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of all reimbursement for such facilities

bill was ordered to ke

‘read-a th time, was read the third
time, and p and a motion to re-
- G - :‘ -.‘

Mr, SEIBER G. Mr. Speaker, 1

marks on the Senate
ered and passed. .
- “The SPEAXER bpro tempore. Is
there objection to the re uest of the
gentleman from Ohio? .
There was no objection.

: THE SAINT CROIX I
. INTERNATIONAL HISTORIQ, SITE

Mr, SEIBERLING. Mr. Speaker, I
ask unanimous consent to take Yrom

the Speaker’s table the Senate joint

“resohition (S.J. Res. 25) redesignating
the Saint Croix Island National Moy
ment in the State in Maine as th¥.
“Saint Croix Island International Hi§-
torie Site,” with a Senate amendmeﬁt
to the House amendment thereto, ghd.
concur in the Senate amendment.
.. The Clerk read the title offthe

' Senate joint resolution, :

The Clerk read the Senate

grossed amendment. :

The SPEARKER pro
there objection to the
gentle!mm from Qhio?

- Mr. McCAIN. Rese the right to
_ohject, Mr, Speaker, Will the gentle-
man explain the Sen amendment?

Mr. SEIBERLING./Mr, Speaker. will
the gentleman ylel
Mr. McCAIN. Yeg, I will be glad to
yield to my chIe e. the gentleman
+ . from Ohio.
©  Mr. SETBERTING. Mr.. Speaker.

Senate Joint R#solution 25 would re-:

designate the St. Croix Island Nation-
al Mon as the St. Croix Island
Intematxonajmstonc Site.

. 8t Croix fdsland is located on. the
boundary Hetween Maine and New .
Brunswick /Canada.

" A compghion bill (H.J. Res. 106) was
introdu on January 27. 1983 by the
gentlew from Maine [Ms,
Syowe] ‘ o

My Ppeaker, St. Croix Island was

- settl in 1804 by .a group of 150
Frengh settlers who later resettled to
am habitable site across the Bay of

dy at Port Roral.
recognition of the importance of
e site to the history of hoth Canada
d the United States, Congress au-

. island’s significance
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-thorized the St. Croix Island Nations
Monument i1 1949, More recently /in
1981, Canada and the United Stdtes

. dédicatgd 2n interpretive structyfe on

cials have signed a miers
understanding citing th
nificance of this islap

Llution 25 wouwld
g intemation_z.l sig~

our appreciation to our colleag'ue. the
genti¢woman from Maine [Ms.
] ]_ . .

bport of Senate Joint Resolution 25,
ldpislation which redesignates the St.
£roix Island National Monument in
the State of Maine as an International
Historic Site. It is a {fitting honor for.

f the famous Island of St. Croix that

‘the House is acting to pass legislation
makcing this designation official.

first brought settiers_to the
nad, St. Croix has set itseif apart by

er North - America. The island is

h traditions in 1549 when St.
3, established as a nar.iona.l

In redent\years, the United St.ates

-~ and Canada Yhave worked together in.
- support of

ar}, island whose traditions
are a source ®f inspiration for both
countries. A nremorandum of under-

‘stznding signed\ by the two nations
cites the dual-historic value of St.

Croix, - Other impyovements and the
construction of perinanent shelters on
both shores will help to preserve the
r years toc come.
ational monu-

the National

As an established
ment and as a-unit
Park System, no part
tion affects the status
Redesignating St, Croix a} an Interna-
tional Historic Site is a simple but im-
portant step we can take, to hetter
maintain a common historical bond.

Mr. Speaker, T look forward to the

redesignation of St. Croix as inter-
national historic site.s. o
Mr. McCAIN. Mr. Speaker. { with-

draw my reservation of objectio

The SPEAKER pro tempote. Is

there objection to the request ol the .

gentieman from Ohio?
. There was no objection,
A mor.ion_to reconsider was la.xd n

the table.

., SNOWE. Mr. Speaker, I rise in’

Smce 1604 when Samuel de Cham-’

g the first Turopean settlement in

¢emn, and Congress recognized .

f this resolu--
-the [sland. -

'~ GENERAL LEAVE
r, SEIBERLING Mr.

ered and adopt—

ere was no objection.

DRUG PRICE COMPETITION AND
“PATENT TERM RESTORATION
 ACT OF 1984 -

‘The SPEAKER pro tempore. Pursu-

 ant to House Resolution 565 and rule
"ZXIII, the Chair declares the House

in the Committee of the Whole House
on the State of the Union for the fur-.
ther consideration uf the. blI] H.R.
3605. ,
_ '_01142 ol
IN THE COMMITTIX OF THE WHOLL

‘Accordingly the House - resolved -

itself into the Committee of the
‘Whole House on the State of the
Union for the further consideration of
‘the bill (H.R. 3605} to amend the Fed-
eral Food, Drug, and Cosmetic Act to

ir rema.rks on the ‘

authorize an abbreviated new drug ap- -

- plication under section 505 of that act -

for generic new drugs equivalent to ap-
proved new drugs, with Mr. DANIEL in

- the chair.

The Clerk read the titte of the bill,
"The CHAIRMAN. When the Com-
mittee of the Whole rose on Wednes-

. day, August 8, 1984, all time for gener-

‘af debate had expired.
Pursuant to the rule, the committee

amendment in the nature of a substi- -

tute recommended by the Committee

sidered by tltles 2s an original bill for
the purpose of amendment, and each
title shall be considered as having

been read. It shall be in order to comn-

sider: en bloc the amendments recoms-.
'mended by the Committee on the Ju-

. on Energy and Commerce shall be con- -

diciary now printed in the bill Lo each

title, It shall be in order to consider an

amendment offered by Representative .

DEexrck adding a new title ITI consist-
ing of the text of title 1I of H.R. 5529,
which shall be considered as having

“been read. .

The Clerk will des:gnate section 1.
‘The text of sectiom' 1 is as follows:
&P BER. 3605

Be il enacted by the Senale and House of
Representatives of the United Slater of
America in Congresy assembled, That this
Act may be cited as the “Drug Price Compe-
tition and Patent. Term Restoration Art of -
1984,

The CHAIRMAN. Are there any
amendments to sectlen 1? If nof, the
Clerk will designate title I,

The text of title I is as follows:

TITLE I—-A.BBREVIATED NEW DRUG

APPLICATIONS -

Sre, 101. Sectlon 505 of the Federal Foud,

Dryg, and Cosmetic Act (21 U.S.C. 355 is

. amended by redesignating subsection (J) as

Lo e
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subsecuon (k) and inserting after .sub.secuon
(1) the following:

-#(§}(1) Any person may file with the Sec- .
retary an abbreviated application for the -

approval of a new drug.
“(2XA) An abbreviated appllmt.ion for &
new drug shall contain—

-~ “d) information to show that the condi-.

tions of use prescribed, recommended, or
suggested In the labeling probosed for the
new drug have bheen previously approved for

- # g drug listed under paragraph (8) (herein.

after in this subsection referred to as &
‘listed drug’)
C*{UXI) if the listed drug. referred to in
clause (f) has only one active ingredient, in-
- formation t¢ show that the active ingredi-
ent of the new drug is the same as that of
the listed drug.
T(I1) It the listed drug referred -to in
clause (1) 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
“(II13 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
peution 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 & lsted
drug or of a drug which does not meet the
requiremenits of section 201(p), and such
other Information respecting the different
active ingredient with respect to which the
petltlon was Iiled as the Secretary may re-

q
"uu: information to show that the route

of administration, the dosage form, and the-

_'strength of the new drug are the same as
those of the lsted 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 appiicaticn iz flled
* pursuant to the approval of g petition filed
~under subparagraph (C). such information
respecting the route of administration,

. dosage form, ar strength with respect to
- which the petition was filed a3 the Secre-:
" tary may reguire;

. “(iv) informatfon to show that the new
drug s bicequivalent to the listed drug re.
ferred to in clause (i), except that if the ap-
plication is filed pursuant to the approval of
& petition filed under subparagraph (C), in-
.formation to show that the active 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 the
. same therspeutic effect as the lsted drug
" when administared 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-
- fuired 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;

*(vi) the items specified .in clauses By

through (F) of subsection (bX1); )
2L =M(vil) a certification. In the opinion of the
. applicant and to the best of his knowledge,

with respéct 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 eapproval
under this subsectiont and for which infor-
- mation {s required to be tued under subsec-
- tlon (h) of ()~
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1) zhat such patent information has not

beenfiled, - .
(1) that such patent ha.a expired,”

"1l of the date on which such patent

will explre, or S

- *(1V¥) that such patent is Invaud or will

not be !nfﬂnged by the manufacture, use, or

sale of the new drug for which the applica.-

tion is suhmitted: and -

“(yit1) {f with respect to the listed drug re.

ferred to in ¢lause (1) information was filed
under subsection (b) or (¢} for & method of
use patent which does not clalin a use for
which the applicant Is seeking -approval
under this subsection, a statement that the

method of use pa:.enr. does oot clalm such a

use.

