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EILEEN DESESlS. Ph. D.

stl:'ike out all aftec- the enac:tlng clause and lns~c~ in

lieu the~eof the follo~1nq:

1 TITLE !--laaBEVI1TED NEV DBUG.APPLICITIOIS

2 sectl~n 1S1. Section 515 of the Fedel:'al Fooa. Dl:'uq, and

3 coszetic let e21 D.S.C. 355) 15 amended by eedesignat~ng

~ sUbsection (j) as ~~bsectlcn (k) and lnsectln~ aftec

:: sUbsection'(l] the following:

5 "Cj)(1) Any peJ:"son may :ile "lth the SeC:'etar:y an

7 anb::e'11atea a;Jpllcatlon fo::- the a.ppcoval of a new arug.

a ., (2) 0..) An abbe-eviated appl1catlcn fo::- a new drug' shall

9 c~ntain---

1~ "(1) infoC"matlon to sho;;' that the conditions of use
J

11 pe-esc~ibed. recommended, 01:" suggested 1~ the laoallng

12 pcoposed foe the new d~ug have been pce~lously dpp~oved

13 =oc a ccug listed uneee pacagcaph (6) (heceinaftsc in

14 this suosect,.1on ce fecTed to a:s a 'listed dz:ug');

15. .. U.i,Hr) If the 11ste1 cll:"ug cefecced to in clause

15 (1) :"las only one activE! 1ng::-edlent, Infocmati::m to sho"

i7 tha·t the act.17': in~t:'adlent of: ths' ner,.;dt:'u·~ 1s t.he sa~e

15 as tnat of the llstec deu;,

19 "(T" I; "'""e 'Ist-"'d ""-"C' ,..".;:",..-"' .... ·0 I~ """u-" (I).... ..loJ. ..... _ ..... ;A __ ... _ ~""_.I 1o.. J,., __ ,l". _ ... _ .... _ .:l._ _

22 has mo~e than ens active lng=s~lent, !n£cc~atlc~ tbshc~

~1 ~~-~ ~~= ---t lTC '~C-o~io"~~ ~~ ~~- n-~ ~-!J~ ~-- ~~~ ~=-~'" l"".G"c."". \"". .. .1._ 0."" ....... 1_ ..... ~~ ...... _ ....._ .... ;.},"'"'~ .... _ ~ .... ;: l. =;'1 .... -. i:J ......... .::::: ~~.j._ ......... 1L1 ....

22 as t~ose of ~hs list.ed =:!::,ug, or:
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s~cpacag~aph (el, such infoc::n<::t.1.on ~es~ectlnq the route

na'io1 ~C'~~gat:'e the saMe as th:.Js::: :>f the listed C1;Ug

l:"equlc:e;

J

•
to

~~'iv) info=~atlon t~ show that the new d~ug Is

tJ A~ic~ the petition was filad as the Sect':et3r:y 33y

of acmlnlst::at.lan, dcsagg :ocm, oC' st:-~n'7~tl With t:~s;ect.

Cl)~ except that if the application 1s filed pu~sua~t to

bloequlc.;alent t.~ the liste.d dcug :-e:e!:"L:'edto in clatJS~

new deug 1s dlffecent Q,d the application Is filed

t':~feeced to in clause (1) oe, if the !:oute 0:

pucsuant to the ap~eoval of a petition filed unde~

.. (ii1) inf::>r::tlati~n t::J sh:Jwo that the the r:oute of

"(!!!) if the listed d~ug cefecred to in clause (i)

adml:1ist::atl::m, the dosage foem, 0::: the stt':ength ot the

admlnlstt':3tl:Jrl, ~~e dosage fct':m, 'and the str:angth of the

the petition ~as f1led as the Sect':et3t':y may r:equlr:e:

dC'Ul'Jp lnfcz:mat.lon to shoW' that the d.!.ffersnt active

petlCio~ filed unce!:' subpacagcaph (C), infocmatlcn

a:.-e the salila as the active In';;icedlents 0::: tl'le lis.ted

1ngt:edi"nt 1s an act111'e 1ng;:ediant of a listed dl:'tHi or:

has mace than ene active lngcedient enc. if one of th~

sect-lon :2(J1 (p). and such oth"'!r; infc:::mation t':~spec':.ing

to"" jif'T~':'Qn~ ,,~;-l "'" J.·ng""'diQI~" "1~h "''''s''''''-;,o <-~ ··'hl c·n_.1 ~_ t,. .... _ ..._T_ . 'Al..,.J19 ... · :m ..... rJ_ ........ \0. ..... l"t',,_ I

of a deug which does not meet the !:equil:'s~ents of

a-~I"Q in~r~d;~n~s oT ~hQ MQ~ d~ug is ~1~~Q~Qn~ ~n~ th~O.... 1000_"'·_ 1."'':1 __ ..... - l.". _ .... 1. _ ~l>_'" '" oJ,. lo.l.__ .... _ ......... "_ ':"' • ....:. " •.~

sho~ that t~e ethec active 1ngcedients cf the new dcug

° application 1s filed pucsuant to the eppcoval cf a

•
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the appC'oval of a pet.ition filed uncle::: subpar:aq:::aph (C),

l:lf::li:-:naUon to shoW' that. t.he ,act.!.,,; ing::edients of the

ne~ dr:ug ace of ~,e 'same phai:i1lz-colcqlcal Or' thecap~utlc

class as those of the list.ed <:i::ug :::ef et:':,,,d to in clause

5(1) and t.l-te nen. d?;ug can be expect.ed. t.o have the same

5 ther:ape'.ltic effect. as the listed d.CUg ;;hen admlnlste::ed

7 to patients foe a condition of use :::e:,,:::::ed to in clause

8 (1) ; ,

9 "(v) info::matian to show that the 12.oe110g pcoposed

'FJ fot' the new d:::ug is the same as the labeling a;::p:;,oved

l't f:n:, t.he Usted :tZ::Uq z::efecC'ed to 1n clause (1) except fot"

12 chamges l:equl::ed becaUse of dlffe::ences ap~H:ova1 under: a

13 p3titlon filed unde:: subpaC'ag!::,al:Jh (C) Ct:' oecause the nel<

14 d:::ug and the listed dt:'ug at:'e pcoduced ot:' dlstt:'ibuted by

15

1~

"i ...., ,
18

19

dlffecent manufactucecs;

"(vi) the items specified in clauses (E) tht:'ough

(!) of SUbsection (b)(1)~

" (vii) a cect.l.flc<;\t.l.on,. 1n the 091.n100 of the

appllc·~nt and to the best of his kncwledge, with :,,,sp,,ct

•

~~0 t:l each patent which claims ti:le l.Lstad. dt:'u; 1:"3fe:::::&d to

2/ in ~lause (i) ct:' Which claims a use fot:' sucn listed dt:'ug

~ ..~., -to fJC ~~ich the a;~licant is 3a:ki~g a~o~~val unce= t~ls

2j subsection and foc wh.!.c~ lnfor-mation 1s t:'equ.!.::ec tc Qe

2~ £11a1 unda:: subsection (n) Ot:' (<::)--

.., ,.
. ~,-$.....

26

27

~~(!) that such patent In:o~~atlon has net been

filed,

.. ~ (I!) t'1at ,such ~atent has "=X;i1:.c-ed,
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"(III) of the ctate on which suc:J patent will

8>::;)11:6, Or:"

~'(IV) that 'such patent is invalid ot:' qill not

be lnfcinged by the manu:aCCuce, use, 0= sale of the

;1e;; dc-u-;)' foe: "hich the ap9"1..!.catlon is sUbmitted~' and

"(Viii) if ~ith Cespect.to the listed dcug cefeC'c-ed

t~ i~ clause (i) lnfocmation rias filed unciee subsection

Cn) ot:' Ce) foC' a me~~oct of use patent ~hich does nct

claim a use for: \<1hlch t.he app.licant is seeking appc-oval

undec- this subsection, a statement that the method of

usa patent. does nct cla.1.m such a use.

22

Tne S;lccstacy may not cequ1Ce tha.t an abbc-eviated

application ccntain inioc-mation 1n addition to that c-equ.lr:ed

Oy clauses (i) throu~h·Cviii).

•• (B) (1) ~n applicant ~ho mai\:es::. Cer:tific.3tlon

desc~ibe~ i~ subpacagc-aph (A)(vil.)(IV) shall include in the

applicatJ.:m a statement that the ap91icanthas g!.ven the

n:Jtice c:e:;uiced Oy :::lausecU) to--

"(r) eaCh.OHnec of the patent which Is the subject

of the cect.l:::icaticn Or;' the t:'ej;lJ:::'esentative 0: such :Jwnec

designated to ~eceive suc~ notice, and

~~C!!) the holde~ of the app=oved applIcation undec

J

23 subse:::tlon CO) foC' the dr:Ug l;'hich is claimed oy the

211 patent. 0:::- a use of which is cl.almec! by the patent Of: the

:2 5 h":,;;pce:s an t:.at...Lve :>:E such holct:er' desi ;one. te::i to C'Ecelv'E! such

26" :totIes<\) ,

27 "C1') -n'" ~O-I,..~ ~"'':-~-er\ ~~ I~ c 1 -"-e C') -'0,,11 ---~'". _~ J.~ _ .~ I... __ C l.o_J..:: ... ~ ....:. ~...I _ • .t _':::'-.1.:::: J.. ~ t.~__ ~,-c:..._
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1 that an a"ppllcaticn has been sUbmitted unde!:" this sUbsection

:2 i:lt:' toe d:::ug with l:'espect t::J f./hici1 the car::tlf.t.caticn is made.

3 to obtain ap9~oval to engage in the ccmm~~ical manufactuce,

~ use II :JC 5~1= of such drUgOe=:H:2 'the· explr:ati:jv ox: the

5 patent ~e£et:'ced to in the ceetification.

() SUdl :lot.i::e shall include a detai,l.ec! statement of the

7 factual and legal basis of the ap~licant's opinion that the

s patent is not valid cc ~ill not be iniclnged.

