a drug whose
route of administration, dosage form, or
strength 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-
istration, dosage form, or strength was ap-
proved under paragraph (2XC);

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

“(P) information submitted in the applica-
tion is insufficlent 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 (2)(C), information submitted in
the application is insufficlent to show that
the active ingredients of the new drug are of
the same pharmacological or therapeutic
class as those of the listed drug referred to
in paragraph (2XA)() and that the new
drug can be expected to have the same
therapeutic effect as the listed drug when
administered to patients for a condition of
use referred to in such paragraph;

“(@) information submitted in the appli- .

cation is insufficient to show that the label-
ing proposed for the drug is the same as the
labeling approved for the listed drug re-
ferred to in the application except for
changes required because of differences ap-
proved under a petition filed under pare-
graph (2)(C) or because the drug and the
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 (1) the inactive in-
gredients of the drug are unsafe for use
under the conditions prescribed, recom-
mended, or suggested in the labeling pro-
posed for the drug, or (iI) the composition
of the drug is unsafe under such conditions
because of the type or quantity of inactive
ingredients included or the manner in which
the inactive ingredients are included;

“(I) the approval under subsection (c) of
the listed drug referred to in the application
under this subsection has been withdrawn
or suspended for grounds described in the
first sentence of subsection (e), the approval
under this subsection of the listed drug re-
ferred to {n the application under this sub-
section has been withdrawn or suspended
under paragraph (5), or the Secretary has
determined that the listed drug has teen
withdrawn from sale for sa.fety or effective-
ness reasons;

“(J) the application does not meet any
other requirement of paragraph (2)(A); or

‘“(K) tne application contains an untrue
statement of material fact.

“(4)(A) Within one hundred and eighty
days of the initial receipt of an application
under paragraph (2) or within such addi-
tional period &s may be agreed upon by the
Secretary and the applicant, the Secretary
shall approve or disapprove the application.

“(B) The approval of an application sub-
mitted under paragraph (2) shall be made
effective on the last applicable date deter-
mined under the following:

“(1) If the applicant only made a certifica-
tion described in subclause (I) or (II) of
paragraph (2)(A)vil) or in both such sub-
clauses, the approval may be made effective
immediately.

“(ii) If the applicant made a certification
described in subelause (III) of paragraph
(2)(a)(vil), the approval may be made effec-
tive on the date certified under subclause
(IID.

“(ii1) If the applicant made a certification
described in subclamwse (IV) of paragraph
(2)(AX(vil), the approval shall be made effec-
tive immediately unless an action is brought
for infringement 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
(2X(BX1) is received. If such an action is
brought before the expiration of such days,
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the approval shall be made effective upon
the expiration of the eighteen month period
beginning on the date of the receipt of the
notice provided under paragraph (2)(B)Xi) or
such shorter or longer period as the court

* may order because either party to the

action failed to reasonably cooperate in ex-
pediting the action, except that—

‘(1) i before the expiration of such period
the court decides that each such patent is
invalid or not infringed, the approval shall
be made effective on the date of the court
decision, or

“(II) if before the expiration of such
period the court decides that any such
patent has been infringed, the approval
shall be made effective on such date as the
court orders under section 271(e)4XA) of
title 35, United States Code.

In such an action, each 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 paragraph (2)X(B)() is received,
no action may be brought under section
2201 of title 28, United- States Code, for a
declaratory judgment with respect to the
patent. Any action brought under section
2201 shall be brought in the judicial district
where the defendant has its principal place
of business or a regular and established
place of business.

“(iv) If the application contains a certifi-
cation described in subclause (IV) of para-
graph (2)(A)Xvii) and is for a dryg for which
a previous application has been submitted
under this subsection containing such a cer-
tification, the application shall be made ef-
fective not earlier than one hundred and
eighty days after— ’

“(I) the date the Secretary receives notice
from the applicant under the previous appli-
cation of the first commercial marketing of
the drug under the previous application, or

‘“(II) the date of & decision of a court in an
action described in clause (i1i) holding the
patent which is the subject of the certifica-
tion to be invalid or not infringed.
whichever is earlier.

‘4C) If the Secretary decides to disap-
prove an application, the Secretary shall
give the applicant notice of an opportunity
for a hearing before the Secretary on the
question of whether such application is ap-
provable. If the applicant elects to accept
the opportunity for hearing by written re-
quest within thirty days after such notice,
such hearing shall commence not more than
ninety days after the expiration of such
thirty days unless the Secretary and the ap-
plicant otherwise agree. Any such hearing
shall thereafter be conducted on an expedit-
ed basis and the Secretary’s order thereon
shall be issued within ninety days after the
date fixed by the Secretary for filing final
briefs.