“The Secreta.ry may rnot regquire that an ab-

breviated application contain information in
addition to that required- by clauses (i)
through (viil), -

“{B){) An applicant who makes a. cerziﬂ-
cation deseribed in subparagraph
(AXvHXIV) shall include in the application

‘a statement that the applicant has given

the notice required by clause (i) to— -
(I} each owner of the patent wiich is the

subiect of the certification or the represent--

ative of such owner designated to recelve
such notlce, and

“(II) the holder of the approved appllca-
tion under subsection (b) for the drug which
is claimed by the patent or s use of which ls
¢lsimed by the patent or the representative
of such holder deslsnat.ed to recelve such
notice,
" #t{{) The notice referred to in clause (1)
shall state that an application, which con-
taing data from bloavaflability or bioequiva-
lence studies, hag been submitted under this

- subsectlon for the drug with tespect to

which the certification i3 made to obtaln ap-
proval to engage In the commercial manu.
facture, ige, of sale of such drug before the

-expiration of the patent referred to in the
certitication, Such notice shall include a de-

tailed statement of the factual and legal

-basis of the applicant’s opinion that the

patent i3 not valid or will not be Infringed,
“(ilf) If an application is amended to in-
clude a certification described in subpara-

graph (AXviIXIV), the notice required by’

clause (ii) shalt be given when the amended
application iy submitted,
“{C) If & person wants to submit an abbre-

viated application for a new drug which has
- & differsnt active ingredient or whose route

of administration; dosage form, or sitrength
differ from that of a listed drug, such
person shall submit a petition to the Secre-
tary seeking permisgion to file such an ap-
plication. . The Secratary shall approve or
disapprove a petition submitted under.this
subparagraph within ninety days of the
date the petition is submitted, The Secre-
tary shall appreove such a petition unless the
Secretary finds that investigations must be
conducted to show the safety and effective.
ness of the drug or of any of ity active Ingre.
dients of the drug or of the route of admin-
Istration, the dosage form, or strength

‘which differ from the lsted 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 comtrols used for, the manufacture,

" processing, and packing of the drug are in-

edequate to rasure and preserve {ts identity,
strength, quality, and purity:

“(B) information submitted with the ap-.

plication i= Insufficient to show that each of
the proposed conditions of use have been
previously approved for the listed drug re-
ferred to in the appllcation: .

*(CH{) if the listed drug has only one

. active ingredient, information submipted-
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with the application Is insufficient to show-
that the active ingredient ls the same a$
that of the listed drug, )

“(il) it the listed drug has more tha.n one
‘Betive  ingredient, information submitted

‘with the application is insulficient to show

that the active Ingredients are the same as
the active ingredients of the listed drug, or
“(J}i) if the lsted drug has more than cne
active Ingredient and if the application is
for a drug which has an active ingredient
different from the listed drug, Information
submitted with tne appllcauon iz insuffi-
cient to show—
“ “(I) that the other active ingred.lenta are
the same as the active Ingredients of the
listed drug, or B -
“(1I) thai-the different active ingredlent is
an active ingredient of a listed drug or a
drug which does not meet the requirementa.

. of section 201(p},

or no petition to file an appllm.tion for the
drug with the different Ihgredient was ap-
proved under paragraph (2KC; :

“(DX{) if the application iz for a drug

: whose route of administration, dosage form,

or sirength of the drug is the same as the
route of administration, dosage form, or .
strength of the lsted drug referred to in the

. application, information submitted in the

apblication I3 insufficient to show that the

‘route of admindstration, dosage form, or

strength i3 the same as that o( the Ijsted
druz, or - ’

*u(ii) If the application ia 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- -

ticn, no petiticn to f{lle an application for
the drug with the different route of admin-_
istration, dosage form, ot strength was ap-
proved under paragraph (2XC); :
“(E) if the application was. ﬂled pursuant
to the approval of a .petition under para-
graph (2)(C}, the application did not contain
the Information required by the Secretary .

‘respecting the active ingredient, route of ad- "

ministration, dosage form, or strength
which is not the same; :
“(F) information submitted In the applica-
tion {3 insutficient to show that the drug is
bioequivalent to-the listed drug referred to:
fnn the application or, If the application was
filed pursuant to a petition approved under
paragraph (2X0), information submitted In
the application [ insufficient te 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 (2)JAXD) and that the new drug
can he expected to have the same therapeu- -
tic effect as the listed drug when adminis.

.tered to patients for a condition of use re.

ferred to In such paragraph;

“(@) Information submitted in the’ appll-

catfon ia insufficiept ta show that the label-
ing proposed for the drug is the same ag the
labeling approved for the listed drug re-
ferred to in the application except for

‘changes reqtired because of differences ap-

proved under & petition filed under para.
graph (IXC) or because the drug and the
listed drug are produced or dlstribur.ed by
differant manufacturers;, - ‘

“(H) information submitted In the aupll- :

¢ation 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 prescribed, récom. .
mended, or suggested in the labeling pro-
posed for the drug, or (li} 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; )

(1) the approval under subsection (¢} of . -
the listed drug referred to ln the application .
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. 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-

foerred to in the application under this sub-

section has been withdrawn or suspended

.under paragraph {5}, or the Secretary has

determined that the listed ‘drug has been

withdrawn from sale for safety or effectives

ness reasons;

“J} the appncat:ion does not meet any
other requirement of paragraph (2)4); or

“{K) the application eontains an untrue
statement of rnatertal fact.

“(4XA) Within one hundred and e:shty
days of the Initial receipt of an application
undar paragraph- (2) or within such addi-

" tional period as may be agreed upon by the

‘_ Secretary and the appiicant, 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:

“(§) If the applicant only made a certifica-
tion described in  subclause (I} or (II) of
paragraph (2)AXvi) or in both such sub-

- elauses, the approval may be made effective

immediately, .

“(1i).1f the spplicant made a certification
described in subelause (111 of paragraph
(2XAXYI), the approval may be made effec-
- tive- on the date certified under subelause

(III).

“(1il) I{ the applicant made a certification
described in subclause (IV) of paragraph
(2XAXvil), the approval shall be made effee-
tive Immediately unless an sction i3 brought

 for Infringement of a patent which is the
subject of the certification before the expi-
ration of forty-five days from the date the
notice provided under paragraph (2XBxi) is
received, If such an action iz brought before

the expiration of such days, the approval -

.. shall be made effective upon the expiration
" af the sighteen month period beginning on
the date of the receipt of the notice provid-
.ed under paragraph {2uBii} or such short-
er or longer period as the cburt may order

. because either party to the action failed to
reasonably cooperate in expediting the
action, except that— .

*(Iy if before the expiration of such peﬂod
the court decides that such patent is invalid
or not infringed, the approval shall be made
eﬂective on the- date of the court decision,

or
“(II) i before the expiration of such

pericd the court decides that such patent.

. has been’ Infringed, the approval shall be

. made effective on such date as the court
orders under section 271(eX4XA) of tme 35,
United States Code, -

- In such an action, ea.cli of the parties ghal}

reasonably cooperate In expediting the:

action. Until the expiration of the forty-
five-day perfod beginning on the date the
notice made under paragraph (2X8X) is re-
celved, no action may be brought under sec-
“tion 2201 of title 28, United States Code, for

a declaratory judgment with respect to the

. patent. Any action brought under section
2201 shall be bronught in ihe 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-
. eation: described in subclause (IV) of para-
. graph (2XAXvil) ana s for a drug for which
a previous application has heen submitted
under this subsection containing such a cer-
tifleation. the application shall be made ef-

fective not earlier tlian one hundred and

eighty days after—

*“(I) the date the Secratary receives notice
from the applicant under the previous ap-
pHeation of the first comumercial marketing

B
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of the drug under the pravious application.
or

“(I1) the date of a decision of a court in an .

action described in clause (iil) holding the
patent which fs the subject of the certifica-
“tion t6 be invalid or not infringed,

whichever i3 earlier,

‘“UC) If -the Secretary decldes to disap-
prdve an application, the Secretary shall
give the applicant notice of an opportunity
lor a hearing before the Secretary on- the
question of whether such applicattion is ap-
provable. If the sapplicant elects to accept
the opportunity for hearing by written re-
quest within thirty days after such noiice,
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 he conducted on an expedit-
ed basis and the Secretary's order thereon
<ghal] be issued within ninety days after the
date [lixed by the Secreta.ry for filing final
brieis.

“(D)1) If an application (other than an
abbreviated new drug application) submit-
ted under subsection (M) fur a drug, neo
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 an application submitted under

this subseetion 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 subsectien (b).