$ "(ill) If an apt:)llcation is a:nended to include a

10 ceetification desccibed in $ubpat:'aqtaph (A)(v1i)(TV), the

1'l n:lt..l.ca ,cequiced 0)7 clause (11) shail De given ",hen the

'12 amendad application is subml tted.

"13 •• (C) If a pet::'s,::H'l ;;rants to suomit an anbce"i2,ted

'FI application 'foC" a ne~ dcuq which has a "dlffer:ent active

~5 ing::"edlent ot::' Whose couts of a~"inistcatlon, dosage fot::'m, ot::'

H; stcen;Jth :iiffer: fr:orn that of a llst.sd cr:Ug, such pecson

17 shall submit a petitlon to the seccetary see~ing pet:'mission

'18 to flla such an application. The Secl:etat:'y shall apPt::'::lve Ot::'

Hl dis2i:lpt:"o-ve a pet1tion submltteduncet::' this subpat::'ag::a;:lh

2.fl l'Iith.J.n ninet7 days :::If t.he date the petition 1s suom1tted.

21 The S~cr:etar:y Shall appcove such a petition unless the

22 sec~et~=y :lncts that Investlqatlons must be conduct9d to

~~ -'no" t'no --~o-y ~nd -~~~c'ti"-n~-- 0= ~he -C-i',~ in~p-~io~t-.;;,~,~ ~~ r; _ ==c::.~ ... :... _ C~.lo_ _y<;;: _:;:".;;) J" __ • :;:, 1"._ (; _ ':J'""t:::";' __ ~I. ,::,

14 of the d~ug Ob of the coute of admlnist~atlon, the dosage

25 f~cn, ~~ st~ength w~l=h dlf£=~ icom the lIsted a~uq.

25 ~~(3) Subject to' paca;=aph (4), the Sec=e~acy,shal1

7.7 appcove an application ::oe a ccu'J unless the seccet.acy

J
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1 flnds--

2 •• (!) the met.hods used. irl P Ot:" the. facilities and

3 cont"ols used· for:, the menufalctuce, pr:ocesslng, and

4 packing of th~dt"ugaC'e l:ladE!~uate to assuce and

5 pceseeve its identit.y, Stcen~lthp quality p and \:uelty;

6 •• (E) l:'lfor::nat.l.::m suomltt.ed. :?It.h the application 1s

7 lnsuHJ.clent t.o sho~ that eac:h of the !'l:oposed
?

g condlti~ns ~f use have been ~r:evlously a~pcoved. fOl: the

9 llsted drug' l:'efecced to in the appll.catlon;

1;i .. (CH1.) if the l..1.sted dc:uq has only one active

11 i:"lq!:'e~.ientp infoC'matlon subml.tted 'illth the application"

12 is insufficient to show that the active lngcedient 1s

13 the same as t!'lat of the 11stE!c dr:ug,

14 •• (iLl H the llsted dr:u~r has me!:'e th·:n ~ne active

15
"

l:lgce:l.Lmt, inf:n:-matlon sui:lmltted with the a:::,pllcation
~

16 is insufficient to sh~w that the active ingredients ar:e

17 the same as the active lng;;e,llents of the listed dCUg,

'1 S oC"

19 ,. (iil) i1: the list.ed dt"tll;1 has mo"€! t.h·an one active

20 i:lgceilent. and 1£ ~~e a~9l1catlon is foe a drug ~hich

21 has an act.!.v':! l.:,"1;;cedlent. difi:ecent fecm the listed dcuq,

22 i:lf~cmation Sub3itted wit:! the application is

23 insufficient to shcw~-

2~ "(r) tha~ the ~thec active ingcedients ace the

25

25

27

same as the actl~~e ingredients of the l.!.sted dt"uC;,

::Jc

~'(!!) that the di£fe~ent ac~ive in;~edient Is
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20Hp),

C2 HC);

the same;

..

~

.\«'_
~t I c::.if the applicaticn ~2S flIed pucsuant to"~(E:)

(2HC),

appcoval of a petition undec pacagcaph (2)eC), the

t~e5ac~eca~y bas;ectlng the active ln~=eclent, c~ute of

administcatlon, dosage fo~~p cc st=ength ~hlch is not

application did nct contain the In£c::matlon ::ec;ui=e'i l::y

which does not meet the cequlcements of section

"(D)(l) if the applloat1~n 1s foc a.:ccg whose

"Cl1) if the application is fcc a dcug whcse coute

dosage fc::,m, ot:' stt:'ength ';las appt:cvedunde:: pat:agcaph

an active lngcedlent of a listed dcug or: a dcug

the application, no petition to file an application foc

t~e ~CUg with ~~s dlffe~ent ~oute of admlnlstcation p

application, infor:maticn SUbmitted in the application 1.$

1s diffecent feam that of the listed dcug cefecced to in

dosage toem, oc stcength is the saffie as that of the

of aiminist:ati~nF dosa~e foc~, or stcangth of the dCUq

listed ceug, oc

C::lute of adminiStc atlon, dosage f ocm ,oe;" st::::engt.'1 of the

l~$ufflcient to show t..'1at ~~e coute of administration,

for:m, or: stcength of the list.ed r.tr:Ug r:efer:r:ed to in the

dcuq 1s the sarna as the coute of administcation, aasage

oc no petition to file an applicaticn for: the dcu~ with

t,he dHfet:ent ingcectlent was ap9t:"oved undec pacag:-eph

.,

'I

2

3

u.

~

6

7

a

".'
1~

,1

12

13

"14

"15

16

'1.7

1B

~i ~

"'" f:f,':':t.:\

:n

22

'J"
,,~

2{~

25

?:.:;
,-~

27
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l' "CF) Infocmatlon sUbmitted in the application is

:1. -. l:lsufilcient ..0 sholf that the dC'ug is bloequivalent to

3 the listed dcug cefeeca1 to in the application CC', if

4 tne application ~as filed puC'suant ~o a pa~ltlon

5 appcoved undee pac~gcaph (2}(C), Infocmation sUbmitted

6 in the application is insuffIcient to sho~ that'tne

.7 actIve In9'l:edJ.ents of the rleo;.; dt:'u;r ace of the same

8 phacmacologlcal or; thecapeutic class as these of the

9 liste~ drug cefecC'ed to in pacagcaph (2)(A)(1) and that

1~ the new dcu~ can be expected to have the same

11 thecapeutlc effect as the listed dcug Hoen administeced

12 t::l patients foc a condition of use cefecced to in such

13 paca~~aph;

14

1S

16

17

HI

19

210

21

22

"(G) L~foc~atlon submitted in the applicat19n is

insufficient to sho~ that the laoeliog pC::lposad foe the

dcug is the same as the labeling appccved ·foc the listed

drug cefecced to in the application except foc changes

cequiced oecause ofdifiecences appcovedundec a

petition filed un~ec pacagcaph (2)(C) ot:" tecause the

dcu; and the listed dcu; ace pcoduced ot:" distributed by

diffa~ent manufacture~s;

"CR) i~focnatlon suoillltted in the ap~lication oe

;

23 a~y othec infoC'matioh available to the Seccecacy sho~s

24 that (i) the InactIve Ingcedlents of the drug ace unsafe

25 f~~ use unde~ tha c=ncltl~ns ~~asc~lbe~p ~ecommenjed, O~

25 suggested in ~he labelln1 proposed fcc t~e dCUG, or (Ii)

27 tne c=mpositl~n of the d=ug !5unsafetJnce~ such
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of mate~lal fact.

l.l.sted dr:ug r:efel:r:s:i to in thE! ~p~l1ca~ion undeC' this

disappcove the application.

J

a c2'r'tlflcatlcnonly maceIf the applicant•• (i)

(2)(A)(7il) O~ intoth such succlauses, t~e 2PP~o7al may

desCClbed l~sUbclauseCI} oc (!!) of pacag~aph

"(~) the appllcati~n contains an untcue statement

~~(E) T~e a~p=cvalof an applica~lon sUbmi~t=G unce~

withdcawn teom sale for: safety or: effectlv~ness ~eascns;

.
~9qul~ement of pa~ag~aph (2)(1); or:

desct"lbed in the !1cst s.soteo(:e of subseqticn (e), the

•• (J) the appllcatl::m doe,; not meet any othee

"(Q)(l) qlthln one hund~ed ana eighty days of the

•• (I) the appcoval under: :;ubsection Cc) ot the

ap~r:oval under: this SUbsection of ~'s l1steddcug

t"efecced to 1n the ap911caticn unds;: this sUbsection has

C:lnditlons Oecause ot the type, or: quantity ot inactive

lngcsdients included or: the manner: in ~hlch the inactive

1~gcedients ace Included;

subsection has oeen 'nlthc.cawn ot:" suspended foC' g'r:"ounds

. been >llthdt"a;;n 0': suspended uncte!:' pa!:'ag::aph (5), or: the

secr:etacy has detecmlned that the listed dcug has been

date jete~mlned unde~ the f~llo~i~g:

paeagr:aph (2) shall be made effective en the last applicable

with.J.n such additional peC'l::Jc as '!lay be ageee::' upon cy the

i~iti~l receipt of an appllcat10n unde~ pa~agcaph (2) 0"

sec~etar:y and the applicant, the Saccetacy shall a;pcove 0=

.,
•

,

1

2

3

4

5
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7

a

9

1Z

11

12

13

14
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1 -0", madeeifective immediately.

2 ., U..i.) If the applicant. :nade a cec::t.Hication

3 desc=ibed in subclause (III) of pac::agc::aph (2)CA)~vii),

4 the appe-oval may be made eff.:ctive on the date cer-t.ifled

5 u~de= subclause CIII).

6 "(iii) If the applicant made acet::t1flcation

7 desc:-iced. i~ suoclause (IV) :If pat::agl:'aph (2)(AH'rli),
- ?