‘“(DXi) I an application (other than an
abbreviated new drug application) submit-
ted under subsection (b) for a drug, no
active ingredient (Including any ester or salt
of the active ingredient) of which has been
approved In any other application under
subsection (b), was approved during the
period beginning January 1, 1882, and
ending on the date of the enactment of this
subsection, the Secretary may not make the
approval of an application submitted under
this subsection which refers to the drug for
which the subsection (b) application was
submitted effective before the expiration of
ten years from the date of the approval of
the application under subsection (b).

“(if) If an application submitted under
subsection (b) for a drug, no active ingredi-

_ ent (including any ester or sait of the active

ingredient) of which has been approved in
any other application under subsection (b),
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is approved after the date of the enactment
of this subsection and if the holder of the
approved application certifies to the Secre-
tary that no patent has ever been fssued to
any person for such drug or for a methed of
using such drug and that the holder cannot
recelve a patent for such drug or for a
method of using such drug because In the
opinion of the holder a patent may not be
issued for such drug or for a method of
using such drug for any known therapeutic
purposes the Secretary may not make the
approval of an application submitted under
this subsection which refers to the drug for
which the subsection (b) application was
submitted effective before the expiration of
four years from the date of the approval of
the application under subsection (b) unless
the Secretary determines that an adequate
supply of such drug will not be available or
the holder of the application approved
under subsection (b) consents to an earlier
effective date for an application under this
subsection.

“(5) If a drug approved under this subsec-
tion refers in its approved application to a
drug the approval of which was withdrawn
or suspended for grounds deseribed in the
first sentence of subsection (e) or was with-
drawn or suspended under this paragraph or
which, as determined by the Secretary, has
been withdrawn from sale for safety or ef-
fectiveness reasons, the approval of the
drug under this subsection shall be with-
drawn or suspended—

“(A) for the same period as the withdraw-
al or suspension under subsection (e) of this
paragraph, or

“(B) if the listed drug has been withdrawn
from sale, for the period of withdrawal from
sale or, if earlier, the period ending on the
date the Secretary determines that the
withdrawal from sale is not for safety or ef-
fectiveness reasons.

“(8)(AX1) Within sixty days of the date of

the enactment of this subsection, the Secre-
tary shall publish and make available to the
public—

*(I) a list in alphabetical order of the offi-
cial and proprietary name of each drug
which has been approved for safety and ef-
fectiveness under subsection (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

“(II1) whether in vitro or in vivo bioequiv-
alence studies, or both such studies, are re-
quired for applications filed under this sub-
section which will refer to the drug pub-
lished.

“(ii) Every thirty days after the publica-
tion of the first list under clause (i) the Sec-
retary shall revise the list 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.

“(iii) When patent information submitted
under subsection (b) or (c) respecting a drug
included on the list is to be published by the
Secretary, the Secretary shall, in revisions
made 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 its approval or the date of enact-
ment, whichever is later.

*(C) If the approval of a drug was with-
drawn or suspended for grounds described
in the first sentence of subsection (e) or was
withdrawn or suspended under paragraph
(5) or if the Secretary determines that a
drug has been withdrawn from sale for
safety or effectiveness reasons, it may not
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be published in the list under subparagraph
(A) or, i the withdrawal or suspension oc-
curred after its publication in-such list, it
shall be immediately removed from such
list—

‘1) for the same period as the withdrawal
or suspension under subsection (e) or para-
graph (5), or

“(if) 1f the listed drug has been withdrawn
from sale, for the period of withdrawal from
sale or, if earlier, the period ending on the
date the Secretary determines that the
withdrawal from sale is not for safety or ef-
fectiveness reasons. -

A notice of the removal shall be published
in the Federal Register.

“('7) For purposes of this subsection:

“(A) The term ‘bioavailabflity’ means the
rate and extent to which the active ingredi-
ent or therapeutic ingredient is absorbed
from a drug and becomes available at the
site of drug action.