(i) If an appiication submitted under
subsection (b} for a drug, no active ingredi-
ent (including any ester or salt of the active
ingredienty of whith 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 certiftes to the Secre
tary that patent has ever been {ssued io
any person for such drug or for a method of
using such drug and that the holder eannot
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 such drug for any known therapeutic
purboses 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 availabie or.

the holder . of the sapplication approved
under subsection (b) consents to an earlier
effective date for an appllcatlan under thm
‘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 suspeneded for grounds described in the
first sentence of subsection (&) or was with-
drawn or suspended under this paragrpah 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 sha.ll be with-
drawn or suspended—

“(A) for the same period as the withdraw-
al or suspension under subeention (e} or t.hls
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
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w::.hdmwa.l from sale is nnt, tor safety or ef-
fectiveness reasons,
“(GMAM]) Within sixty days of the date of

the enactment of this subsection, the Secre- - -
.tary shall publish and make svailable to tne

public—
{1} a list In alphabetical order of the offi--
cial and propietary name of each drug

which has been spproved for safety and ef- °

tectiveness 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

“(IIT? whether in vitro or'in vivo bioequl-
valence studies, or both such studles; are re-

quired for applications filed under this sub~-

section which wiil 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 inciude each
dmug which has been aporoved for safety
and effectiveness under subsection (c) or ap- .
proved under~this subsection during-the
thirty-day period. ' .

“(iif) When patent information submitted
under subsectior (b) or (¢) respecting a drixg
inciuded on the st is to be published by the
Secretary the Setretary shall, in revisions
made under clause (ii), l.nclude sueh 'infor. -
mation for such drug. - .

“{B) A drug approved for safety and effec-
tiveness under subsection (2) or approved
under this subsection shail, for purposes of
this subsection, be considered to have been
published under subparzgraph ({A) on the

.date of its approvel or the date oI enact-

ment, whichever i3 later.

*(C) If the spproval 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-
be published in the list under subparagraph
(A) or, if the withdrawal or suspénsion ce-
curred after its publication in such Hst, it
shall be umnediat.el.v removed from sich,
liste—- :

*{{) for the sa.me period as the withdrawal -
or suspension under subsection (e) or ‘para-
graph (5, or

“(ii) if the listed drug has been wlthdmu"ﬂ
from sale, for the period of withdrawal from
sale or, {f earlier, the period ending on the
date the Secretary determines that the
withdrawal from sale is not for safety or ef-
fectiveness reascns. e : )

A notice of the removal shall be pubiished
in the Faderal Register. )

*“¢"7) For purposes of this section;

“(A) the term ‘bioavailability’ 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 ta be bioe-
quivaleritto a listed drug if—

“{{) 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 ennditions- -
in either a single dose or multiple doses: or

“{ii} the extent of absorption of the drug
does not show a significant differenee 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
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attainment of e:fective body drug' concen-
-trations on chronic use, and s considered
. medieally insignificant for the .drug.”.

© 8Ee. 102, (aX1) Section 505¢h) of such Act

" - is amended by adding at the end the follow-'

‘ing: “The applicant shall flle with the appl.
.cation the patent numbertand the expira-
“tion date of any patent which elaims the
drug for which the applicant submitted the
. application or which claims & method of
- using such drug and with-respect to which a
“‘elaim 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. If an application is fiied
under thls subsection for a drug and a
patent which claims such drug or a-method
of using such drug s issued after the-filing
date but before approval of the application,
- the applicant shall amend the application 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 i3 amernided
by inserting *“(1)” after “(c)", by redesignat-
ing paragraphs (1) and (2} as subparegraphs

{A) and (B), respectively, and by adding at
‘the end the following;: -
T2 I the patent information described in

‘subsection (b} could not he filed with the

submission of an appifcation under subsec.
tlon  (b) because the applicaiion was filed

- before the patent information was required

under subsection (h) 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

‘elaims & method of using” such drug and.

- with respect to which a claim of patent In-

- fringement could reasonably be asserted if a -

person not lcensed by the owner engaged in

| - the manufacture, use, or sale of the drug. If

. the holder of an approved application could
not {lle patent Information under subsec-
| tlon (b) because it was not reguired 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 flle patent information
under subsection (b) because no patent had
.been {ssued when the application was flled
or approved, the holder shall {{le such infor-
mation under this subsection net later than
thirty days after the date the patentin-
volved is issued, Upon the submission of
- patent Information under this subsection,
the Seeretary shall publish 1t.".

A3XA) The lirst sentence of section 505(d)
of such Act s amended by redesignating
clause (8) os clause (7) and inserting after
clause (5) the following: “(8) the application
falled to contain the patent lnjorma.t.ion
-prescribed by subsection (b} or”.

., {B) The first sentence of section 505(_e) of &
auch Act is amended by redesiznating ciause

" (4) as clause (5) and Inserting sfter 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 fallure to file such information; or”, .
-(bX1) Section 505¢a) of such Act is amend-

;" ed by inserting “or (})" after "subsecttou_

",

(2) Section 505(::) of such Act is amended
by striking out “this subsection’ and Insert-
ing in lleu thereof “subsection (bY".

(3) The second sentence of section 505(e)
of such Act is amended by Inserting *sub-
mitted-uhder subsection (b) or (/)" after “an

) appllcationj'a : . ‘
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{4) The second sentence of sectlon 505¢e}

is amended by striking out “({)” each place
it occurs in clause (1) and Insertlnz In" leu
thereof (k)" .

(5) Section 505(kX 1} of such Act (as 5o re-

designated) {s amended by striking out “pur-

suant to this section” and inserting in lieuw
thereof “under subsection (b} or ().

(8) Subsection (&) and (h) of section 527 of
such Act are each amended by striking out
“505(b)”" each place it occurs and inserting
in lieu thereof “505",

Sec. 102, (3) Section 505(b) of such Act is
amended by inserting “(1)" after “(b)”, by

redesignating clauses (1) through (8) as

clauses (A) through (F'), respeciively, and by
adding at the end the following:
“¢2) An application submitted under para-

graph (1} for a drug Usted under'subsection

(})6) for which ‘investigations described in
clause (A) of such paragraph and relied
upon by the applicant for approval of the

application were not conducted by or for
" the applicant or for which the applicant has

not obtained a right of reference or use

"from the person by or for whom the Invest!-

gations were conducted shall also include-
“(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 {s seeking ap-
proval under this subsection and for which

information 1s required to be filed under‘

paragraph (1) or subsection (e}-

“({) that such patent m!ormauon has not
been filed, .

#(i1} that such patent has etpired.

*(ii) of the da.te on wh.ich such patent wﬂl‘

expire, or
“(iv} that such pabent is Inva.ud or wﬂl nof.

be infringsd by the manufacture, use, or

sale of the new drug for wmch the applica~
tion is submitted; and -

-*(B) i with respect to the drug for which
investigations described in paragraph (1XA)
were conducted information was flled under
paragraph (1) or subsection (¢) for & method
of use patént which does not ¢laim a use for
which the applicant is- seeking approval
untder this subsection, & statement that the
method of use patent does not claim such a
“€3XAY An applicant who makes a certiff-
cation described in paragraph (2XAXMiv)
shall include In the application a statement
that the applicant has given the not.ice re-
quired by subparagraph (B} to— -

(I} each owner of the patient which i3 the
subject of the certification or the represent-
stive of such owner designated t.o receive
such notice, and .

“({{} the holder of the approved applicn-
tion under subsection (b) for the drug which

13 claimed by the patent or a use of which Is
~claimed by the patent or the representative

of such holder designated to receive auch
nutice. o

has been submitted under this subsection
for the drug with respect to which the certl-
fleation s made to obtain approval to

" engage In the commercial manufacture, use,

or sale of the drug before the expiration of
the patent referred te in the certification.
Such notice shall include a detalled state-

‘ment of the factual and legal basis of the

applicant’s' opinion that the patent is not
valid or will not be infringed.

“() I an application i3 amended to in-
clude a certification described in parsgraph
(2XA)iv), the notice required by subpara-
graph (B) shall be given when the amended

a.ppnca.tion 13 submitted."

“(B) The notice referred. to -in. subpara-'
- graph (A) shall state that an application
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() Sectlon 505(e) of such Act (as amended:

by section 102(ax2)) is a.mended by adding
_at the end the following: |

--*3) The approval of an appucation tiled
under subsection (h) which contains a certi-
fication required by paragraph (2) of such
subsectlon shall be made effective on the
last appiicable date determined under the
following: :

“{A) If the appucanf. only made a certifi-
cation described in clause (1) or (il) of sub-
section (b)X(2) A) or in both such clauses, the
approval may be made effective immediate.