8 the aDPr:cval shall be made ei:feetive immediately unless

9 an act.ion is bC::luqht foe- lnf!::ingement of each p.atent

1q 'ifhich is the subject of the c:ect).f1catlon befo::-e the

11 expi:-ation of fot'ty-five days fr:o::T the date the notice

12 p::ovlc1ed undee- pacagceph (2H3)(1.) 1s r:eceived. If such

13 an action is bccught· befoe-e i:he expirat10n of such days,

14 t:lea?pr:aval shall be. made eH.ective upon the expir:ation

15 of the eighteen month pet:'lcd beginning on t!1e date of

16 the t:'eceiot of the notice pr~)vldaa uncia, pat:"a<;t:aph

17 (2)(3)(1) Ot:' such shoe-tee- ot:" longe, pet:'iod as the cout:'t

18 may oedee because either: paety to the action failed to

19 t:'ea5::lnaoly coopet:"ate in ex;;::e(!i tlng the action, except

20' that--

21 ,. (I) 1£ oeice-e the ':XD"lc-atl::m of such p~e-iod

,

22

23

2!l

2S

25

27

t11,e cour:t decices t.'1at e~=.ch such ~atsnt is invalId

:::r: not infc-lngec., the aplJr:oval shall De made

effectlve en the date of the ccut:"t decision, at::

'~'I!) if befo~e the ex~lcati~n of su=h ~e~lcd

the ccur:t decides that eny such ;::atent has been

infclnged, th92.ppr:oval :shall ::e iU2de .::ffectl\76or.
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such date as the cou~t ocdecs uncec section

271"(e)(4) CA) of title 35, united :":tates Code.

In such an action, each of th.e ~",cties shall ceascnal::ly

c~ope~ate in expeditlng the actlo~. Until ~he expicati~n

of .the facey-five day peclod beginning on the date the

notice made unde~ pacagcaph (2)(B)C1) 1s ceee1ved, no

a::1::10n iilay be bCOUi:;ht und!;;t: s:ectlcn :220'1 of tltle :2&.

Un1ted St.ates Cede, for: a dec:lal:atocy judgment ~lt.h

t"aspect to the patent. Any ac:t.J.::m bcought undec section

22~1 shall be bcougnt in the jUdicial distr:ict Whee; the

defendant has Its pelnc1pal ~lace of business or: a

r:egular: and established ;:rlaee! of business •

•• (iV) !f the applicatiQr1i contains a cet:tiflcaticn·

ass::.:=loed in subclause (!V) c:f pat:ag:::-aph (2)( A)(vil) and

is fot:' a drug fot: ';hich a pt:'E!V lous application has been

S\lbmitted und.er:· this suosecti.::m contai,nlng such a

certificatl::m, the applicatlc:n shall be iilade effective

not earlier than ane hundred and eighty days aftec--

~. <r) the date the SE:ct:'etacy =ecelves notice.. .

fcorn the applicant under the previ~us application of

tne flt:st coc:lille::-cial ZiJ2t:K:gting of the d.rug Undec- the

pc-evicus application, cr

. ~~(!!) the date of a ctecision efa cou=~ in an

action described in clause (i..!..l) holding the patent

:.ihich is the suoject of the cet:"tl.:r.~aticn' t.o ce

invalid cc nor. in::::-1.ngecL.

~nlc~ave~ is ea~lie~~

•
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1 "ee} If the sec~etacy decides to dlsappcove an

2 application, the Seceetaey s~all give the applicant notice

3 of an C~?~ctunltvf'~c a 'heaclngcef~~e the sec~etacy.on the

~ question ~f whether: such appl.lcat,icn is apPr'ol;i~bl-=e If the

5 applicant elects to accept the OPPcl:'tunity fot:" heael.ng by

5 ;;citten cequest ;<1 thin thit'ty days ,=.ftet:" such notice, such

7 heaeing shall commence not ma:e t.han ninety .:!ays efta!:' the

a expleati~rt of suchthicty days unless the Seceeta!:'yand the

9 applicant otheeli'1se ageee. Any sll:ch heal:"ing shall theeeaftet:"

1" be cenductedon an exo edl ted bas1.s and the sec:::etal:'Y's ocoee

11 theeeon shall be issUed ;;ithln nlnety days aftel:' the date

12 fixed by the Sec::etal:'y fol:' £111.n.;;r final heiefs.

13 .. (DH1) Ii an ap1Jlication (c:thee thar: an aobceviated

1~ new dl:'uq application) SUbmitted Ltndee subsectlon.(c) fe:: a

15 deu;, no acti'ls 1ngced1ent (lnclll.c.l.ng any este: oe salt of

15 the active ir1g'eedlent) of which ties been appeoved 1n any

17 othel:' appl1catlcnundec- subsecti:ln (b), was appcoved due ing

18 L1e pat:'loj beglnning Januacy 1, 1982, and endIng on the date

19 of the enactment of this subsectIon, the Sec::-etacy may :1ot

23' make the apDeo·...al of an applicatl=.ln submitted undee this

J

21 subsection which eefer:s to the d;:'ug ~f"r
~ ~- which th~ sUbsecticn

22 ( M) -~"l'-a·~l~n --s -u~m'~~-~ ~~~ac-i"a:.J ~'I""t"' ...... ~.."I JllJQ, ~ ~u_ .... :....=~ _ ... _._ l",_,,_ oef~c= the

23 expication of ten yeaes feem the date of the apPl:'oval of, the

24 appllcation undel:' subsection (b) ,.

2S •• (li) If a:1 application submitted under: subsection (b)

2~ foc a d~~;, no active lngcedient (lncludln~ any este~ O~

27 salt ~f t~e active "In;cedlent) ~f ~hlch has ~een appcoved in
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i suspension unde~ subsection Cel oe this paeagcaph, ae

2 "CEl if the listed dcug has ,been withdcawn feem

3 sale, f~c the pe~iod of ~!thct~a~al from sale oe,.if

4 eaz:lleF 6 the ;:eI:'lodendlng 0=1 the date -the Secr:etacy

5 cietecmlnes that the 101 thdcaw'l.l !Cem sale is not foe

6 safety at:' effectiveness ceascns.

7 .. (6) (A) (1) li'.!.thln sixty days of the date 0: the

8 e:1act1lent of this sUbsection, tne: sec-ceta?:y shall pUblish

9 and make a va1lable t.o the public·--

10 "(I) a list 1n alphal:ietlcal ot"de?: of the ofUelal

1:1

'12

13

.'1'+

1':;

15

"17

or' a

'19

20

21

and pcopcietat"y name of each drug which has been

ar:pl:."oved fcc safety and effect.iveness under: sU1::sectlon

C=> cefate the dat.e of the enactment of this s!Jbsect.lon~

"(II) the date of a~pcoval 1f trye ctcug is app~oved

a£te~ 1981 and the numbe~ of the application which Has

appcoved, ,and

"CI!I) \o1he~he~ in vitr:o or: in v1ve bloequlvalenee

studies; or: both such studJ.es, ar:e cequi:::-ed foc

applications filed unde:::- this SUbsection \ihich will

cefec to the dcug published.

"(ll) Evec"'] thlr:ty c!.:;:ys afti~t:" the ;:uclieatlon of the

•

22 fl=st list !Jnde~ clause (1) the seccetaC7 shall cevise the

23 list to inclUde each c!cug whith has been appcovedfcr: safety

24 a~d effectiveness Under: subsection Ce) oc appcoved undec

25 this s~bsectlen ducing the thir:t:r day-peeled.

25 ~~(lii) ~hen pa~ent In:~~~atl~n sUb~Ltt2d unca~

27 subse=tlon (b) or: (c) ces;:ecting a dcug l~cluded on the list
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fcon su~~ Ilst--

suspended for: g::-ounds desccleed 1n the fiest sentence of

or:: tha :iete of enactment, Nhiche~'el:' .\.5 later::.

..

if

.5 ...10.:)(:::c-:.1cr. :.lo! • .
l..U..:....::I

!

endin~ on 't;.~e cate "the sec:-etacy

Althdrawal feem sale liS not fol:' .

I

_'R _ '1 1 \.., ... ..... . : .. ,.. .,.: . 1 _,",... ..... _.,.l ~ _ - ,

" ..~- -< >-••'u.. <I ~'" '0.__ ••~~".a C~;;;;j;;_l

foc PllC~<':;:'t=::> <if~" (7 J

detecmlnes that the

saleI' for: th~ ;a!:"icd of ~ithdcc.:;.72.1 fr:om ~alec::-,

safety ae effectiveness ceascns.

ea~lie~, th; pe~ica

~;y.1.::iLt::~e

. _ - ,-.- ,...::
rt ,.1 0;. v .....