“(B) A drug shall be considered to be bio-
equivalent to a listed drug if—

‘(i) the rate and extent of absorption of
the drug do not show a significant differ-
ence from the rate and extent of absorption
of the listed drug when administered at the
same molar dose of the therapeutic ingredi-
ent under similar experimental conditions
in either a single dose or multiple doses; or

‘(ii) the extent of absorption of the drug
does not show a significant difference from
the extent of absorption of the listed drug
when administered at the same molar dose
of the therapeutic ingredient under similar
experimental conditions in either a single
dose or multiple doses and the difference
from the listed drug in the rate of absorp-
tion of the drug is intentional, is reflected in
its proposed labeling, is not essential to the
attainment of effective body drug concen-
trations on chronic use, and is considered
medically insignificant for the drug.”.

SEec. 102. (a)(1) Section 505(b} of such Act
is amended by adding at the end the follow-
ing: ‘“The applicant shall file with the appli-
cation the patent number and the expira-
tion date of any patent which claims the
drug for which the applicant submitted the
application or which claims a method of
using such drug and with respect to which a
claim of patent infringement could reason-
ably be asserted if a person not licensed by
the owner engaged in the manufacture, use,
or sale of the drug. ¥ an application is filed
under this subsection for a drug and a
patent which claims such drug or a method
of using such drug is issued after the filing
date but before approval of the application,
the applicant shall amend the applization to
include the information required by the pre-
ceding sentence. Upon approval of the appli-
cation, the Secretary shall publish informa-
tion submitted under the two preceding sen-
tences.”.

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

“(2) If the patent information desecribed in
subsection (b) could not be filed with the
submission of an application under subsec-
tion (b) because the application was filed
before the patent information was required
under subsection (b) or a patent was issued
after the application was approved under
such subsection, the holder of an approved
application shall file with the Secretary the
patent number and the expiration date of
any patent which claims the drug for which
the application was submitted or which
claims a method of using such drug and
with respect to which a claim of patent in-
fringement could reasonably be asserted if a -
person not licensed by the owner engaged in
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the manufacture, use, or sale of the drug. If
the holder 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
holder shall file such information under
this subsection not later than thirty days
after the date of the enactment of this sen-
tence, and if the holder of an approved ap-
plication could not file patent information
under subsection (b) because no patent had
been issued when the application was filed
or approved, the holder shall file such infor-
mation under this subsection not later than
thirty days after the date the patent in-
volved is issued. Upon the submission of
patent information under this subsection,
the Secretary shall publish it.”.

(3)(A) The first sentence of section 505(d)
of such Act is amended by redesignating
clause (8) as clause (7) and Inserting after
clause (5) the following: “(8) the application
failed to contain the patent information
prescribed by subsection (b); or”.

(B) The first sentence of section 505(e) of
such Act is amended by redesignating clause
(4) as clause (5) and inserting after clause
(3) the following: “(4) the patent informa-
tion prescribed by subsection (¢) was not
- filed within thirty days after the receipt of

written notice from the Secretary specifying
the failure to file such information; or”.

(b)(1) Section 505(a) of such Act is amend-
ed by Inserting “or ({)” after “subsection
(b)”.

(2) Section 505(c) of such Act is amended
by striking out “this subsection” and insert-
ing in lleu thereof “subsection (b)”.

(3) The second sentence of section 505(e)
of such Act is amended by inserting ‘“sub-
mitted under subsection (b) or (j)” after “an
application”.

(4) The second sentence of section 505(e)
is amended by striking out “(§)” each place
it occurs in clause (1) and inserting in lieu
thereof “(k)”.

(5) Section 505(k)(1) of such Act (as 50 re-
designated) is amended by striking out “pur-
suant to this section” and inserting in lieu
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 505(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 (6) as

*clauses (A) through (F), respectively, and by
adding at the end the following:

“42) An application submitted under para-
graph (1) for a drug for which investigations
described in clause (A) of such paragraph
and relied 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 also in-
clude)—-

“(A) a certification, in the opinion of the
applicant and to 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 (¢)—

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

“(ii) that such patent has expired,

“(1i1) of the date on which such patent will
expire, or

*(iv) that such patent is invalid or will not
be infringed by the manufacture, use, or
sale of the new drug for which the applica-
tion is submitted; and
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‘(B) if with respect to the drug for which
investigations described in paragraph (1)(A)
were conducted information was filed under
paragraph (1) or subsection (c¢) for a method
of use patent which does not claim a use for
which the applicant is seeking approval
under this subsection, a statement that the
method of use patent does not claim such a

use.

‘“(3)(A) An applicant who makes a certifi-
cation described in paragraph (2)(A)Xiv)
shall include in the application a statement
that the applicant has given the notice re-
quired by subparagraph (B) to—

“(1) each owner of the patent which is the
subject of the certification or the represent-
ative of such owner designated to receive
such notice, and

“(i1) the holder of the approved applica-
tion under subsection (b) for the drug which
is claimed by the patent or a use of which is
claimed by the patent or the representative
of such holder designated to receive such
notice.