*“(B) If the applicant made a certification
described inclause (i) of subsection
(b)}(2XA), the approval may be made effec-
tive on the date certifled under elause (Hi)

“(C) If the applicant made a certification
described in clause (v} of subsection
{D(2)A), the approval shall be made effec-
tive Immediately unless an action is brought
for {nfringerment of a patent which is the
subject of the certification before the expi-
ration of forty-five davs from the date the

notice provided under paragraph (3B} s

received. If such an action is hrought before
the expiration of such days, the approval
may be made effective npon the expiration
of the eighteen-month period beginning on
the date of the recelpt of the notice provid-
ed under paragraph (3)B) or such shorter
or longer period as the court may order be-
cause either party to the action falled to
reasonably cooperate in expedmng the

- Betion, except-that—

(1) 1f before the expiration of such period
the court decides that such patent is Invalid

" or not Infringed, the approval may be made

eItectwe or&_the date of the court decision,
or.

LG VR .hefore the exvimtinn of such
_petiod the court decides that such patent

has been infringed, the approval may be

. made effective on such date ag the court
orders under section 2T1(eX4XA) of title 35,

United Statea Cede,
In such an action, each of the parties shall -

. reasonably cooperate In expediting the

action., Until the eéxpiration of the forty-
flve-day period beginning on the date the
notice made under paragraph (3)(B) is re-
ceived, no action may be brought under sec-
tion 2201 of title 23, United States Code, for
a declaratory judgment with respect to the
patent. Any action brought under such see-
tion 2201 shail be brought In the judlcial-
district where the defendant has its princi-
pal place of busihess or a regular and estab-
listied place of business. ‘
(D) If an application (other than an
abbreviated new drug application} submit-
ted under subsection (b) for a drug, ne
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, theSecretary may not make the
approval of another application for a drug
for which invest!gations’ described In clause
(A) of subsection (b)(1) and relied upon by

the applicant for approval of the applicas

tion ware not condurcted by or for the appli-
ecant 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 '
subsectlon (b} for a drug, no active ingredi-
ent (including any ester or salt of the actlve
ingredient) of which has been approved in
any other application under subsection (b)),
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i3 approved after the date of the enactment
of this subsection and if the holder of the
approved application cert!fies to the Secre-
tary that no patent has ever been issued to
any person for such drug or for & tnethad 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
gpinion of the holder & patent may not be
issued for such drug or for a method of
using for any known therapeutlé purpocses
such drig, the Secretary may not make the
‘approval of another spplication for s drug
for which {nvestigations described in clause
'(A) of subsection (bX1) and relled upon by
the applicant for approval of the applica-
tion were not conducted by or for the appl-
‘egnt or which the applicant has not db-
tained a right of reference or use from the

perseon by or for whom the investigatidns |

were conducted effective before the expira.
- tiom of four years from the date of the ap.
~proval of the application previously ap-
proved under sobsection (b) unless the See-
retary determineg that sn adequate supply
of such drug will not he available or the
holder of the application approved under
subsection (b) consents to an eariier effec-
tive date for an application u.uder this sub-
sectionn.”,
Sre. 104, Section 505 of such Act is zmend-
ed by adding at the end the following:
“(1) Safety and effectiveniess data and in-
- formation which hay been submitted in an
application under suhsection; (b)) for a drug
and whiich has not previously been disclosed
te the public shall be made available to the
public, upon request, unless extraordinary
circumstances are shown—
(1) # no work is.being or will be under-
taken to have the application approved,
“(2) if the Secretary has determined that
“the application is net approvable and all
lezal appenls have been exhausted,

“(3) if approvai of the application under.

subsection (¢) is withdrawn anc all lega.l &p-
peals have been exhausted,

“(4) If the Secretary has determ_lned that
such drug Is not a new drug, or’
© *45) upon the effective date of the approv-
al of the first application under subsection
(J} which refers {o such drug or upon the
date upon which the approval of an applica-
tlon under subsection (J} which refers to

" such drug could be made effective If such an

application had been submitted.

“(m) For purposes of thiz section, the
term ‘patent’ means a patent issued by the
Patent and Trademark Office of the De-

" partment of Commerce.”. .

. SEc. 105. (8) The Secretary of Health and
Human Services shall pramulgate, in ac-
cordance with the notlce and comment. re-

"~ quirements of section 533 of title 5, United

States Code, such regulations as may be
necessary for the administration of section
505 of the Federal Food, Drug, and Cosmet-
fc Act, as amended by sections 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 apd

. ending on the date regulations promulgated
under subsection (a) take effect, abbreviated
new drug applieations may be submitted in

- accordance with the provisiens of section

314.2 of title 21 of the Code of Federa! Reg-
" ulations and shall be considered a3 suitable
for any drug which has been approved for
" safety and effectiveness under section 505(¢)
« of the Federal Faod, Drug, and Cosmetlce
Act before the date of the enactment of this
Act. If any such provision is inconsistent
with the requirements of section 505()) of
the Federal Food, Drug. and Cosmeétle Act,

the Secretary shall consider the application

under the applicable requirements of such

- sectiory. The Secretary of Health and

! Y
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Human Services may not approve.such an
abbvreviated new drug application which is

flled for & drug which {3 described in sec- -

tions 505(c3XD) and 565())(4XD) of the
Federal Food, Drug, and Cosmetic Act
except in accordance with such section.

SEc. 108. Section 2201 of title 28, United
States Code, Is amended, by inserting “(ay’
befors “In a case” and by adding at the end

" the following:
“(b} For limitations on actlons brought -

with respect to drug patents see settlon 505
g! Lt'l:ze Federal F‘ood. Drug, and Cosrmmetic

c

) JUDICIARY COMMIITEE AMENDMENTS

Mr. KASTENMEIER. Mr, Chair-
man, I offer amendments recommend-
ed by the Conimittee on the Judiciary.

The CHAIRMAN. The Clerk will
report the cormmttee amendments to
title I.

The Clerk read as follows: ‘

Amendments recommended by the Com-

.mittee on the Judiciary: Page 1§, line 3,

strike out “¢i)."

Page 13, beginning on line 15, strike out

all through line 10, page 186.
Page 27, llne §, strike out “()." '
Page 27, Insert close quotation ma.rks at
the end of line 21, and beginning on line 22,
strike out all dowm through line 23, page 28.

Mr. - EASTENMEIER. Mr. Chair-

man, this is a very simple amendment..

What we propose to do here I think
can be agreed to. A little later in the
debate In the context of a much larger
amendment this lssue wiu surface

" again.

The ameridment which was ap-

- proved by the Committee on the Judl-

ciary, deieted from the bill authority
of the Commissioner of the Food and
Drug Admiinistration to grant exclu-
sive marketing authority for up to 4
years for unpatentable substances,
The Judiclary Committee concluded
that such authority to issue second
clasy patents should not be granted
without a strong showing of urgent
need. Tliere was no such showing. Fur-

ther, the commitiee concluded that
authority to grant the equivalent of a-

monopoly is something which should
he }limited to the appropriate Federal
agencies,, namely the Patent and
Trademark Office in the case of non-

. obvious, useful inventions,

Having said that, I will say that sub-
sequent to. agreeing to this smend-
ment, we will consider the question of
whether similar authority should be

" granted, either for terms of 3 years or

& years. It is my understanding this

issue will come up at a later point in -

time in the form of an amendment
that the gentleman from California

[Mr. Waxman} will offer, I.think at
this peint the amendment offered bhy"

the Comirmittee on the Judiciary 15 not
controversial, I urge adoption of the
amendment.,

The CHAITRMAN. The question Ison
the committee amendments recom-
mended by the Committee on the Ju-
diclary.

The committee a.mendments were

agreed to.
The CHAIRMAN, Are  there a.ny
other amendments to-title I?
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AMENDMENT OFFERED BY MR, WAXMAN

Mr. WAXMAN, Mr. Cgaimmn. 4
offer an amendment.

The Clerk read as follows:

Amendment offered by Mr. Waxiaan:

Page 2, strike out lne 17 and all that fol.
lows through line 6 on page 31 and insert in
lieu thereof the following:

TITLE I—-ABBREVIATED NEW DRUG

APPLICATIONS : :

Sec. 101. Sectlon 505 of the Federal Food,
Drug, and Cosmetic Act (21 TU.S.C. 355) is
smended by redesignating subsection (]} as
subsection (k).and inserting after subsectlun
() the following:

"(j}1) Any person may file with the Sec-
retary an abbreviated applicatinn for the
approval of 8 hew drug.

“{2)A) An abbreviated appncatiun for a
new drug shall contain—

“(i) 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 (§) Cherein-
after in this subsection referred to-as a
‘listed drug'y;, .