"(i) fol:' the same peelod as the ~itndca~al ot:'

,

•• (ii) if the listed cieu~r has been ;;.1.thdca:m fcom

suspension '.!nd"::,, subsecti'::m <: e) ae par:agcraph (5), oe

subse:::tion (e) Or:" was 'iiI.!.thdr:-awn Cie suspended under:: paea~tr:aph

I,

puz:opose5 of this sUbsection, be c:onside!:'ed to have been

•• ec) If the appz:ooval of a drug 'l1as withd=awn or

P'-lblicatlon In such list, it shall be +mmedl~tely t:emoved

may not be·publlshed in the list un1ec subpaeagraph C') or,

if the wlth·::!t:'awal oe suspension Clccu::"l:'ed. aftet:' 1 ts

published Undez:o subpacagr::aph (A) on the date of its appr::cval
"

(5) oe 1f the Sec:::-etaey detet:'m1ns!s that a dt:'uq has eeen

r::evisions mace under:: clause (lJ..) , incluce sU¢h in fc:::m",tlon

-lthrl~~Mn ~~o·m sala .~r sa··e·y o·~ o••oc··vene·s- ~a~SOM- ,...., "' ........ _'"' __ . __ .h ............ "'" ..... _ .... .J.. .0.:. l.. \,~?, _1".",

foe such ::!Ctr'g.

is t~ te pUblished by ~~e sec~eta~y the sec~eta~y shall, in

i
1 •

. "CE) ldruqappr::oved foc safety and effJctlveness under::

SUbsection Co) oe apprcved under:: this sUbsecJl~n shall, foe

2e'

2i

• •

l'

2

3

I>

5

6

7

Ii

9

HI

11

12

13

14

15

16

17

18

19

2f'f

21

22

23

2~

2~



1

16

"CI] The term 'bloavallablllty~ means the rate and

2 ex:t.ent to ~hlch the acUveln;;;=eaient cC' the!:'2peutlc

3 ingredient is absorbed from a drug and becomes available

4 at theslte- cfdcug actione

5 "<ED A dcug shall be con:sidececl to be blcequlvalent

6 t~ a listed drug i£--

7 •• (1) the t'ate a.'1d extent of abscOcptlon of the

e
,~

;;;

19

1'1

12

1'3:

14

15

,'16

17

18

19

2£1

21

22

23

24

25

dt'ug de not sheiol a si.;nificant dlf:erence fccmthe

rate and extent of absorption of the listed drug

9hen administecad at the same molar: dose of the·

therapeutic Ingteaient undee: sim..!.lar: experimental

conditions in either a single dose or multiple

doses; or

"(11) the extent of absorption of the drug does
o '

not show a significant dlffer:ence frOm the extent of

abs~rption of the listed abUg r.hen admlniste~ed at

the same molae dose of the thecapeutic Ingcedient

under similar: expecimental conditions in eithec a

single dose or multiple doses and the dlffecenca

from the listed dcuq in the rate of acsccption of

the drug Is intentional, 1s ceflected in its

pccposed labeling, Is not essential to the

attainment of effective oody dcug concent=ations' on

cr.ronic use, and 1s ccnsi.deced :nedlcally

in5ig~lflcan~ f~c the C=~~D6~8

0'

26 Sec. 102. (a}(1) Section ~g5{b} of such Act is a~8nded

27 by acjin; at t~e end the £allowi~;: "The ~p~licant 5h~lL
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flle ~itj the aDpllcatl~n the patent numbec and the

expiI:'at.lon date of any patent wh.!,ch. claims the dcug :or:

which the appllcant su l:::nl ttec. t.he ap;::licatl::m cc which

claiills a method of usln<;; such dr:ug and with cesJ;:sct to which

a claim of patent lnfcingement could I:'easonably be asser:ted

if a peI:'son not licensed cy the owneI:' en;aged in the

manufactut::e, use, CI:' sale oithe drug. If an. application is

filed under: this sUbsection f::Jt:" =. deu;; and a patent ;;hl:::h

claims su:::n deug or: a method of u.sing such dr:ug Is issued

aftae the fIling date but befoee ap9t::oval of the

application, the applicant shall amend the application to

include the infoI:'IDc.tion I:'equir:ed by the pcecsding sentence.

upon appc~val of the application, the Seccetacy shall

publish infqI:'mation submitted und.eI:' the two pcecedin~

s enta.l cas. ,. ...

(2) Section 585(c) of such Act is amended by insecting
e

"(1)" after: "(C)~I, by r:edesl.;;rnatlng pacagcaphs (n and

CD as suopacac;;caphs (A) and ("8}, r:especti'lely, and by

adding at the end the follcwlnq:

"(2) If th9 patent Infoc:natlon Clescr:ibed in subsection

(b) c:::uld not be filed with the s:ub::tlssion of an applicat.ion

u~de~ subsec~icn (~) Decaus~ the ap?licatlon~as tlled

befot::e the patent infocmation was: r:equir:e:' un::iec subsection

(0) O~ a patent ~as issued zft;~ the a~plication was

aDPc~vej unde~ such sunsection, the hclcte~ of a~ app~ovad

appllc2.tion shall file w.!.t~ the Sec;:etar:y trts pat.er:t. numce:'"

a~d tje expl=a~ion ~a~e of any patsn: ~hich cla~ms the ~~u~

~



is

1 foe whicn the application was suomitted O~ which claims a

2 methoi of using such dcug· and with caspect to Which a claim

3 of patent in,ft: l:1gement could ceas:;na.oly oe ass e::ted 1£ a

4 pacscn net licensed by the o:mec engaged in th~ manufactuc-e,

5 use, ot:" sale of the dcug. If the holdec of an app~cved

6 appli~ation ~ula not file patent infocmation undac

7 subsection (b) because it was n~ ..
wI. cequ.l.J:"ed -~e ... the time the

e appli=atloh was appcovad, the holdec shall file such

9 infoc~atlon uncac this subsection not latecthan thicty da7s

'Iff aftec the date 9£ the enactment of this sentence, and if the

11 noldec of an appcoved appl..!.caticn could not HIe patent

12 ln~o~~ation unde~ subsection (0) because no patent haG been

13 issuej ~~en the application ~as filec or approved, ~~e

14 holdec shall file such information under.- this subsection not

15. later: than thlJ:ty days after: the :iatethe patant In'''lolvedis

16 issuei.· rypon the SUbmission of patent infccmatlan unGar; this

17 sUbsectJ.an,the sect:'etar.-y shallpubllsh it.··.

18 (3)(A) The f.l.cst sentence af section S05(d) of such Act

19 1s amended by redesignating clause (6) as clause (7) and

20 insBct.l.n; afte~ clause {S) the following: "(5) the

21 appli~ati ..,n:failed to contain'the: patent infcc";J2t.!.cn

22 p~esc~lbec by suosectlcn (c); C~A8G

23 (~) The first sentence of sectien 505(e) of such Act'is

24 amended by rscsslgnatlnQ clause (4) as clause (5) and

25 i:1$e=::i:1; after; clause (3) the foll::Jwln;: .. «(:) the ;Ja tent

26 Inio~uati~n p~esc~ibed by SUbsection (C) WcS net filed

27 nlthl~ t~i~ty days ~£tec the =ecelpt of rlc~t~=n ~otlce fcc~

"
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1 the sac:7eta=y s;:eclfyln; the £allur-c to£11esuch

2 Infocmatiorl; o("'~G>'

3 (0)(1) section 525(a) of such Act is amenjed cy

~ !.nsec-tlng "0:: (j)"aftec "subs,ecticn (D) ....

S' (2) section 5~S(C) of such Act 1s amended by st::1K1ng

. 6: out" this subsection •• and insel~t.lng in lieu theI:'eof

T "sut:section Cb)··.

8 0) 'rhe sec::md sentence of section 50'5(e)0: such Act ls

'9 amended by insec-ting Hs\!!::mltted undec subsection (b) or:

, 'if (j ) •• after: "an application".

11 (4), '1'he second sentence of section 505(e) is amended by

12 stri~ing ~ut "(j)" each place it OCCUCS 1n clause (ll and

13 ins~ctlng in lieu thec-eof ·'(k)".

1~ (5) section S~5(K)(1)'of such Jct (as so c-adeslgnat:ad)

15 is amende:!. by st!:' iking out: •• pu!:'suant to this se-::tion' 'and

15 inseb"'ting in lieu ther:-eof "unda!:': sUbsecticn (0) 01:' (j)".

11 (6) SUbsections (a) and (0) of section. 527 of such Act

18 ace each amended by stcik1ng out "unde!:' section S:aS(h)"

19 and L1sectlng 1n lieu i:.hece:lf •• unctec sectlcn 5:05".

2~ Sec. 103. (a) Section 505(b) of such Act 1s amended by

21 Inse~t!nq ~'(1)le afte~ OqCb)4 R
R by cedasignatlng clauses

22 (1) t~rough (6) as clauses (A) ~h~cugh(F), cespectlvely,

23 and by a1ding at i:.he end the following:

2~ ~~ (2) An application-sUbmitted unde~ ~aca~c2ph (1) fo~ a

2S ct~ug £OL whlc~ lnvestl~atlcns desc=ibec in claus~ C~) ct

26 such ~acaqca~h ane cell~d u~on by the appli=a~~ foc a9Pc~val

27 of the :p~licatlc~nece not ccndu=~ed by oc £o~ the

•



· . 2"'

1" 'applicant at"" for: whIch the a~pllc,ant has not obtained a

2 ~lght o~ ~efe~ence oe Use f=om the peesen by e~ foe 5hamthe

:3

4

Invest!gations~e~2 conducted shall also include--

"CA) a cectification, 1n the opinion of the

5:: a~pli::an t a~d t:J th-e best. of i:115 :,no'ille~ga iP with ~espect

6: t::l each patOlntwhich claims the drug fo~ which such

T .i~vestigati::lns wece c~nctucted o~ which claims a use for

B such dcug for which the ap~licant is seeKing approval

~ unde~ this 5ubsectl::ln and f::lr which Inf::lr~ation 1s

1~ ~equired to be filed undee paragraph (1) or subsection

1:1 (c)--

iT ~'(l) t~at such ~atent information has not been

13: filed,

14 .. , (11) that such .patent has eX\Ji~ed,

15 "Ciii} of the date on Which such patent will

15' expire, o~

17 "(iV) that such patent is invalid o~ \/ill nct

t<l

19'

:Hi

be inf~1nged by the manufa.ctut::e, use, Ot:' sale of the

ne~ dcug fot:' which the application 1s suomltted~ and

"(B) if with t:espect t~ the drug f::lt:' ~hich

:r.;' ,l:1vestigat.ions desc:-ibed 1n pa~agt::aph (1J C.o we!:";:

22 conduct.ed 1nfomation was Elect undsi: ;;,at::a:qcaph (1) or:

2.3 suc5==ticn (c) foe a metnod of usa patent fihlch d:Jas.~ot

::r4 claim a use fo~ Which the appllca nt is seekin<;r app£:oval

25 u~cte~ this su~sec~i~nr a statement that t~e ~ethod ~t

26 use pat~nt does not claIm such a use.