“(B) The notice referred to in subpara-
graph (A) shall state that an application has
been submitted under this subsection for
the drug with respect to which the certifica-
tion is made to obtain approval to engage in
the commerical manufacture, use, or sale of
the drug before the expiration of the patent
referred to in the certification. Such notice
shall include a detailed statement of the
factual and legal basis of the applicant’s
opinion that the patent is not valid cr will
not be infringed.

“(C) If an application is amended to in-
clude a certification described in paragraph
(2)(AX1v), the notice required by subpara-
graph (B) shall be given when the amended
application is submitted.”.

(b) Section 505(c) of such Act (as amended
by section 102(a)(2)) is amended by adding
at the end the following:

“(3) The approval of an application filed
under subsection (b) which contains a certi-
fication required by paragraph (2) of such
subsection shall be made effective on the
last applicable date determined under the
following:

“(A) If the applicant only made a certifi-
cation described in clause (i) or (if) of sub-
section (bX(2XA) or in both such clauses, the
approval may be made effective immediate-

ly.

“(B) If the applicant made a certification
described In clause (lii) of subsection
(bX2)A), the approval may be made effec-
tive on the date certified under clause (iii).

‘“(C) If the applicant made a certification
described in clause (lv) of subsection
(bX2)(A), the approval shall be made effec-
tive immediately unless an action is brought
for infringement 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 recelved. If such an action is brought
before the expiration of such days, the ap-
proval may be made effective upon the expi-
ration of the eighteen month period begin-
ning on the date of the receipt of the notice
provided under paragraph (3)}(B) or such
shorter or longer period as the court may
order because either party to the action
failed to reasonably cooperate in expediting
the action, except that—

(1) if before the expiration of such period
the court decides that each such patent is
invalid or not infringed, the approval may
be made effective on the date of the court
decision, or

“(li) if before the expiration of such
period the court decides that any such
patent has been infringed, the approval may
be made effective on such date as the court
orders under section 271(eX4)(A) of title 35,
United States Code
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In such an action, each of the parties shall
reasonably cooperate in expediting the
action. Until the expirationof the forty-five
day period beginning on the date the notice
made under paragraph (3XB) is recelved, no
action may be brought under section 2201 of °
title 28, United States Code, for a declarato-
ry judgment with respect to the patent. Any
action brought under such section 2201
shall be brought in the judicial district
where the defendant has its principal place
of business or a regular and established
place of business.

‘(D)) If an application (other than an.
abbreviated new drug application) submit-
ted under subsection (b) for a drug, no
active ingredient (including any ester or salt
of the active ingredient) of which has been
approved in any other application under
subsection (b), was approved during the
period beginning January 1, 1982, and
ending on the date of the enactment of this
subsection, the Secretary may not make the
approval of another application for a drug
for which investigations described in clause
(A) of subsection (b)(1) and relied upon by
the applicant for approval of the applica-
tion were not conducted by or for the appli-
cant or which the applicant has not ob-
tained a right of reference or use from the
person by or for whom the investigations
were conducted effective before the expira-
tion of ten years from the date 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 salt of the active
ingredient) of which has been approved in
any other application under subsection (b),
is approved after the date of the enactment
of this subsection and if the holder of the
approved application certifies to the Secre-
tary that no patent has ever been issued to
any person for such drug or for a method of
using such drug and that the holder cannot
receive a patent for such drug or for a
method of using such drug because in the
opinion of the holder a patent may not be
issued for such drug or for a method of
using for any known therapeutic purposes
sych drug, the Secretary may not make the
approval of another application for a drug
for which investigations described in clause
(A) of subsection (b)(1) and relied upon by
the applicant for approval of the applica-
tion were not conducted by or for the appli-
cant or which the applicant has not ob-
tained a right of reference or use from the
person by or for whom the Investigations
were conducted effective before the expira-
tion of four years from the date of the ap-
proval of the application previously ap-
proved under subsection (b) unless the Sec-
retary determines that an adequate supply

‘of such drug will not be available or the
holder of the application approved under
subsection (b) consents to an earlier effec-
tive date for an application under this sub-
section.”. .