- (UKD if the listed drug referred to in
clause (i) 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,

(11} It the listed drug referred to in
clause ({).has more than one active Ingredi;
ent, information to show that the active in-
gredients of the new drug are the same a3
thoseof the listed drug, or

“(III) If the listed drug referred to in
clauge (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 1s filed pursuant to the approval of &
petition ffled under subparagraph (C), infor-
mation to show that the other sctive ingre-

.dlents of the new drug are the same as the

actlve ingredients of the listed drug, infor-
mation to show that the different active {n.
gredient 1s an active ingredient of a listed
drug or of a drug which does not meet the
requirements of section 201l(p), and such
other Information respecting the cdifferent
active ingredient with respect to which the
petition was filed a3 the Secretary may re-
quire;

“(i{l} information to show that the route
of administration, the dosage form, and the -
strength of the new. drug are the same as
those of the listed drug referred to in clause
() 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 4 petition filed

under subparagraph (C), such Information
respecting -the route of administration,
dosage form, or strength with raspect to

which the petition was filed as the Secre- .

tary miy require; :

“(iv) information to show that the new
drug-is bloequivalent {g the listed drug re-
ferred to in clause (i), except that if the ap-
pileationdg:flled pursuant to the approval of
& petition flled under subparagraph (C), in-
formation to show that the active Ingredi-
ents of the new drug are of the same phar.
macological or therapeutic class as those of
the listed drug referred to in clauss (§) and
the new drug can be expected to have the
same therapeutic effect as the listed drug
when administered to patients for a condt-
tion of use reféerred to Ln clause (1);

“{v) information to show that the labeling
proposed for the new drug is the same as

. the labeling approved for the lsted drug re-

ferred to in clause (i) except for changes re.
quired because of differences approved
under a petition flled under subparagraph
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(C)urbecausethenewdruzanclthe Hsted
drug are produced or distributed hy differ.
ent manufacturers:
“¢vl) the Items specified in cisuses (B)
. through (P of subsection (bX1Y
*“{vii).& certification, i the opinion of t.he
applicant and to the best of his knowledge,

e " with respect to each pstent which claims.

-~ the lsted drug referred to in claute (i) or
which: claims a use for such listed drug for
which the applicant Ix seeking approval
under this subsection and for whick infor-
mation Is required to be fiied under subsec.
tion(b}or{c)— -

= e (1) that such patent information has not
‘been filed, : .

‘II) that such patent has expired, -
“(I11} of the date om which such patent
will expire,.or-
Lo VY that such patent iy invalld or will
. not be Inffinged by the manufacture, use, or
‘sale of the new drug for which :he gpplica-
"tion {s submitted: and -
*(vili) I with respect to the listed drug re-
. ferred to in clause (i) information was ffled
- under gubgection (b) or (¢} 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 cf use psr,ent does not claim auch a
use.

- ‘ ‘l'heSecretarymnsuo:requ!rethalanab-

through {viil).

“{BXD) An applicant who makes a certifl.
‘eation described subparagraph
CAXVIIV) shall tnchuade in the application
s statement that the spplicant will give the
notice required by clause (il) to— .

~{Iy each owner of the patent which iz the
subfect of the certification or the represent-
ative of such owner dedmared to receive
such potice, and
-7 *(T1) thie holder of ’..he approved applica-
tion under subsection (b for the drug which
s claimed by the patent or & use of which is

_ claimed by the patent or the representative
- of such’ ho!der desigmted to receive such
. notieel .

C i) The ‘notice referred to io clatse (1)

shal state that sn appication, which con-~

< tains data Irom binavailability or bloequiva-
lence studles, has been submitted under this

subsection for the drug with respect to -

" . which the certification is ade to obtair: ap-

-proval to engage In the cornmercial manu. -
 of the Hsted drug referred to in the applica-
" tion, o petition to file an application for

facture, use, or sale of such crug before the
expiration of the patent referred to in the
.certification. Such notice shall inctude a de-
"talled statement of the factual and legal
basis of the spplicant's opinion that the
patent is not valid or will not Be Infringed.

tdi)] If an spplcation is amended to in-

" (AN
T cl:mse i1} shalt be given when the amended
- sppiication is-submitted,
Oy IL W Person wants to submit an abbre-

. visted. application for a new drug which has
. & different active ngredient or whose route

of administration, dpsage form, or strength
‘differ from that !
‘person shall submif a petition to the Secre-

tary seeking permission to file such an ap--

27 piieation. The Secretary shall approve or
“  dizsapprove a petition submitted under this
subparagraph. within ninety days of the
date the petition is submitted, The Secre.
tary shall approve such a petmcn urlesy the
Secretary finds—

“{i) that investigntiony muat. be conducted

- to show the safety and effectiveness of the
drug or of any of itg active ingredients, the

.+ route of administration, the dosage form, or

R strength wh!cn diffcr from the listed drug'

- o
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“{ii) that any drug with a different active
{ngredient may not be adequately evaluated
for approval as safe and effective on the

 basis of the informaiion required to be sub-

mitted in an abbreviated spplication.
(1) 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 facilitles

and controls used for, the masufacture,
processing, and packing of the drug are in-
adequate to assurs and presarve 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 appraved for the listed drug re-
ferred to in the application; )

“{cXi) if the listed drug has only one
active ingredient, Information submitted

with the application is fnsufficient ta show’

that the active ingredlent is the sa:ne as

" that of the listed drug,
“t11) if the listed drug has more t.han ane .

active ingredient, Information submitted
with the application {3 insuffiefent to show

' that the active ingredients are the same as

the sctive ingredients of the lsted drug, or
- *({li) if the listed drug has more than one
active ingredient and if the zpplication Is
for a drug which has an active ingredient
different from the listed drug, information
submitted with the application is insuwifi-
cient to show=—

“{1) that the other active lngredientu are
the same az the active ingredients of the
listed drug, or

“(IT) that the diﬂe:ent active ingredfent {3
an active ingredient of a listed drug or a
drug which does not meet the requirements
of section 20i(p),
or no petition to file an appﬂcadon for the
drug with the different ingredient was.ap-
proved under paragraph (2XC);

“CDXiy it the appilication Is for a drug
whose route of sdministration, dosage form,
or strength of the drug is the same a3 the
route of adminixtration, dosage form, or
strength of the listed drug referred {o in the

" application, Information submitied in the

application Is Insuffictent to show that the
route of administration, dosage form, or
strength ix the same as that of the listed
drug, or

“tit) if the appiication Iy for a drug whose
route of administration, dossge form, or
streneth of the druy ia different frem that

the drug with the different route of admin-
istration, dosage form, or sirength was ap-
proved under paragraph (ZXC)h

“(E) if the spplication wax filed pursuant

to the approval of a petition under para.
graph (21 C), the application did not contain

the information requited by the Seeretary
. respecting the active ingredient, route of ad-
ministration, dosage ! form, . or s:renst.h-

which 12 oot the zame;

“(¥ information submitted fn the applica-
tion is msufficient to show that the drug Is
bicequivaient to the listed drug referred to
in the application or, if the application was

 filed pursuant to & petition approved under

paragraph (2XQ), information submitted in
the application is insufficient to show that
the active ingredients of the new drug are of
the same pharmacoiogical or therapeutic
class as those of the listed drug referred to

In paragraph (ZXAXD) and that the new .

drug can be eéxpected to hzave the same
therapeutic effect. as the listed drug when
administered to patients for a condition:of
use referred to in such paragrapinl

“(G) information submitted in the appl-

-¢cation {s insufficient to show that the label-
Ing proposed for the drug is'the same as the
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laheUnc spproved for the listed drug re- -
ferred to -in .the sppilcation except for

-'changes required because of differences ap-

proved under a petition filed under para-
graph (2XC} or because the drug and the
listed drug are produced or dzstnhuted by,
difterent manufacturers; =

“*(H) ipformation 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 preseribed, recoms-
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 {nacthe

“ingredients included or the manner in which
-the inactive ingredients are included; .

“(1) the approval under sobsection (c) of”
the listed drug referred to in the appiication
under this subsection has been withdrawn
or suspended for grounds described in the
Iirst sentence of subsection (e), the Secre-
tary has published =& notice of opportunity
for hearing to withdraw approval of the
lsted drug under subsection () for grounds
described in the first sentence of subsection
(e}, the approval under thiz subsection of
the listed arug referred to in the appiication
under this subsection has been withdrawn
or suspended urider paragraph (5). or the
Secretary has determined that the listed -
drug has been withdrawn from sale “for

- safety or affectiveness reasons;

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

“(K) the application contains an untrue
statement of material fact, . _

“(4XA) Withip one hundred and eighty
days of the initial receipt of an eppiication *
under paragraph (2) or withio such addi-
tional period as may be agreed upcn by the
Secretary and the applicant, the Secretary
shall approve or disapprove the application.

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

“(1) I the applicant only made & ceniﬂca-

. tion described in subclause (I) or (II) of

paragraph (2XANvii) or in both such sub-
clauses, the approval may be made ertective
Immediately.

(i) If the zpplicant made e certification
described in subelzuse (FII) of paragraph
{2} AXvii), the approval may be made effec.
tive on the date cerl:iﬂed under subclause
(I1n.