27 "(3)CA) In applicant wh= makes a cet::ul!lcation
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l' desct"1.bed in pat"ag::-aph (2) (A) (1...;) shall include in the

2 a?pli=ati=n a statement that the ap911cant has given the

3 notice t"equl~ed by sUbpat"~gt"aph (3) tc--

~ "(li each ~~net" of the patent ~hich 1s the 5uoject

5 of thecectlflcat.ionot' the r:-ept"esentat1.'le. of such. owne!:"

5 designated to t'ece1.va such notice, and

. 7 "(il) the. holde!:" of the aP9covad application unclec

S SUbsection (0) fot' the dcug *hicn is claimed by the

9 p:tent ~t" a use of ~h1cn 1s claimed cy the patent ot' the

1::r t:'e.pt:'8.santat.iva of isucl'l hoIde!:' deSJ.gnatecl to ceceive such

11 nj~l=e,

12 "(8) The notice t'efecred to in sUbpacagcaph (A) shall

13 state that an application has been sUbmitte~ uncle" this

1!: subse:::tion fQr:' the dcug with r:espect to Which the

~5 cer:tlficatlonls made t:J ootaln a~pcoval to engage in the

15 commecical manufactuce, use, oc sale of the dr:ug beface the

.. '7 explcation of the patent !:'e£ecr:ed. to in the certification.

18 SUch :1otice shall include a detailed statement of the

19 factual and legal basis of the a~Pllcant's opinion that the

20 patent is not valid oc ~ill not De initlnged.

21 ·'.(e) If an application is amended to include a

22 cer:tifl:::ati~n desc=ibed in par:agr:aph (2)(A)(lv), the notice

23 r:equlr:ed by sUbpar:a~aph (3) shal~ be given when the ameodec

2~ apPlication 15 SUbmitted.",

25 (0) Section 505(c) of such Act (as amended by section

25 102(a)(2)} 15 amended by adding at t~e end the follcwing:

27 "(3) The apPt"oval of an application =llect undec

•



~.

22 .

7 subse=tlon (b) ~hich contains a c2ctiflcatl~n cequl~ec by

2 pa::ag:-aph (2) of such sUbsection shall be made effective on

3 the last applicable date deteb~lned undec thafollcwlng:

~ "CA) If the applicant only made a ce~tlflcation

5 cesc~ibed in clause Cl) O~ (li) of sUbsection (b)(2)(A)

6 O~ 1n both such clauses, the ap~~oval may be made

7 effective immediatelY.

i'l "CE) If the applicant made a ce::tlfication

q desc~ibed 1n clause (lil) of sUbsection (b)(2)(a), the

1~ appcoval may ba made effective on the date ce~tlfled

11 unde~ clause (11i).

12 "ce} If tneappllcant made a cectlflcatian

13 dest:::ibed in clause (iv) of subsection (b) (2) (A), the

14 appcoval shall be made effec"t.lve -immediately unless an

15 a=tlon is b~ought foe i~fcingement of each patent ~hich

16 is the sub ject of the ce~tiflcaticn beface the

17 exp1:.-atl:m of fo~ty-flve days f:-om t.he date the notice

18 pcovided undee paeag::aph (3) (B) 15 eecelved. If such an

19 aoti~n is bcought befocs the expiration of such days,

20' • the appeoval may be made effE!ctive upon the explt:'ation

21 of the eighteen month pe!:'lcd beglnnlng on the date :J!

22 t~e CEceipt of the noticep~cv!1ed unde~ 9acag~aph

23 (3)(3) o~ such shoctse O~ longs!:' pe~icd a~ the cou:.-t·may

2t.;. :l:-de::- because elthe::o pactv tel the actl·-:Jn faIled :0

25 ~aasonably coope~ate in e~pedltlng the :ctlon,'excep~

•

26 tnat--

27
.

• , (1) if befor:s t:1e ,!xpit:atlon of such pe::i:Jd
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23

the couct decides that each such patent Is invalid

oc not lnf~~nged~ the ap~~cvcl may be m2d~ effective

on the jate of the cau=t cecision~ O~

"(lL) if befo~e the expi~ation of such peeled

the court decides ~~at any such patent has been

lnfclnged, the app~oval may be made effective on

such date as the couct ocdecs undee section

271(e)(4)(A) of title 35, United States Code.

9 I~ su=h an action, each of the pa~tles shall ceasonacly

10 coopeeate in expediting the action. Until the ex;lcatlon

11 of .the fo~ty-flve day period beginning on the date the

12 not1=e made unde~ pa~ag~aph (3)(3) is ~eceived, no

13 action ~ay be bcought undee section 2201 of tItle 28,

'14 . U~ltej states code, foe a declaeatocy judgment with

15 cespect to t~e patent • Any action b~ought unde~ such

16 section 22Z1 shall be b~ought in the judl=lal dlst~lct

17 wne::e the defendant has its p~lnc1pal place of business

18 oc a cegulac and established place ot business.

19 . "(D)(1) If an application Cothe~ than an

20 abbcevlated new dcug application) SUbmitted unde~

21 sUbsection CO) fOt:" a ctcUg, no active. In";::ed':'ent

J

~?
"-- <~ncludi~g anI estsc cc salt of the ac~lv~lnq=eclen~)

23 of nhlcn h~5 been app~oved in any othe~ application .

2~ Unde" subsaction (b), was appcovec dU~ing ~~e ~e~lod

2 c ~o~;nn'n~J-nu-r" 1 1c~~ -~~ onrli~~ ~n ~~- A~~- o~ ~ko.. :.J I.": .... '::! ..... J,, .... ":;II a c: .... J' I "" .... ~, C,h4 . ..1 _ ..s._4~'::t v~ ... ~~:::: ..... Cl...::::: .£.- l,.~~ .....

26 e~a~tment of thIs sUbsec~icn, t~e se=~eta~1 ~ay net make

27 ~,e appcoval of ~ncthe~ cp;llcaticn fo~ 3 c=ug :c~ whlc~
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1 r:lght of r:efec-ence or: use fl:Ciri1. the pel:son by at:' fOt:" whom

2 the investigations wer:e conducted effectl',e befor:e the

3 expi::ation of fout:' yeacs fr:oiil the date of the apPc-o'1al

4 of the appllcatlcn p~evlously appccved und~~ subsecticn

5 (0) unless the sect::'eta!:'y d.ete:cmines that an aaequate

6 supply of such dt::'ug will not be available or. the holder:

7 of t:te application a~pt::'::Jvea undec- suoseq.tlon (b)

8 c::msents to an ear:lier: effective date fet:' an application

9 under: this subsection.··.

1111 Sec. 1iif/f,. section 5fl'5 of suetl Act is amended by adding

11 at the end the following:

12 ., (1) safety and effect.l'1ene$s data and infocmation

13 Which has been submitted in an applicat10n uode!:" sUbsect.!.on

14 (b) f~c a CCUg anc ~hich has not pcevlousl~ oeen qisclosad

15 to th", public shall be made a'1a.!.lable to the publ.!.c, upon

16' cequest, unless extcaocd.!.nat:y C1c'cumstances a::-e shown--

17 • , (1) if no '\lock ls being: or: 1>111 be under:taken to

18 have the applicaticn appccve1,

19 "(2) if the seccetacy has detecmlned that the

20 application 1s not app;:cvabl::! and all leqal appeals have

21 n~~n ~v~~us~~~.. 1cJ: __ • _~~~.c; ........ _1

0'

22 '~~(3) 1f app~oval of the appl~caticn unde~

23 s:.rbsect,lan ec) is wit.lld.::awr! and all legal ap;;Jeals have

24 been exhausted,

25 ~~(4) 1£ the sec~eta=y has det5~=~ns~ that such a~ug

25 1s not a new dcug, at:'

27 .. (5) up~n the =£f:ec~!.ve r\-"Q_<:: ... - 0: the appcoval of the
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1 fil:'st application undac subse~ctlc" (j) tih.!.ch cefecs to

2 such diug 0: up~n the date upon ~hlch the appcova1 of an

., application .undec subsection (j) '-Ihieh cefe!:s to· such

n d~ug :oulct ,be made effective 1£ such an ap~lication had

S been submitted.

15 .. (11) Fot: pUi:'poses of this section, the tet"m ~ patent'

7 means a patent issued by the Patent and Tcademack Cfflc~ of

8 the Department of Commecce.··.

9 Sec. HiS. (a) Tne Seccetat:'y elf Health and Eu:nan Secvlces

·10 shall pcomulgat..e, in accor:dance ;;r1.t:."'l the notice and . comment

11 cequice:aents of secti::m 553 of title 5, !,Tnitec: states Code,

12. such cegulat1.ons as Glay be necessaey foe the admlnist::-atlon

13 of se:::ti::u'l 525 of t."!?: Fadel:"al Food. Dt"uC;;, and cosmetic lct,

14 as a:nended by ·sections 101, 1Z2, and Hf3' of this lct, within

15 one ye,:!:" of the date of enactment of this J;ct.

1'.1 (0) Duc1ng the peelod oeginning on the date of the

17 enactment of this Act and ending on the date cegu1at:ions

18 pconulgated undec subsection (a) ta~e effect, abDt"Eviated

19 ne", dt"ug applications may be submitted in accol:'daoce Wlth

20' the pc-avisions of section 314.2 of title 21 of thecoc.e of

-'1 ;;oe ...~ .... ,,1 "",,,,,.1""lO~S "'-'d sh"11 "'" c~""s''';e''"''d "-sU H""b 1o "orb. .. "'<;;;;;l.,. __ -"_-;;il..l__ l...,_ li . c~~· _ _ w_ ...... ~ ...... _ ...... ;:). -. .... _

22 any dcug ~nich has been apPt"oved fcC safety a"d

23 effactlve:1ess undae section 5(.)'5(c) of the Fedel:"al Foaa,

2U D~uq, and Cos~etic Act be:ace the date ot the enact~ent of

25 t~ls Acto If an~ such pcovlsl~n is inconsistent ~~th tha

..,,, "'''"u1-e''''''''-''''s c" -~"''''1~.., 5""'(j) 0" • ..,,, ",,,,,,,,,,""1 "'00'" n-",,...""~ :..._""! _ ...."·... llo.. . ~ ~ __ '-_ ...... \i -rJ... .... \...~1 .... ...._-..I._ .. Q_.. ...., _,-u:,::;,;

27 and Cos~st!c ~ct, the Sec=eta~y shall ccnsl~e~ the

~



27

1 application undee the applicable cequicemants of such

2 secti~n. The seccetacy of Health ana Human Secvicas may not

3 ;:\I"':or- va C:llrh ;jr"'; ,~~~,..::r,V~;;":::.,4'·new c"""ucr ;:- ..... Tf ...... :::'!-; ...... n ..... """f'-"'h !-. _Y. _0 ..... - .. _:...' .... - _ ---'--- L __ ..... ~ -!:--l-o' ..... _v ~ Wi'_ .... ~ _:::l

4 flIed foe a dcu; which is desccloec 1n sections S05(c)(3)(D)

5 and 5Z5(j)(4)(D) of the F'edecal Food, Dcug, and Cosmetic Act

6 except in accocdance with sUch section.