SEc. 104. Section 505 of such Act is amend-
ed by adding at the end the following:

“(1) Safety and effectiveness data and in-

" formation which has been submitted in an
application under subsection (b) for a 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—

“(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 approvable and all
legal appeals have been exhausted,

(3) if approval of the application under
subsection (c¢) is withdrawn and all legal ap-
peals have been exhausted,
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*(4) if the Secretary has determined that
such drug is not a new drug, or

“(5) upon the effective date of the approv-
al of the first application under subsection

, (3) which refers to such drug or upon the

date upon which the approval of an applica-
tion under subsection (§3 which refers to
such drug could be made effective if such an
application had been submitted.

‘“tm) For purposes of this sectinn, the
term ‘patent’ meanps a patent issued by the
Patent and Trademdrk Office of the De-
partment of Commerce.”.

Sec. 105. (a) The Secretary of Health and
Human Services shall promulgate, in ac-
cordance with the notice and comment re-
quirements of section 553 of title 5, United
States Code, such regulations as may be
necessary for the admiistration of section
505 of the Federal Food, Drug, and Cosmet-
ic Act, as amended by Section 101, 102, and
103 of this Act, within one year of the date
of enactment of this Act.

(b) During the period beginning on the
date of the enactment of this Act and
ending on the date regulations promulgated
under subsection (a) take effect, abbreviated
new drug applications may be submitted in
accordance with the provisions of section
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 effectiveness under section
505(C) of the Federal Food, Drug, and Cos-
metic Act before the date of the enactment
of this Act. If any such provision is incon-
sistent with the requirements of section
505()) of the Federal Food, Drug, and Cos-
metic Act, the Secretary shall consider the
application - under the applicable require-
ments of such section. The Secretary of
Health and Human Services may not ap-
prove such an abbreviated new drug applica-
tion which is filed for a drug which is de-
scribed in  sections S05(CX3XD) and
505(1X4XD) of the Federal Food, Drug, and
Cosmetic Act execpt in accordance with
such section.

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

“(b) For limitations on actions brought
with respect to drug patents see section 505
of the Federal Food, Drug, and Cosmetic

- Act.”,

TITLE LI-PATENT EXTENSION

Sec. 201, (a) Title 35 of the United States
Code is amended by adding the following
new section immediately after section 155:
“8 156. Extension of patent term

“(a) The term of a patent which claims a
product, a 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 has never been
extended;

“(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-
quirements of subsection (d);

“(4XA) In the case of a patent which
claims the product or a method of using the
product—

(i) the product is not claimed in another
patent having an earlier issuance date or
which was previously extended, and

“(ii) the product and the use approved for
the product in the applicable regulatory
review period are not identically disclosed or
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described in another patent having an earli-
er issuance date or which was previously ex-
tended; or

“(B) in the case of a patent which claims
the product, the product is alsc claimed in a
patent which has an earlier issuance date or
which was previously extended and which
does not identically disclose or describe the
product and—

“(i) the holder of the patent to be ex-
tended has never been and will not become
the holder of the patent which has an earli-
er issuance date or which was previously ex-
tended, and

“(ii) the holder of the patent which has
an earlier issuance date or which was previ-
ously extended has never been and will not
become the holder of the patent to be ex-
tended:;

‘“(5XA) in the case of a patent which
claims a method of manufacturing the prod-
uct which does not primarily use recombi-
nant DNA technology in the manufacture
of the product—

“(1) no other patent has been issued which
claims the product or a method of using the
product and no other patent which claims a
method of using the product may be issued
for any known therapeutic purposes; and

“(i1) no other method of manufacturing
the product is claimed in a patent having an
earlier {ssuance date;

“(B) in the case of & patent which claims a
method of manufacturing the product
which primarily uses recombinant DNA
technology in the manufacture of the prod-
uct—

“(f) the holder of the patent for the
method of manufacturing the prodact (1) is
not the holder of a patent for the product
or for a method of using the product, (1) is
not owned or controlled by a holder of a
patent for the product or for a method of
using the product or by a person who owns
or controls a holder of such a patent, and

(II1) does not own or control the holder of .

such a patent or a person who owns or con-
trols a holder of such a patent; and

“¢il) no other method of manufacturing
the product primarily using recombinant
DNA technology is clailmed in a patent
having an earlier issuance. .