“tH1} If the appilcant made a certification
described In subclause (IV) of paragraph
€2} AXvil), the approval shall be made effec.
tive immediately unless an action is brought
for Infringement of & patent which is the
subject of the certification before the expi-
ration of forty-flve days from the date the
notice provided under paragraph (2ZXBXi) Is
recetved. 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 reesipt of the notice provided
under paragraph (2)XBX1) or such shorter or
longer pertod as the court may- order be-
cause either party to the action fafled'to
reasonably coopernte in expedit.ms: the
action, except that— :

(1) {f hefore the expiration 6f such period
the court decides that such patent is invalid

ar net infringed, the approval shall be made

effective on the date of the court decision,
“(II}) if before the expiration of siuch
period the court decides that such pewent
has been Infringed, the approval shall be
made effective on such date asz the court

" ordera under section 2TL(e X4XA) of title 35, .

Uhnited States Code ar
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“(II1) if_before the expiration of such -

. period the court grants a preiiminary injunc.

tion prohibiting the applicant from engag-

_ing in the commercial manufacture or sals

of the drug untll the court decides the
issues of patent validity and Infringement
and if the court decides that such patent is
not invalld or not infringed, the approval
shall be made etfective on the dats of such
court decision.

In such an action, each of the parties shan

. reasonably cooperate in expediting the

actlon. Untll the expiration of forty-five
days from the date the notice made under
paragraph’ (ZXBX1) is received. no action
may be brought under section 2201 of title
28, United States Code, for a declarstory
Judgment with respect to the patent. Any
gctionr brought under section 2201 shall be
brought in the Judicial distriet where the
defendant has its principal place of business
or a regular and established place of busi-

ness, .

“(lv) If the application contains-a certifl-
cation described in subclause (IV) of para.
graph (2% AXvil) and is for a drug for which
8 previous application has been submitted
under this subsection containing such a cer-
titication, the application shall be made ef-
fective not earlier than one hundred and
e¢ighty days after—

“(I the date the Secretary receives notice
from the applicant under the previous ap-

- plication of the firat commercial marketing

of the drug under the previous application,
or
! “(II) the date of a decision of & court in an

" action described in elause (ifi} holding the

patent which s the subject of the certifica-

" * tion to be (nvalld or not infringed,

.whichever is earlier,

“) If the Secretary decides to disnp-
prove an application, the Secretary shall
give the applicant notice of an opportunity
for & hearing bhefore the Sectetary on the
question of whether such application is ap-
provable, If the applicant elects to accept
the cpportunity for hearing by written re-
quest within thirty days after such notice,
such hearing shell 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

~shalil 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,

(D)1 If an application (other than an
abbreviated new drug application) submit-
ted under subsection (1) for a drug, no
active ingredient (incuding any ester or salt
of the active ingredlent) of which has been
approved-in any other applicatlon under
subsection (b), was approved during the
period beginning Janoary 1, 1952, 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) appileation was

* submitted effective before the expiration of

£

ten years from the date of the approval of
the spplication under subsection (b).

“(ii) 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, no application may be

submitted under this subsection which:

refers to the drug for which the subsection
() appiication was submitted before the ex-

piration of five years from the date of the-

approval of the spplication under subsec-

" tion (b), except that such an application
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may be submitted under thls subsection
after the expiration of four yedrs from the
date of the approval of the subsection ()
application if it contains a certification of
patent (nvalidity -or noninfringement de-
seribed In subelause (IVY of

tion shaill ba made effective in accordance
with subpsaragraph (B) except that, {f an

-action for  patent  infringement i com-

menced during the one-year period begin-
ning forty-eight months efter the date of
the approvai of the subsection (b) applica-
tion, the thirty-month pericd referred to in

subparagraph (B)iil) shall be extended by

such amount of time (if any) which Is re-
quired for seven amd one-half years to have
elapsed from the date of approval of the

. Subsection (b) appiication.

“(lii} If an application submitted under
subsectfon (b} for a drug, which inciudes an

active ingredient (including any ester or salt.

of the active ingredient) that has been ap-

“proved. in another application approved

under subsection (b), is approved after the
date of enactment of this subsection and if

such application contains reports of new -

clinical investigations {other than bioavaila.
Lility studies) essential to the approvel of
the spplication and conducted or sponsored
by the applicant, the Secretary may not

make the approval of an application submit- .

ted under this subsection for the conditions

of approval of such drug In the subsection-

{b) application effective before the expira-

+ tion of three years from the date of the ap-

proval of the a.pplicatlon under subsection
(1) for such drug.

“{iv) If a supplement to an application ap-
proveg under subsection (b) i3 approved
after the date of enactment of this subsec.
tion and the supplement containg reports of
new clinfcal investigations (other than bloa-
vailabftity studies) essential to the approval
of the supplement and conducted or spon-
sored by the person submitting the supple-
ment, the Secretary may not make the ap-
proval of an application submitted under
this stibsection for a change approved in the
supplement effective before the expiration
of three years from the date of the approval
of the supplement under suhsection (b).

“{v).If an application (or supplentent to an
appiication) submitted under subsection (b)
for 8 drug, which includes an active ingredi-
ent (fncluding any ester or salt of the active
Ingredient) that hes been approved in an-
other application under subsection (b), was
approved during the periad 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 submitted under this subsection which
refers to the drug for which the subgzction
(b) application was submitted or which
refers to a change approved (11 & supplement

to the subsection (b) application effective-

before the expiration of twe vears from the
date of enactment of this subseetion, .

“(5) If a drug approved under this subsec-
tion refers in its approved apphleation to a
drug the approval of which was withdrawn
or suspended for grounds described in the
firat sentence of subsection (s) or was with-
drawn or susperied under this paragraph
or which, as determined by the Secretary,
has heen withdrawn from sale for safety or
effectiveness reasons, the approval of the
drug under this subsection sha.ll be with-
drawn or suspended—

“(A) for the same period a3 the withdraw-
al or suspension ynder subsection (@) or this
paragraph, or

“(B) If the listed drug has been withdrasm
from sale, for the period of withdrawal from
sale or, if earlier, the period ending on the

-date the Secretary determines that the

parsgraph -
(2XAXvID), The approval of such an applica-
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withd.rawal from sale is not for safety or ef--
fectiveness reasons.

. “(B)AMI) Within sixty,days of the date of
the enactment of thia subsection, the Secre-
t.argl 1shzul pubjish and make avaﬂnble to the
public—

"(1) 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 (¢} before the
date of the enactment of this sihbsection:

“(1I) the date of approval {f the drug isap- -
proved after 1981 and the number ol theaps -
pifcation which wis approved: and -

“(III) whether in vitro or in vive bioequjv-
alence studies, or bhoth such studies, are re-
quired for applications filed under this sub-
section whlch will rt:fer to the drus Pub.
lished, :

“(1i) Every thirty days after the publica-
tion of the first list under clause (i) the Sec-
retary shail revise the list to include each
drug which has been approved for safety
and effectiveness under subseetion (¢) or ap-
proved under this subsection durlng the
thirty day-period.

“(iif) Wihen patent information submitted
under subsection (b) or (¢) respecting a drug
included on the lst iz to be published by the
Secretary the Secretary shall, In revisions
made under clause (i), include such infor-
mation for such drug.

*“(B) A drug approved for safety and effec-
tiveness under subsection (¢) or approved
under this subsection shall, {or purposes of
this subgection, be considered to have been
published under subparagraph (A) on the
date of ita approval or the date of enact-
ment, whichever is later, ~

“(C) If the approval of & 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 i the Secretary determines that a
drug has been withdrawn from sale for
safety or effectiveness ressons, it may not
be published in the list under subparagraph
(A) or, If the withdrawal or guspension oc-

‘curred after its publication {n such lst, it -
- shall be immedlately removed from such

lst—

“¢1) for the same period ag the withdrawal
or suspension under subsection (&) or para-
graph (5), or

“(1i) If the listed drug has been withdmwn
from sale, for the period of withdrawal from
sale or, if earlier, the peried ending on the
date the Secretary determines that the
withdrawal from sale 13 not for safety or ef-
fectiveness reasons.

A notice of the removal shall be puhushed
in the Federal Register,

*{7) For purposes of thls subsectlon: .

“{A) The term ‘bioavailability’ mesns the
rate and extent to which the active Ingredi-
ent or therapsutic ingrzdient Is absorbed
from a drug and becomes a.va.uable at the -
site of drug action

“{B} A drug shall be considered to be bioe-
quivalent to a listed drug (f—

“(1) the rate and extent of absorption of
the drugido not show a significant differ-
ence {rom the rate and extent of absorption -
of the listed drug when administered al the
same molar dose of the therapeutic ingredi-
ent under similar experimental conditions
iy either a single dose or multiple doses; or

“(il) the extent of absorption of the drug
does not show & 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, s reflected in

{ts proposed labeling, is not essential to the
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attainment of ei!ecuva body drus ¢oncen-
trations on chronic use, and ia considered

medically insigniffcant for the drug.”.