7 Sec. 106. Section 22!i!1 of title 28, rrnltec States Code,

S 1s amended by lnsacting '·(a)·· befoce "!n a case" and by

9 adain; at the end the fo110liing:

10 "Cb) Foc limitations en actions bcou~ht with Cespect to

11 dcug patents see ?ection 5g5 of the Fedecal rood, Dcug, and

12 Cosmetic Act.··.

1.3 'rULE II--PAtE1tT E!TENSIOll

14 Sec. 2g1. (a) Title 35 of the United States Code is

15 amended by adding the follo~ing ne~ section i~mediately

16 aftec section 155:

17 "S156, Extension of patent teem

1 S ,. (a) T:'le tecm of· a pat.ent -..hich claims a pr:oduct,a

19 methoj of using a pcoduct, or: a method of manufactucing a

20" pcoduct sh~ll be extended in accocdance With this section

~1 ·~o· ~~- ~rl-'nal sv~ir-·'on ~a·s c· ·he o-·-o·'~ .'" .... _ .tl \.",~A::: ..J __ "::i_l. ..... _..,.~ _,::::,1.._ ..... 1__ J.,..... ~ :::::'1..0::: I"., _;..--

J

22 ~" (1 )~1.e teem of the pat.ent. :'1as not explced befor:-e

23 a:l application is sucmitted undec suosection (d) foc its

24 extension;

25 "(2) .~Q -~~.~ ~~ -~~ p~~-n~ ·h-s nallor "Da-n\"" ... _ 1"._ ....16 ...I~ '..,.A_ . CI".::;: l",. • Co ~. _ _ .... __ :::.

26 exte~ded;

27 "(3) -n ,,0,...1·;C-. ..·' "" '::'or -"{i"sns'o" .- S·,h~i-""::l.""; .....,a~ ....... ":-"_":" C.Lo..:. ~l .l.._ -=. __ .. 4 _ ... .l.;:: 1.,;_~II_t".;,..__ u:
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1 t~e ~~nac of ~'e=o~d of the patent oc its agent and in

2 accocda.rlce 'f1!..th t.he ceqt!l?:em::~nts of sUbs.ect~on Cd);

3. ~~f~)'~) 'n ~h~ 'c~sa -~ - o-~~n~ ~·h'~h ~T-'m- ~~~\ ,\t\ _i. t....... c. _ ..... _ c, . ::::: .... _ .. ~i.,.. WL._",,~ .. .... _c."""a.:::: I-.L_

4 pccduct OC a method of using the pcocuct--

5

.6

.,
8

9

1a

11

12

13

"(1) the pcocu~t Is not claimec in ancthee

patent having an eacliec issuance date oc which was

pceviously extended, and

•• (11) the ;JCOc.uct and the use ap91::0ved fa,:, the

pcoduct in the appllcabl=! t:egulatocy r"evlew peeied

a::e n::>t identically disclosad ot:' ctescc-il:led in

another: patent having an eaclier" issuance date oc

;j'hich was pce'll::lusly extendeC1; oc

, , (3) .1.n the case of a pa:tent \lhleh claims the
.

i~ pcaduct, the pr:Oductis also claimed in a patent which

15 has a~ eac-liee issuance date oc which was pceviously
,

16 extended and whlch does not identically disclose or:

17 desc~iOe the p~::>duct and--

"'

18

19

2q

21

22

23

2l}

~-.,:..:)

26

.. (1) t.tle holde!:" of the patent to be extended

~as neve= been and will n~t beCOMe the h~ldec of the

gatent which has an eaclle~ issuance date or: Which

was pcevi~usly extended, and

~~(ll) the holcec of the pa~ent ~hlch has an

e~clie~ issuance date oc which was pcevi~usly

extended has nevec been a~d will not become the

hnldQ~ ~~ -~- n~~cnt t~ ~- C~~Cn~QA.~'..,I .. l..~.== 1"" ... ""'..... ~ />.Ie: _.'\ .... _ .. 1..0._1-.,

~~ CS)(A) 1:1 the case o:Ea ;Jatent. 'F1hlc';;, claims a

27 method of manu:actu~ing ths 9~=cuct wh~c~ does net
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•• (1) no ethel:" patent has been issued which

issuance date:

o~ns or: contr:ols a holder: of such a patent; and

•

sUDject to a ~egulat~cy

Is clalme~ in a p~~en~ having an e~~li~~ issuance.

pcoduct pclmaclly using cecomclnant D~A technology

~~(11)~o othec method ~f ~a~ui:ctucing the

=~~t~ol the holca~ of such a patent cc a pecson wrro

holder: of such a patent, and (II!) does net o~n er:

manufaetuc1ng the pcoduct. (I) 1s not the helder: of a

of a patent foC the pcodi.lc::t oc foc a r.:ethod of using

pcoduct. (II) is not owned oc contr:olled bya holdet:'

patent foc the pcoauct 01: fot:' a method" of using the

pcoduct 1s claimed i::1 a pa.tent having an ear:l! ee

... (i) ttle holaec of the patent fe;: themethed of

H (ii) no ethel:: meth:Jd of ma:lUfactUl:ingthe

pUl:poses; and

., (6) tje pcoduct has be

•• (3) in the case of a patent ,.111ch claims a method

the pc-Oduct may be issue:l foe any known thecapeutic

and no other: oatent Ahicl~clalmsa method af using

-tne PCOduct OC by a ;:lel::s::ln ?tho owns ac contr.-ols a

clai:ils the Ilt:oduct. oC' a :,etnod of usin<;; the pl:'oduct

pcccuct--

of rnanufactuclnq the ~coduct which ~clmar:ily uses

pc iinae-ily use ::ecomblnant D)g t.echnology in th:

caco:ilolnant ORA tech::lology in the manufact.uce cf the

manufactut:'9 of the pe-oduct--

--_._--~-----

.
. .

1

2.

3

4-

5

15

7

8

9

1Z

11

12

13

1tj. •.

15

10"

17

16

1;

2'<J

21

22

23

21.}

2S

26
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p=tent; and

•• (3) 1:1 the case of a p"tant ;.;hl.ch clal.;us a method

J

the fiC'st

tet:'lli orthepatentany

~evle~ ne~lod is- . .

--,.., ...,
.;",i.. .... ".1"Co) The cights de:::i7ed

pl:'od~ct manufactur:ed under: t:1e pr:ocess claimed in the

.
t"2comblnant, D~rA technalo'1!1 in the 'manufacture of the

of manufactuclng thepz;aduct. Which pcimacilY Uses

application fo::: extension.

us e unctec such pC'ovisionof law befoee the filing of an

use of the pcoduct afteC' ,such t:'egulatoC'y be'lie\; peeiad

m=th~ct. of using at:' <nanufactucln; anathe::- pr:oduct which

"(9) the patent does not claim anathel:' pC'oduct or: a

pcoduct.after: such ceglllatcC'y

pec:nitted comme!:"cial maI:"k.et.Ln9' 0::: use of the pcoduct.

per:ii1isslon f:J!: the comm9r-:::i.al mac:-ketlng O~ USE of the

"(7)(A) exce\;lt as p!:"ovided in sUbpar:ag!:"aph CB), the

pc-aduct, the pel:'ffiisslan foe the ccrnmer:cial maJ::keting Ol:'

I:evlew peelod occu:::ced; 01:

U:ldec the peovision of lall undac onhlch such eagulatoey

1s theflcst pe~~ltt;d ~o~me~clal rna~ketl~q oc use ofa

1:=171=;; pe:::ioct befo!:"; 1ts c:)m;ilecclal ma::~eting at:' usa;

p~oduct r:eceived pecmlss1an f.or: comrneccial macketinq or:

pcodu:::t'. 'Fol:" pur:pases -of pa::ag:::aphs (4)(3) (5)(3), the'

~ac~~j ~f t~e patent.

0: the patent oc is the exclusiv~:: 11censee of the owner: of

The pcoduct cefel:'ced to in P2t:'aqcaphs (4), (5), (5), and (7)

h~l=a= of a patent 1s a~y pe~scn wh~ is the ~wne~ of ceco~c

1s ne=elna£tec 1n tnis section r:~::e a!:=ed teas the 11 ap~C'oved_
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exceed foucteen years.

pacaqcaphs (,)(e)(i}, (2)(3)(1), ~~~ (3)(8)(1) of

32

the peelod of extension shall Include only one-half of

t:1e time ce:naining in the pel:"lods desc;:ibed 1:1

subse::tion (g); and

"(3) If the peelad cemainlng In the teem of a

pate~t afte~ the date of the appcoval of the eppcoved

peoduct undec the pcovision of law undec ~hlch such

r:=gulat::lcy eaview occuccea when added t::i" the begulatocy

r:evie~ peelod as cevlsed undee pacagcaphs (1) and (2)

exceeds fourteen yeacs, the peeied of extension shall be

I:."'edu::ad so that the total of oath such pet::"iods does not

•• Cd) C1) To oota1n an extension of toe te::m of a patent

1/;. undae this section, the awnee afr:ec:or:d of the patent OC its

15 agent shall submit an applicatl~n to the co~missione::. Such

.-
• •.