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

“(TXA) except as provided in subpara-
graph (B), the permission for the commer-
cial marketing or use of the product after
such regulatory review period is the first
permitted commercial marketing or use of
the product under the provision of law
under which such regulatory review period
occurred; or

‘“(B) in the case of a patent which claims a
method of manufacturing the product
which primarily uses recombinant DNA
technology in the manufacture of the prod-
uct, the permission for the commerical 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 in
the patent; and

‘(8) the patent does not claim another
product or a method of using or manufac-
turing another product which product re-
ceived permission for commercial marketing
or use under such provision of law before
the filing of an application for extension.
The product referred to in paragraphs (4),
(5), (6), and (7) is hereinafter in this section
referred to as the ‘approved product’. For

purposes of paragraphs (4XB) (5XB), the
holder of a patent is any person who is the
owner of record of the patent or is the ex-
clusive licensee of the owner of record of
the patent.
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*(b) The rights derived from any 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, be limited to any use approved for
the approved product before the expiration
of the term of the patent under the provi-
sion of law under which the applicable regu-
latory review occurred;

*(2) in the case of a patent which claims a
method of using a product, be limited to any
use claimed by the patent and approved for
the approved product before the expiration
of the term of the patent under the provi-
sion of law under which the applicable regu-
latory review occurred; and

“(3) in the case of a patent which claims a
method of manufacturing a product, be lim-
ited to the method of manufacturing as
used to make the approved product.

“(c) The term of a patent eligible for ex-
tension under subsection (a) shall be ex-
tended by the time equal to the regulatory
review period for the approved product
which period occurs after the date the
patent is issued, except that—

(1) each period of the regulatory review
period shall be reduced by any period deter-
mined under subsection (dX2XB) 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 sheall in-
clude only one-half of the time remaining in
the periods described in paragraphs
AXBX{), (2XBXi), and (3XB)(1) of subsec-
tion (g); and

*(3) if the period remalning 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 regulatory review
period as revised under paragraphs (1) and
(2) exceeds fourteen years, the period of ex-
tension shall be reduced so that the total of
both such periods does not exceed fourteen
years,

“¢dX(1) To obtain an extension of the term
of a patent under this section, the owner of
record of the patent or its agent shall
submit an application to the Commissjoner.
Such an application may only be submitted
within the sixty-day period beginning on
the date the product received permission
under the provision of law under which the
applicable regulatory review period occurred
for commercial marketing or use. The appli-
cation shall contaln—

“(A) the identity of the approved product;

“(B) the identity of the patent for which
an extension is being sought and the identi-
fication of each claim of such patent which
claims the approved product or a metheod of
using or manufacturing the approved prod-
uct;

“(C) the identify of every other patent
known to the patent owner which claims or
identically discloses or describes the ap-
proved product or a method of using or
manufacturing the approved product;

‘(D) the identity of all other products
which have received permission under the
provision of law under which the applicable
regulatory review period occurred for com-
mercial marketing or use and which are
claimed in any of the patents identified in
subparagraph (C);

‘“(E) information to enable the Commis-
sioner to determine under subsections (a)
and (b) the eligibility of a patent for exten-
sion and the rights that will be derived from
the extension and information to enable the
Commissioner and the Secretary of Health
and Human Services or the Secretary of Ag-
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riculture to determine the period of the ex-
tension under subsection (g);

‘“(F) a brief description of the activities
undertaken by the applicant during the ap-
plicable regulatory review period with re-
spect to the approved product and the sig-
nificant dates applicable to such activities;
and

‘“¢G) such patent or other information as
the commissioner may require.

‘“(2)(A) Within sixty days of the submittal
of an application for extension of the term
of a patent under paragraph (1), the Com-
missioner shall notify—

“(1) the Secretary of Agriculture if the
patent claims a drug product or a method of
using or manufacturing a drug product and
the drug product is subject to the Virus-
Serum-Toxin Act, and -

‘“(ii) the Secretary of Health and Human
Services if the patent claims any other drug
product, a medical device, or a food additive
or color additive or a method of using or
manufacturing such a product, device, or ad-
ditive and if the product, device, and addi-
tive are subject to the Federal Food, Drug,
and Cosmetic Act.

of the extension application and shall
submit to the Secretary who is 80 notified a
copy of the application. Not later than 30
days after the receipt of an application from
the commissioner, the Secretary receiving
the application shall review the dates con-
tained in the application pursuant to para-
graph (1XE) and determine the applicable
regulatory review period, shall notify the
Commissioner of the determination, and
shall publish in the Federal Register a
notice of such determination.