8xe. 102, (aX L) Section 505(h) of such -Act
{s amended by adding at the end the follow-
ing: “The applicant shall file with the appli-
cation the patent number and the expira-
tlon date of any. patent which claims the
drug for which the applicant submitted the
application or which cliims a method of
using such drug and with respect to which a
claim of patent infringement could reason-

ahly be asserted U a person not licensed by -
the owner engaged in the manufacturs, use, -

ar sale of the drug. If any application is
filed under this subsection for & drug and &

- patent which claims such drug or &= method

of using such drug is issued aiter the flling
date but hefore approval of the apblication.

‘the applicant shall amend the applieation to

{nclude the informaticn required by the pre-
eeding sentence. Upen approval of the appil-
cation, the Secretary zhall publish informa.
tltec::n submitted under the twa preceding sen.
ces.”.
(2) Section 505¢(c)-of such Act f= amended
by inserting *'(1)" aiter *(c)", by redesignat.

ing paragraphs (1) and {2} as subparagraphs

(A) and (B), respectively, and hy adding at
the end the following:
*{2} If the patent information desctibed in

- subsection (b} could not be flled with the

submission of an application under subsec-

‘tion (b) because the application was filed
before the patent mformation was required-

under subsectfon (b) or & patent was lssued
after the application was approved under
such subsection, the hoider of an approved

. application shall file with the Secretary the

patent number and the expiration dace of
any patent which claims the drug for which

© the gmpplication wes submitted or which
claims a method of uvsing such drug and

with respect to which & claim of patent in.
fringement could reazonably be asserted {f a
person not lcensed by the owner engaged in
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 {t was not required at the

.- time the application was approved,. the

holder shall file such information under
thiz sutsection 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 !ssued when the spplication was fited
ar approved, tize holder shall file such infor-
mation under this subsection not laterthan

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.”.

(3XA) The first sentence of section 505(d)

of such Act is amended by redesignsting
: ¢lanse (8) as ciause {(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 {s amended by redesignating clause
{4) as clause (5) and inserting after elause
(3) the following: “(4) the patent Informs-
tion prescribed by subsecticn (c) was not
flled within thirty days after the receipt of
written notice {rom the Secretary specifying

- the fallure to file such information; or'',

(BX1) Section 50%5(a) of such Act is amend-
:g)”by inserting “or (" after “uubsect!on

{2) Section 505(¢) of such Act Ix mended :

by striking out “this subsection'’ and insert-
Ing in Heu thereof “subsection (b)Y,

(3) The second sentence of section 505¢e}
of such Act !s amended by inserting “stib-
mitted under subsection by or (D" alier “an
tpplicatian".
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‘(4) The second sentence of section 505(e)
ts amended by siriking out “{(})" each piace
it occurs in ciause (1) and inserting in- lien
thereof “(kK)". . -

(5} Section S05(kX1} of such Acn (as 20 re-
dexigmated) ix amended hy striking out “pur-
suant ta thiz section™ and insarting in lien
thereo! “ynder subsection (h).or (§)'.

{83 Subséctions (a) and (b) of section 527
of such Act are each amended by striking
aut “505(b)" each place it occurs and ingert-
!ns in lleu thereof “505™.

" 8¢, 103. (a) Section 305(b) of such Act is
amended by inserting “(13* after “(M", by
redesignating clauses (1) through (8) =ax
clauses ¢A) through (F), respectlvely, and by
adding at the end the following:

42) An application submitted under para-
graph (1) for s drug for which the investiga.
tions Gescribed in clause (A) of such para.
graph snd relied upon by the applicant for
approval of the applieation were not con-

. ducted by or for the applicant and for

which the applicant hes not obtained a
Tight of reference or use from the person hy
or for whom the investigations were con-
ducted shall also include—-

“{A} a certitication, in the opinico of t.he-

applicant and {o the best of his knowledge,
with respect to each patent which claims
the drug for which such investigations were
conducted or which clzims a use for such

‘drug for which the applicant, I2 seeking ap-

proval under this subsection and for which
information is required to be ffled under
paragraph (1) or subsection (ck}—"

*¢f) that such patent information bas not
been filed, .

“(1) that such pa.t.ent has expired..

“(ii1) of the date on which such pa.t.ent will
expire, or

“{iv) that sucl:x patent is invalid or wiil not -

he infringed by the manufacture, use, or
sale of the new drug for which the applica-~

‘tion is submitted; and

(B if with respect fo the drug for Which
investigations described in paragraph (1XA)
were conducted information was filed under
paragraph (1) or sutbeection (¢) fer a method
of use patent which dees pot ¢laim a use for
which the applicant 18 seeking appravsl
under this subsection, a statement that the

method of use patend does not claim such a
use.

“(IKAY An apblleant who makes 2 certifi-

.cation described in parsgraph (2MAXNIv)

shall include in the applicatior a statement
that the appileant will give the notice re-
quired by subparagraph (8) to—

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

“t11) the holder of the approved :ppnm.-

tion under subsection (k) for the drug which

iz 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. -

- *“(BY The not!ce reterred to In subpam-'

graph (A)shallstate that an application has

- heen submitted under this subsection for

the drug with respect to which the certifics-
tion is made to obtain approval to engage In
the commereial 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
opinfion that the patent ls not vaiid or will
not be in’ringed.

“(CY If an aoplicatlon is-amended to in-
clude 3 certification deseri»edt {n paragraph
(2XAXIV), the notice required by subpara-

'mph {B) shall be given when the s.rnended
‘nppUat.ion is submitbed."

described in  clause. (iv)

subsection, the Secretary may not.m
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(b) Section 505(e) of such Act (as amended " -
by sectiont 102(aX2)) iy smended by adding

at the end the following:
*{3) The approval of an appl:lcar.ion filed .

. under subsection () which contains & certi.

fication required by peragraph (2) of such

subsection shall be made effective on the

lest applicable date determined under the
following:

“¢A) If the appllcant only made a ‘certifl-
cation described in clause (1) or (i) of sub-
section (b)(2XA) or in both such clauses, the
approval may be made effective immediate-
hf. . N X
“(B} If the applicant made a certification
described in  clause (li) of subsection
{b)X2XA), the approval may be made effec-
tive on the date certified under clause (i},

“{C) If the applicant made s certification
of  subsection
(bK2XA) the approval shall be made ef{feg.
tive immediately unless an action ls brought
for Infringement of a patent which i3 the -
gubject of the certification nefore the expi-

ration of forty-five days from the dale the

notice provided under paragrapin (3XB) i3 -
received. If such an action ix brought before.
the expiration of such days, the zpproval
may he made effertive upon the expiration
of the thirty-month period beginning an the
date of the receipt of the notice provided
under paragraph (3IXEB) or such shorter or
longer period as the court may order be-
cause either party to the action failed to
reasonably cooperate in . expediting the
actlon, except that— -

“(1) if before the expiration of such period
the court decides that such patent is invalid

or not, infringed, the spproval may be made -

effective on the date of the court decision,

“(ii) if before the expiration of such -
period the court decides thal such patent
hax besn Infringed. the approval may be
made effective on such date as the court
orders under section 271{eX4XA) of title 35,
United States Code, or

“(iliy Y before the exmra.tian of such
period the court grants a preHminary in.
junetion prohibiting the spplicant from en-.
gaging in the coromercial manufacture or
sale of the drug until the court decides the
issues of patent validity and infringement
and if the court decides that stch patent ts
not invalid or not infringed, the approval
ghail be made eflfeciive on the date ot such
court decision.
In such an action, each of the pa.rtias'shall
reasonably cooperate in expediting the
action. Until the expiration of forty-five
days from the date the notice made under

‘paragraph (3XB) is received. no action may

be brought under section 2201 of title 2§,
United States Code, for a declaratory judg-
ment with respect to the patant. Any actlon
brought under such section 2201 shall be
brought in the Jjudicial district where the
defendant has its principal place of business
or a regular and established place o! busi-
ness,

(DA If an appl!mtlon {other than an

‘abbreviatedgnew drug application) submit-

ted under subsection (b) for a drug, ne
active ingredient (including any ester or salt
of the active Ingredient) of which has been
approved in any other application under
subsection (b). was spproved during the
period beginning January 1, 1982, and -
ending on the dete of the enactmentpf this
¢ the
approvel of another application for a drug
for which the investigations described In
clause (A) of subsection {(bX1) and relled
upon by the applicant. for approval of the

- appilcation were not conducted by or for

the applicant and for which the applicant
has not obtained a right of reference or use
from the person by or lor whom the Investi-
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gatiohs were conducted effective before the

_ expiration of ten years {rom the date of the

* sppraval of the apolication previously sp-
proved under subsection tb).