1

:2

3

tr,

5

6

7

a

9

10

71

,2

13

16 an ap91~cat1on may only be submitted within the sixty-day

17 peclod beginning an the date the pcoduct ceceived pecmission

18 under: the pr:ovi5i~n of la~ under: ~hlch the applicable

19 cegulatocy cevlew peclod occucad foe ccm~eecial mar:keting or:

2Z. use. rne application shall contain--

21

22

"CA) the identity of the appr:ovedpcoduct;

"(8) the identity of the patent fcc which an

23 extension is being scught and the identification of each

24 claim of su=h patent ~hlch claims the;.p~n:cve1 pr:oduct

25 O~ a mEthod of uslngc~ mcnuf2et~~i~g the appccvec

26 pC'cduct;

27 •• (c) "h" l"'~n-I"" ...:: e"-'" c .. ..,,,,.. ~-~"n" Lo",O"'" ....I".~._ . ~c • ....-'-;1..... 'Ic .... y !"....... _ :-;::~_~ .......... ~. "'H~ l...'-'
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the ;Jatent::Jwnec which claims; ct:' Ider.tlcally discloses

ot: descclbesthe apDeoved pJ:'Clduct or: a method of using

oc manufactu;: ing the ap;:li:oved Pt:'ccuct;

•• (D) th id ... . ... - 11..... ..... I . h-e srh.l.'-Y 01: a ,o,-•• et:'" pr:ocuc,-s Hn_cn ,eo'lS

r:ecel'led pecmisslon undee th~! Pc:o'lislonof law unde::

whl:::h t.ile appllcaole r:egulatCH:Y J:'eview peeled occucr:ed

for: commet:clal macketlnq OJ:' l!Sa and WhIch a::e claimed in

a:1Y :;)f the \:latents identlf.led~ in subpa:;-agcaph (C) ~

... (E) infoernation to enatlle the Commissioner to

deteem.!.ne under: subsections (a) and (0) the ellglbillty

of .a patent for:ext.ension and. the eight.s that w111 be

deeived feom the ex-tension and infccmation to enabl'? the

c:;)m~lssionsc and the sec~etacy of Health and Human

Seevlces· ot' the Sec::et.ac-y of Agelcult.ut:e to deteC'mlne

the per:lod ::Jf the extension undar: suosection (In;

H (F) a br:lef desc;:iption of the actiVities

U:'lde:;-t2~en by the 2~pllcant d:ueing the applicanle

r-egulatoey eeviewper: iod wit~: eesp ect to the 2PP::,o'led

pr:oduct. and the Significant c~ates applic.a?:Jle tc such

. act1vitles; and

"(G) such patent at' other: Infcc~atlon as the

C::Jmmisslonec may cequlC's.

"en (A) within sHty days of thesubrnittal of an

appll.:::at.l::m foe extension of 1;...'1e teC':n of a patent unde!:"

pat:'"a;t:'"aph (1), the Co~mlSslonec shall nctlfy--

"(1) ~~o s~--o~--.• o~ '--l-ul~"-o 1~ -h- p--o~~. l",.... _ ... - ..... _-~.::::.-.r .... ::'-:t ... -- ......u .. _ .:.. ~ .... ,::: ·c:::. ........ ~1L.

clal:ns adcu; p!:~duct.cC" a o"ito:=,thod" of usinq ot:'

,
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34

1 ma~uiactu~ln; a c=ug pcaduct and the dcug p~oduct is

2 0 sJbject to the Vi~us-se"um-To7.1~ ACt, c~a

3 "(11) the Sec~et2~Y of Health and Human Se~vices if

4 the patent claL~s any othec d~ug p~oduct, a medical

5 device, o~ a food additive oc colo~ additive oc a method

5 of using oc manufact.uc1ng such a ~coduct, device, oe

7 ajdltive and if the pcoduct, device, an~addltlve ace

8 subject. to the Fedecal Food, DcUg, and Cosmetic Act,

9 of the extenslon application and shall SUbmit. to the

1q Sec~eta~y who is sa notified a cqpy of the application. Not

11 latee than 39 days aftec the ~ecelpt of an a~pllcatlon feom

12 the com~lssionec, tne seccetacy cecelving the ap;llcatlon

13 shall ceview the dates contained in the appli~ation pucsuant

t4 to pacagcaph (1}(E) ~nd detecmine the applicable cegulatocy

15 ce'11e:: peelod, shall. notify the c,ommisslcne:; of the

01'5 detecalination, and shall publish 1n the Fececal Register- a

017 notice of such detecmination.

18 ~'(3}(i) If a petition is sUbmltted to the seccatacy
.

19 ~akinJ t~e dete:;mlnatlon unda~ sUbpaCagcaph (A), not letse

2Z. than one hundeed end eighty days afta!:' the publication of

21 the deter-~ination uode!:' sucpaceg=aph (A), upon which it may

22 ~easonablY be detec~lned that the a~pllcant did net act wlt~

23 cue diligence dur:ing the applicable r:egulat.ocy eeview

24 p2~i~1, t~e S~c=ata~y makin; the jetecilli~ation s~allp in

25 accot:":lcnC9 with r:egulatlcns ~to:uulqated by such Secr:etacy

25 d..=t.=t:'':1in= it the applicant acted ;?ith cue c.lllgenc9 curing

27 the applicable ~egulato~7 ~2vle~ pe~lcce The Sec~et~~7 shall

J
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•
1

.
::lake sue:' detec:nination not late:' 91'1 days aftec 4'I."ne r:eceipt

2 of· such a petition. The Sec::;,e.taC'y of Health and Euman

:3 Sec"ices may not delegate the aut:hoclty to make the

4 dete~mlnation p~esc~ibed by this sUbpa~a~caph ~o an office

5 bel:Jw ;:he Office of the c:Jm1li.ssl:mec of Food and DCw;s.

6 •• (i..1.) The SecI;etacy making <~ detel:"mination unde?: clause

7 (i) shall notify the co:nmissione:: of the deteC'minatlon and

8 shall publish 1n the Fede?:al Regj~'Stec a notice of such

9 deteC':nination together: ~ith the jEactual and leaal l::asis rcC'

1CJ such :ietecminatJ.on. Any intecests!d De::scn may cequest,

11 ~ithln .the 61 day peeled beginning on the publicaticn of a

12 c=tsl:'lIin",ti::ln, the sec:-etar:y i;:aklng the detei:':ilinaticn to

13 h::>ld an lnfo!:';nal heaeing on the detecmin",tion. If suc~ a

-: 4 ::equest is 1lade wi thin such peC'l~)d, such secC'et.2:C'y shaJ..l

15 hold such heaeL~1 not latee than thicty days afteC' the date

16 of the ::eques't p OC at th.;: r:equ as,: of the pecson :nakin; the

"/7 l:aquEs't p not latei:' than sixty days aftee such date. The

18 S ecxetac;l Who is holding the hea!~lng shall peo"ide notice of

19 theheaclng to the ownec of the patent involved and to any

20 intecestec pecson and pC'ovlde tn,: owner:' and any inteceste1

21 PEl:'SOf1 an opport.unity to pai:'ticipate in the haac-lng. :;ithin

22 thicty days aftac the cc~pletlcn of the he~~ing? such

23 sec~etacy shall affl~m oc ~evlse th~ cete~mlnation ~hich' was

24 toe subja=t of the he",C'ing and notify the C:Jmmissionec of

:2 5 any .:'e'llsion 0 f the de tee:nln", ticn and sh","ll publish any such

26 ~~vision in the Fede~al ~eglstecR

27 "(3) Fo!:' puC'pcses of paea:;;::,,::ph (2)(3), the teeTI 'due

,



36
•
1 diligence' means that cegeee of attention, continuous

2 dieected effoct, and timelL~ess as may ceasonably be

3 -?-~c~Od ;~~rn ~nd a~c ord;n~rl'Y ~x~r~lSA~ h.. - pe~~an!:::A}:J_ __ ",~""', _ • .1, io,,_ _ ......... __ ..... '- -=_..... _\..l.. bI_>l, c:. ~;,:) ~

4 dueing a cegulatcey eevie~ peelod.

5. "(4) An application fot the extension of the teem of a

" "'a"enr 1S "'u" .. e,....r to rhe "IS"""OS"-'" rcqUl-"M"n~s p~"'sc"'l""'"("l .r' .... - _ OJ.; _..... _ ~_ -_ ..... __ __ ';"'_.l~ ........ l.. ~_ . .J_ .looI_'wl

7 by the com~lsslonee.

a "(e)(1) ~ detecmlnation that a patent is eligible foe

9 extensl~n may be made by the commlssionee s~lely on the

1~ basis of the infocmatlon contained in the application foe

11 the extension. If ~~e commlssionec detecmines that a patent

12 is ellgU:le foe extension under: sUbsection Ca) and that the

13 eequieements of SUbsection Cd) have been com~lled With, the

14 c~millLssl~oe~ shall issue to the applicant i~c the extension

15 of the te~:n of the patent a .ceetificate of extension, undee

16 seal, foe t~e peelod p~esc~loed cy SUbsection (c). such

17 ceet1flcate shall be eecoeded 1n the official file of the

18 patent and shall be consldeced as paet of the cclginal

19 patent.

2~ "(2) If the teem of a patent fo~ which an application

21 has been submitted unde~ suosecti~n (d) would expice befoee

22 a detscminatlcn is made undec paca~ca~h (1) ces~ectln~the

23 appli~atiJn, the Co~:nissione~ shall extend, until sucn

24 cete~~lnction is mace, the teem ~: the ~atent fcc pe~locs of

25 up toone ye~= if he dete~mines that the patent ~s ellginle

25 f~~ ex~ensio;..