‘“(BX1) If a petition is submitted to the
Secretary making the determination under
subparagraph (A), not later than one hun-
dred and eighty days after the publication
of the determination under subparagraph
(A), upon which it may reasonably be deter-
mined that the applicant did not’ act with
due diligence during the applicable regula-
tory review period, the Secretary making
the determination shall, in accordance with
regulations promulgated by such Secretary
determine if the applicant acted with due
diligence during the applicable regulatory
review period. The Secretary shall make
such determination not later 80 days after
the receipt of such a petition. The Secretary
of Health and Human Services may not del-
egate the authority to make the determina-
tion prescribed by this subparagraph to an
office below the Office of the Commissicner
of Food and Drugs.

‘(i) The Secretary making a determina-
tion under clause (i) 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 leee! basis for such determination.
Any interested person may request, within
the 80 day period beginning on the publica-
tion of a determination, the Secretary
making the determination to hold an infor-
mal hearing on the determination. If such a
request is made within such period, such
Secretary shall hold such hearing not later
than thirty days after the date of the re-
quest, or at the request of the person
making the request, not later than sixty
days after such date. The Secretary who is
holding the hearing shall provide notice of
the hearing to the owner of the patent in-
volved and to any interested person and pro-
vide the owner and any interested person an
opportunity to participate in the hearing.
Within thirty days after the completion of
the hearing, such Secretary shall affirm or
revise the determination which was the sub-
Ject of the hearing and notify the Commis-
sloner of any revision of the determination
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and shall publish any such revision in the
Federal Register.

*/(3) For purposes of paragraph (2XB), the
term ‘due diligence’ means that degree of at-
tention, continuous directed effort, and
timeliness as may reasonably be expected
from, and are ordinarily exercised by, a
person during a regulatory review period.

‘“(4) An application for the extension of
the term of a patent is subject to the disclo-
sure requirements prescribed by the Com-
missioner.

“¢eX1) A determination that a patent is el-
igible for extension may be made by the
Commissioner solely on the basis of the in-
formation contained in the application for
the extension. If the Commissioner deter-
mines that a patent is eligible for extension
under subsection (a) and that the require-
ments of subsection (d) have been complied
with, the Commissioner shall issue to the
applicant for the extension of the term of

. the patent a certificate of extension, under

seal, for the period prescribed by subsection
(c). Such certificate shall be recorded in the
official file of the patent and shall be con-
sidered as part of the original patent.

‘“2) If the term of a patent for which an
‘application has been submitted under sub-
section (d) would expire before a determina-
tion is made under paragraph (1) respecting
the application, the Commissioner shall
extend, until such determination is made,
the term of the patent for periods of up to

one year if he determines that the patent is-

eligible for extension.

‘“f) For purposes of this section:

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

“(A) A drug product.

‘(B) Any medical device, food additive, or
color additive subject to regulation under
the Federal Food, Drug, and Cosmetic Act.

‘(2) The term ‘drug product’ means the
active ingredient of a new drug, sntibiotic
drug, new animal drug, or human or veteri-
nary biological product (as those terms are
used in the Federal Food, Drug, and Cos-
metic Act, the Public Health Service Act,
and the Virus-Serum-Toxin Act) including
any salt or ester of the active ingredient, as
a single entity or in combination with an-
other active ingredient.

(3) The term '‘major health or environ-
mental effects test’ means a test which is
reasonably related to the evalution of the
health or environmental effects of a prod-
uct, which requires at least six months to
conduct, and the data from which is submit-
ted to receive permission for commercial
marketing cr use. Periods of analysis or
evaluation of test results are not to be in-
cluded in determining if the conduct of a
test required at least six months,

‘(4)(A) Any reference to section 351 is a
reference to section-351 of the Public
Health Service Act.

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

*“(C) Any reference to the Virus-Sefum-
Toxin Act is a reference to the Act of March
4, 1913 (21 U.8.C. 151-158).

“(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. :

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

“(g) For purposes of this section, the term
‘regulatory review period’ has the following
meanings: .

“¢1XA) In the case of a product which is a
drug product, the term means the period de-
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scribed in subparagraph (B) to which the
limitation described in paragraph (4) ap-
plies.

‘(B) The regulatory review period for a
drug product is the sum of—

“(1) the perfod beginning on the date—

‘I) an exemption under subsection (i) of
section 505, subsection (d) of section 507, or
subsection (j) of section 512, or

“(II) the authority to prepare an experi-
mental drug product under the Virus-
Serum-Toxin Act,

became effective for the approved drug
product and ending on the date an applica-
tion was initiailly submitted for such drug
product under section 351, 505, 507, or 512
or the Virus-Serum-Toxin Act, and

“(ii) the period beginning on the date the
application was initially submitted for the
approved drug product under section 351,
subsection (b) of such section 505, section
507, section 512, or the Virus-Serum-Toxin
Act and ending on the date such application
was approved under such section or Act.