C ™y If an application submitted under
subsection (b} for a drug, no active ngredt-
‘ent (Ineluding any ester or xil of the active
ingredient) of which has been approved in

any other spplication under subsection (b)),

is wproved after the date of the ensctinent

of this ciause, no application which refers to -

‘the drug for which the suhsection (b} appli-
cation was submitted and for which the in-
vestigations describad in clanse (A) of sub-
section (bX1) and relied upon by the apph-
cant for approval of the appifcation were
pot conducted by or for the applicent and
for which the applicant hax not abtained a
_- right of reférence or use from the person by
. or for whom the (nvestigations were con-
ducted may be submitted under sthsection
{b) before the expiration of fire yeary from
the date of the approval of the applieation
. Under subsection (b), exeent that such an

application may be rubmitted under mibsee. |

-~ tion ¢h) after the expiration of four years
‘from the date of the approval af the submec-
tlon (b} appiication (£ it contains a certificn.
" tlon.of patent invalidity or noninfringement

. described in eclause (v} of subsection

,(2)(a). The approval of such an appllw

with . thiz paragraph exeept that;
‘sction for patent infringement is com-
menced during the one-year pericd begin-
ning forty-eighit months afier the date of

tion, the thirty-month period referred to in
subparagraph (C) shall be extended by sixh
amount of time (£ any) which i required
for seven and one-haif years 10 have elapaed
from the date of approval of the subsection
- (b apphication.

subsectlony (b) for a drug, which inchides an
. sctive ingredient {inchuding any ester or sait

of the sctive ingredient) that has been 2p-
" proved In another apphcaiion approved
under subseetion (b), ia approved aftes the
date of the enactment of thix clause and if
such aphlication contains reports of pew

bility studley) exsentizl to the approval of
the application and cenducted or sponwored
by the appiicant, the Secrstary may not
, make the approval of an application snbmit-
" ted under subsection (b) for the egnditions
ot approval of such drvg in the approved
subsection. (b) application effective befors
the expiration of three vears from the date

. Sibsection (B) if the investigations deseribed
.. iIn'elatze (A) of subsection (bX1) reifed upon
- by the applicant for approval of the applica-
‘ton were not conducted by or for thy appit.
'"mtmdumeappucmmnot aviained &
right af reference or uss from the person by
* or for whom the mvattmtiom WETe. Col~
ducted.
;. ="({lv) If a8 supplement to an appnazian £p-
pmved under subgection (5) iz spproved
after the date of ensciment of this c¢lzuse
and the supplemeni centaing reports of mew
-elinical invegtigationa (other than blozvafla-
-bility studies) eszentinl to the approval of
the supplement and cotrducted or sponsored
by the person submitting the supplement,
-+.. the Seeretary may not make the approval of:
7 an application submitted wder subsection
tb) for a change approved in the supplement
effective before the expiraiiom of three
-years from the date of the approval of the
. supplement under subsection (M) If the In-
-vestigations deserited in clapse (A) of sub-
section (bK1} and relfed upon by the sppli-
esnt for approval of the application were
not conducted by or for the applicant snd if

the applicant has not cbtnined a right of

the approvsal of the subsectiom (bY applicn. -

“giil} I ‘an application submitted under

clinical investigations (other than bloavaflz.

-of the spproval of the application under’
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- teferencs or use from the person By or for

whom the investigations were conducted.
*{v} If anapplication {or supplement toan

- application) submitted  under subsection (b

for a drug, which inciudes an active ingredi-
ent (including any ester or salt of the active
froredient) that hag been approved In an-
other applieation under subsection (b), was
approved during the period beginning Janu-

-ary 1. 1982, and ending on the date of the

enactment of this cianse, the Secretary may
not make the approval of an applicadon
submitted under thix subsection and for
which the investigations describéd in clzuse
(A) of anbsection (AX1) and relied upon by
the applieant for Spproval of the applica-

- tion were not conducted by or for the appil-
- cant and for which the applicant has not ob~

tained & tight of reference or use frots the

persony by or for whom the Investigations:

were copducted and which refers to the
drug for which the subsection (b) -Apntez-
tion was submitted effective befors the ex.
piration of two years from the date of enact~
ment of this clause.”,

Sre. 104. Section 505 of such Act ix amend-
ed bry adding at the-end the folowing:

-*{1) Safety and effectiveness data and In-
formation which has been submiited It an
application mder subsection (b) for & dmgy
and which has pot previously been disclosed
ta the public shall be made available to the

'puhnc.. upon request, unless extraardinery

circumsatances ars shown—

“(1} if no work iz being o will be under.
taken to have the application approved,

“{2) if the Secretary hag determined that
the spplication is pot approvahie and ai
legal appeails have been exhausted,

"3} it 2pproval of the application under
subsection (c}ix w!thd:awna.ndallles&l ap-
pesls kuve beent axhansted,

“(4) H the Secretary hes debemi.ned that
sueh drog i3 not 3 new drug, or
- “(5) upon the sffactive date of the approval
ef the first applicationt under subseetion (1)
which refers to such drug or upon the date
upan which the approval of an application
under subsection {]) which refers to sach
drug could be made effective ig auch ap ap-
pication hed been submitted.

“(m) For purpodes of this section, the

" term ‘patent’ means a patent ksued by the

Patent and Trademark Offlce of t.he De-
partment of Comunerce.'’,

ESxc. 105, (a) The Secretary of Eeam: and :

Hiraan Services shall promugete, In sccord-
ance with the notice and comment require.
ments of sectiony 553 of title 5, United States
Code, such regujations ay may be recessary
for the adminiztration of section 505 of the
Federal Food, Drug, and Cosmetie Act, as
amended by section 101, 102, and 103 of thig
Act, within one year of the date of enacts
reent of this Act.

(b} Durirg the period beginning sixty days
after the date of the énactment of this Act
and ending on the date rexutations promul-
rated nnder subzection (3) take effect, ab-
breviated new drug applications may be subh-

‘mitied [n accordance with the provizians of

gection 314.2 of title 31 of the Code of Fed-
eral Regulations and shall be sonsidered as
suitable for any drug which hag been ap-
praved for safety and effectivensss under
sectiont 5€5(cY of the Pedersl Food, Drug,
and Cosmetie Act before the date of the en-
actment of this Act. I any such provision is
inconsistent with the requirements of zec-
tion 505())y of the Federal Feod, Drug. and
Cosmetic Act, the Secretiry shall consider
the application under the applicable re-

quirements of such section. The Secrelary
-af Health and Human Services may nat ap-

prove such an abbreviated new drug applica-

tion which iy filed for a drug Which ¥ de-

scribed in  sections SOS(eM3IND) and |
505(JX4XD) of the Pedera) Food, Drug, and

Cmnet!e Act exeept in lcmrdance wtm
such sectlon. -

Src’ 108, Sectlon 2201 of title 28, Un!ted
States Code, 'is amended by inserting ‘“¢a)”
before *In a case™ and byadd!near.tneend
the following:

“tb) For limitations on actions hrougnt '

with respect to drug Datents see section 50§
ofthe?cde.ra.ll?ood.Dmx a.ndComat.ic
Act.”.
C Mr. WAXMAN (durlng the readtns).
My, Chairman, I ask unanimous ¢on-
sent that the amendrpent be cobnsid-
ered as resd and printed in the
RrEcoRD.

-The CﬂA.IRMAN‘ Is there objection:

to tie request of the ge.nr.lema.n from -

California? .

There was no objection.

Mr. WAXMAN, Mr: Chairman, this
amendment- makes several changes ta
title I of the bill to incorporate com-
promises reached ib--negotistions he-

tween the brand name drug industry
-and the generic drug Industry, While

the bifl before us has been endorsed
by an overwhelming majority of the

brand name drug companies as well 25

the generic drug industry, consumer,

senior citizen, and labor groups, sever- .

al major drugmakers and the Patent
and Trademark Office continted to
have concerns about some provisions
of H.R. 3805-

During the final week. of sesslon
before the August break, the chairman
of the Senate Labor and Human Re-
sourees Commitiee, Senator Haxos,
worked tirelessiy to address these last
remaining concerns, As a result of his
diligence and committment to making.

maore low-cost generic drugs available .
for our citizens, a numbder of changes ..
to the bill were agreed upon by ihe

brand name and generic drug indua--

4

tries and subsequently passed by the

Senate on August 10, .

With, technical and minor modiﬁcaa-
tions, thiz - amendment . adda those
changes to the hill before s Let me
describe the changes.

- Pirst, the amendment provides a_5-_
year peried of exclusive market life for

drugs approved for the first tifne after =
enactment of the legisiation. This pro- -

vision will give the drug industry the
incentives needed to. develop new
chemical entitjes whose therapeutic

usefulness is discovered late -when

little or no patent life remalng.
Generie drugmakers that wished to

challenge the validity of any patent -

life remaining on such druegs wouid
not be barred from doing so., Such
patent litigation could commence at
the expiration of the of

fourth year :
‘the period and the generic drugmaker

could begin marketing after & favor-
able court decision or T% years after ~
approval of the brand name dmz.
whichéver occurs first, :

_Second, the 10.year period of exclu-

stve market life for drugs approved be-
tween 1982 and the date of enactment
o.f the hill Is supplemented by afford-

r’trygr period of exclusive market

H113

T

)

.

drugs wh!ch are not new chemi- . -