27 "(f) =oe pucpcses of this section:

..
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"("') 'n" "::l'~"-"'c- ..... -"c" i "n :::">3 "',,- "''''7 --?o a1.':r ~_._ ... c ... :::: '-""" ::r~:: '00# .JU, ... t.;:).r .... (J. , :>1_1

to section 351 of the Public qeelt~ Seevice Act.

.. (3) The tecm 'major:: he,:llth oc envlJ:'~nment2l

"(2) The tec.ll 'drug ;!C'::h:luct g means'the active

J

~esults a~e n~t to ne

",e~DS any machine,

.... ~ .... """
t.._::;, "'"

·~;t:ccucti#.-.o-~"" .... ~ ...•• (1) Tt1e

analysis or:: evaluation of

~~qui=ed ~t least six m~~ths~

., (4)(A) Any r;efecenca to section 351 is a c-efer:ence

::::Hot' a:lditive subject t~J cegulatlon undee the

c::Jil1blnat:l~n '..I ith anothec actl ve ing;:edlent.

~~~iil!ssion fo~ ~omme~c·131 m3r~a~ing o~ ·us B nario·~s o~)01 __ 11_ · .I_.~ ..\._t-" 1.0 0;;;:. __ __

effects. test· means a test T..I111cn is I:easonably t:'elated

"(A) A dcug pcoduct.

redecal Food, Dcug, and c~smetic Act.

"(8) Any medical d~vlce, fcod additive, ac

of a pcocuct, ~hi~h c-equices at least six months to

t:;J t:le evaluat1:m of the health cc envlc-onmental effects

dCU9'g ac human oc vetecinacy biological pccduct (as

included 1n deteC:iilinlng if ~1e conduct of a test

t~e -~tlva in-~a~lan· ·as: -i~gla ·e"tl~v o~ 'n·;1 ,=__ .... ~~_ ..... . l,.,., _ .::. I.;' __ •• _ ...... _ __.

may =e obtained 2nd lncluces the £cllchl~q:

Vlcus-Secum-roxin Act) including any salt Ot:' estec- of

ing't"edlent of a ne;; dr:ug, ant:lblatic: dcug, net. ani:rral

c:lnd~:::t, and the data fl:'om :<llich is sU::Jiilitted to t'ecelve

Cosmetic Act, the :Public Health Secvlce ~_ct, and the

those tet:'fils ar;-e used in the ::edecal Food, DCug, and

manufactuce, ac com~ositlon of mattec ~oc which a patent

. " •
1

2

::1

~

5

6

7

8

9

1Z

11

12

d"
i.:i

14-

15

16

17

'1 S·

19

2"

21

22

23

24

2S

26

27
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•. ~;I

1 • 0: 515 is a ~efecen~e to section SB3,SDS, 587, 512, O~

2 . 515 of the Fedeeal Food, D~ug, and Cosmetic Act.

3 "CC) Any eefecence t~ the vicus-secu~-Toxln ~ct Is

4 a ~efeeence to the Act of ~aech 4, 1913 (21 U.S.C. 151-

5 158).

6 "(5) !he tecill 'lnfocmal heaclng" has the meaning

7 pcesc:.-ibec f::lc such teC:Jl );:y sectien 23H1) of the

6 Fede::al Food, Dr-ug, and Cosmetic Act.

9 ., (6) The ter:m 'patent' rpeans a patent issued by the

10 U~itej states Patentanj T~ademack Office.

11 "(go) Fo!:' puc-poses of this sectIon, the ter:ffi 'cegulatoz:y

f2cevlew peelod' has the iollo~ing neanings:

,3 "(1)(A) In the case of a pecduct which 15 a deug

14 p:Oduct,. the tec~ means the peelod desccibed in

15 subpaeagcaph (3) to ~hich the limitation descclbed in

,6 -~~----c'n ",) annllQSy __ =\:f:" :;... \..., ~::t-' __ IU

17 "C'6) The ee;ulatoey ce'J'ie'il pe!:'iod for: a dr:tig

18. pecduct is the sum of--

19 "(1) tja paciodbeginning on the date--

22 "C!) an exemption undee subsection (1) of

21 section 50S; subsection Cd) of section 5£17, Ot:"

J

22

23

2~

subsect,l·:Jn (j) of sec:t.1.cn 512, c::,

"(II) the authocit.y to j::::epa::ean

exp=r:-lmantal Cl:'U; ~cCljuctunde~ tneVlr:us-S-9C'"u:n-

Toxin Act,25

., ­
~o o:ca:;te affe::tlve -~­........ !... the ap9~oved d=u; ~~~Guct ana

27 ending on ttl", date <'.:1 a;::;;llcatic:1 ;;as 1nltlally
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ob jecticns fi,ec-e t"es:J1V'ed and ccmmercl2.1 mat::-teting

section '515(f)(6).

pcoceadlngs as a casul t 0'£ such objections, ene-lng

pecmitted and latec cevoked Plndincfucthec

a medical.;:,....,...
-'-'-

~ate thepcotocol ~2S declaced ccmplete~ unde~

sub~itteaunde~ section 515(f}(S) and en~lnq en the

of a p=oduct development p:::otcccl was initially

pe:::iod beginning on the date a notice of comoletion

the device undec section 515 ande~dlna on the date

applicati::l0 Iras inlt.lally submitted wl th I:espect to

•• (11) the pel::lod be.;:.lnning cn the date an

the deV'ice unde:- sectlon 515, and

application was initially SUbmitted '=<1,th :::espect to

such ap~llcatlcn was apDc~ved unde~ such ACt C~ the

- .. (l) the peelod beglnnln-gon the date ~

device ",as begun and endi.ng on the date an

was pe~~itted ct, 1f ccmme~ical ma~ketlng ~as

cllnical investigation on humans involving ~~e

filed to such :::egulatior., ending or. the date such

and com:neccial ii1acketing was pecmltt.ed.

on the date such ,pcoceed!ngs >;;E:-e finally cesolved

•• (3 ) (A) In t:.'1ecase of a p:::cduct "1hlch is a medical

pa~ageaph (4) applies.

., (8) The l:'egulat.oey I:evle'.. peeiod

device is the sum af--

S!.lbp2!:'agt"aph (B) to which the, limitation desc::'i:Ject in

device, the teem means the pe:::loc cesc:::ibea in
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·'CC) If the patent inv~lved was issued before

the date of the enactment of this section and if an

a=tlon ~esc=!bed in subpac~gca~h Cal 'was taken

befo~e the date of the enactment of this section

~ith ~espect tethe apP~dved peeduct 2nd the

=~mme~cial ma~keting or use of the pcoduct has not

~een :::ppreved befece such date, the peeied of

extensl~n determined cn the oasis of- the regulatory

cevle~ peeiod determined undec such pacagCaph may
.

not exceed two years.

13 the Office of ceceiving and acting upon applications under

11 •• 'h) The C::lmrnlsslonet:' may establlsh slJch fees as the

12 Commissionec dete~mines appeopriate to covee the costs to

14 this section.··.

~S Cb) rne analysis fcc chaptec 14 of title 35 of the

..
..

16 unite1 states Code is amended by adding at the enc thecee!

17 the f~ll~~ing:

·'15~.Extension of p.tent teem.··.

Ig s~c. 2J2. sactl~n 271 of title 35, unlted~tates code is

19 amended by a1dlng at the end the follawing:

20 "(e)(1) It shall net be an act of infclngement to ~ake,

21 use, ~.~ sell a patented invention solely fo~ uses ~easonably

22 t:elated to the develc~ment and submission of info!:'i1ation-

23 unc=~ a Fede~al laH which ~egulat9s the ma~ufactuce, use, oc

24 sale ot ~~ugs.

25 ~ 'II .(2) It. shall ce an act of .i,n£cingemen·t to sUDmltan

26 application undec sec~ion SGS{j) of the ~ecet:'al Foed, DcU9,
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1

2

and C8sa~tic act £o~ a d~ug claimed in a patent oc the usa

of· which is claimed 1n a p"tent, 1 f the pucpose of such

3 sUbnlssion 1s to ~bta!n'appcoval under such Act to eDgaga In

e the comme~cial manufactuce, US~~ oc sale 0= a dcug clal~ec

5 1n a patent OC the use of which is claimed in a patent

6 befor:e t~a ex.. .Lr:atlor. of such pat.ent.

7 .. (3) In any act1:ln fOt:" patent Infr:inge,l1eni: De-ought

8 unde::- this s.ectlon, no injunctivl:! or: othet 2e11e! may be

9 gr:anted Which would prchibit the making, using, or: selling

10" of a patented invention under:pal;a:r-a:;:h (1).

11 "~lj.) FoC' an act. of infringement ':escr:.!.bed 1n pal:agt:"<:ph

12 C:D--

13 •• (A) thecou:-t shall or:deC' the affectIve date of

g a::lya;:1pcoval of "the dr:u;; inv(~l 'led in the inft: Ingement to

15 be a da ta ~hich is not s:!cli!ec tnan the date of the

16 e:<p1::'1t10n ::lJ: the patent ;.Ihlen hc.s ::Jeen Infcinged,

17 .. (B) Injunctl,ve c-elief may be gcanted against an

18 In~c-ine;el:" to pr:event the comrneCcl"l inanuf"ctu:;e, use, ot:

19 sale of an appr:ove~ deue;, and

2g .. ee) dam"ges· ce other: mlJnetc.r:y l:"el1ef may be

"'

21 -"~r:~=~ a~~!~s~ ~~ in~~inge~(1.'1 _ ... _\,,/, "-:/_·_.6 .... _... .. _loo. • I", only if thee: has been

22 c~mwaccial ~anu:actU~elusap o~ sale c~ an appcove~

23 a:.-ug.

22 The cernedlss p~~sc~ibed by sUbpa~ag~2phs CAl, (3), and ee)

2S a~e tje on17ce~e~les ~hich may be g~anted by a couct £JC an

25 ~ct of Inf~ln~:mentces=~ine~lnpaC2g=a~h (2), ex~e,t t~2~

27 a couct may a~a~j at~~=ney fees undec s~cti~n 235o~l~
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