“(2)(A) In the case of a product which is a
food additive or color additive, the term
means the period described in subparagraph
(B) to which the limitation described in
paragraph (4) applies,

‘“(B) The regulatory review period for a
food or color additive is the sum of—

“(1) the period beginning on the date a
major health or environmental effects test
on the additive was initiated and ending on
the date a petition was initially submitted
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 the date a
petition was initially submitted with respect
to the product under the Federal Food,
Drug, and Cosmetic Act requesting the issu-
ance of a regulation for use of the product,

and ending on the date such regulation -

became effective or, if objections were filed
to such regulation, ending on the date such
objections were resolved and commercial
marketing was permitted or, if commercial
marketing was permitted and later revoked
pending further proceedings as a result of
such objections, ending on the date such
proceedings were finally resolved and com-
mercial marketing was permitted.

“(3)(A) In the case of a product which is a
medical .device, the term means the period
described in subparagraph (B) to which the
limitation described in paragraph (4) ap-
plies.

‘B) The régulatory review period for a
medical device is the sum of—

“(1) the period beginning on the date a
clinical investigation on humans involving
the device was begun and ending on the
date an application was initially submitted
with respect to the device under section 515,
and

“({1) the period beginning on the date an
application was initially spbmitted with re-
spect to the device under section 515 and
ending on the date such application was ap-
proved under such Act or the period begin-
ning on the date a notice of completion of a
product development protocol was initially
submitted under section 515(IX5) and
ending on the date the protocol was de-
clared completed under section 515(£)(6).

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

“(A) If 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.
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‘“(B) If the patent Involved was issued
before the date of the enactment of this sec-
«tion and—

“(¢1) no request for an exemption described
in paragraph (1){B) was submitted,

“(i) no request was submitted for the
preparation of an experimental drug prod-
uct described in paragraph (1XB),

“(11i) 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

*(iv) no clinical investigation described in
paragraph (3) was begun or product devel-
opment protocol described in such para-
graph was submitted, before such date for
the approved product the period of exten-
sion determined on the basis of the reguls-
tory may not exceed five years.

“¢C) If the patent involved was issued
before the date of the enactment of this sec-
tion with respect to the approved product
and the commercial marketing or use of the
product has not been approved before such
date, the period of extension determined on
the basis of the regulatory review period de-
termined under such paragraph may not
exceed two years.

“(h) The Commissioner may establish
such fees as the Commissioner determines
appropriate to cover the costs to the Office
of recelving and acting upon applications
under this section.”.

*(b) The analysis for chapter 14 of title 35
of the United States Code is amended by
adding at the end thereof the following:
+156. Extension of patent term.”.

Sec. 202. Section 271 of title 35, United
States Code is amended by adding at the
end of the following:

“¢eX1) It shall not be an act of infringe-
ment to make, use, or sell a patented inven-
tion solely for uses reasonably related to the
development and submission of information
under a Federal law which regulates the
manufacture, use, or sale of drugs.

“(2) It shall be an act of infringement to
submit an application under section 505(})
of the Federal Food, Drug, and Cosemtic
Act for a drug claimed in a patent or the use
of which is claimed in a patent, if the pur-
pose of such submission is to obtain approv-
al under such Act to engage in the commer-
clal manufacture, use, or sale of a drug
claimed in a patent or the use of which is
claimed in a patent 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 making, using, or selling of a
patented invention under paragraph (1).

‘“¢4) For an act of Infringement described
in paragraph (2)—

“(A) the court shall order the effective
date of any approval of the drug involved in
the infringement to be a date which is not
earlier than the date of the expiration of
the patent which has been infringed,

‘“¢B) injunctive relief may be granted
against an infringer to prevent the commer-
cial manufacture, use, or sale of an ap-
proved drug, and

*(C) damages or other monetary Trelief

may be awarded against an infringer only if
there has been commercial manufacture,
use, or sale of an approved drug.
The remedies prescribed by subparagraphs
(A), (B), and (C) are the only remedies
which may be granted by a court for an act
of infringement described in paragraph (2),
except that a court may award attorney fees
under section 285.".

Src. 203. SBection 282 of title 35, United
States Code, is amended by adding at the
end the following:

“Invalidity of the extension of a patent
term or any portion thereof under section
1586 of this title because of the material fail-
ure—

(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 extension 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.”.






