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punllﬂation in such list, 1t shall be ;mmedla
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the
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appraved for safa:y and
approved under thnis
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D

ukparagraph {a) on

_tna'same-perlod is the
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tlon snall, for
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| *P(C) If the apﬂroval'cf a drug was wit hd”awn ar .

suspeadad.fsf -:aunds &as¢rinéd in the first sentance o:'.

suhsaztion {2) or was wlthdraun cr susgénQad under pa:agfaph

(5) o Lf tne Sacheta:1 determines thet'a drug has peen |
-_witndcawn"f:dm sale'fcr séfety'o: eﬁiectivenéss reasens, it

may not be nub?ish_d 6n the list‘unde: subpaﬁagraphICK) orQ 

Iif tha withdcawal or susnanaisn wcu-'rcc‘. siter Lts ’

Elj removed

L *awaT or

aph (=}, or
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**(B) drug shall be considersd to be bisequivalent

ts a llsted doug Lf--
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*“¢1) the rate and extent cf zbsorpt ths
F

cr
m

. drug do not shew a siénliicant diffe:enca ‘rém
cate and extent df absc:ptisﬁ of the 1isted drug
‘vhen adminls a red at the same molar dosa o- the‘
 uneraQeuth lngreal nt unéer si ilcr experise ptall.:

. conditlons in elther & single"dose"or multip1e “
:_dases; ol o Lo

‘;cfi) the extent of ahsd p*fanfcf f§= dvug daesﬂ

=

not show a signi:icang diffs :enca from the GYuEﬂu Qf
nbssrptfsn of thm l‘Su“” qruq rnnn adwfn¢ tarad at
the same melar dose of the-thezape tic lngredient

- uader similar experlaental conditlons in elther a;'

e

‘single dese or multliple cosas and the differenc

from the listed drug in the réte.of assocptioa df
~ the drug is'inteﬁticnal, 1s reflactad in Its
.'pccp osed labeLing, is naot- _ssentiai to”the
attalnmant of ef . t;ve pody drug uGﬂCEﬂt clons on

chronlc use, and s ccnsidered medlically
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‘.=ddinq a2t the and the fcilcwinq:

ils with the applicatlon the patent number and the .
expiration date of any patent wnlch clalms the drug Zor

which the appllicant sutﬁittea'tne appllication cr whiecn.

‘glalas =z method of using such drug and'n?+ﬁ respect ta whicb

a cla“m o; pat ent inaringemenu caulﬂ Eaasonablv be assested
1f a persan not lic=nsad by the owner en,a ad 1n bna

manufacture, use, cr sale o& the drug. If an, apmlicGt*on Ls

£1led under this gu,x’-!saw::t:fmn £ar = ﬁ”gg and a patant "hish

‘¢laims suczh drug or & nethcﬁ of u¢ing cuch d:ug fs issue”

=tar_the.filing-date but before nppccval o:_the-
application, tha_agpllcant_snall amendftne application to

lnclude the informatian raquired by the preceding ssntence. -
publish informatisn submitted under the two precadlng -

(2) Section $@5(c) of Such'sct is'amended by-insectiﬁg
[ ]

170 after tt(e)”Y, by radeslonatling péra;:a hs (1) and

(1} as =u:pac=gcqpns (2) and (= },.Eesgectivély, =nd ny

)
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““(2) If£ tha patent infarmatlion dsscribad 1n
{b) csuld noet pe flled with the submission of an applicaticn
uadsr subsecrtica (&) oescausz the applicatian was filsd

: lll

.beirra the pzatent information was raguire? under suhsactkicn

(5) or a patsnt Was Lssued zftsr the application was
approvad undar such ‘”DSECt*Oﬁ, mhe holdar ¢f an apurovad
appllcation shall fils with the Secrestary the patent numbar
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later than thirty <ays. after the date the patant lnvolvad 1=

issuel. Tpon tha submission of patent Informat

far wnL,d tha applicatisn was supmitied or which cTﬂ_ns S

| methai_of using such drug. and with raspect to which a claim

of patent infrliagsment ccul4 :aassnaoly ne asser
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parsea nct licensed hy the ouner & gaged'in_thg manuiacture,

use, or sale of the drug. If *he holéer of zn approved

applizatisn coula not f£lle patest laformatlsn undec

subsastion (b)) becazuss it was not raquired a2t the time the

aoplicatloh was appravad, the holder shall £ils such
“informatlion undsc this subsectlen not later than thir ty dags'

~after the date of the enactment of this ‘sent ﬁce,'and'if the

naldé: o1 an apm:ovad applic4ticn cauld no iile patent

1
*nzorﬁatfon undEP subsnctfcn (h) hecau no patent hzad been

[ o

on uncder this
subsectlon, the Sacretary shall ?uhlish‘it,”.
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' 5; - (22 Secﬁicn 5g3(<c) 9% such AC 'is'émended Dy striklng
& aut“fthis subssction * and iﬁsar*ing in'liéu_the:eof_ 
:?“ **subsection (H)°°. |
g CB}\The secend séﬁtahcequ sacﬁicﬁ Eééfé) 6f s&cn ict_is 
.9‘lanend=d h} ins ng **suimitted under subsecition (b)'cr_ﬁ

19 (1)** ai fter *'an cpgl*caticn“ | |

‘11 - (Q) “he ‘secand sentance cf s& \' icn 595(&)'15 amended by
12 _st:islng sut **(33°* sach plac ce : a#cﬁrs'in'clausa7(1}_and
13 *nseftirq in liey the &cfﬂf‘(&)“ | | R

1% (5) sectlon 585(x) (1) of sush act caé-55 rédes1gﬁaté¢J'

15 is amended by strlklng out °*pursu

: ﬂ)

nt to this saction’’ and
15  insecting iﬁ iiéu ther eof *sunder suhsééticn'(h)'or (3¥°°.

17 a _(6}_Sunsectiéns (é) ane (b) of $écti6n“5ﬁ7 of éuchIQCt"
18 acs each zmended by striking out *‘under section sas(h)®’

18 aad Lasertlng in liey theﬁesf;"unﬁef séﬁtiéh‘SES"; f

29 Sech'163.:(a) SectionISGSCb) of'such ict is émen&ed-by 

.

21 . insecting ** (1)’ after'°f(b}fﬂp by radasignating clausas
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right of refersnce of usa from th2 persen Ly or ior wha1 the'

 "(a) a ce:tificaﬁicn; ?n the epinion af the
appilcant and to hha_cﬂsh of nis xnowl adga; alth &espect h
ts each nat_dt which clalms the drug far which such '_ |
;lnvastiqatians ware canductud or wh*cﬁ claims a use :Qt
‘such drug for #nich_tha' cplicant is suek?ng 2pproval
under this subsection and for shich tnfsrmation is
B raquired tc_be filéd under pa:agraﬁ@f(?) or'subsaction _
oy o -. . .:-. . - .
**(l) that such patent information has not been
Cfiled, . o
.“(ii} thatléécnthatant has exn;ted,   '. |
**(111) of the date on which such patent Will'
gxpize; or | | _' . | |
nagiv)_thaﬁ such patent isrinvalid o:'gill'nét"
be infringed hy.the_manufacﬁute; use, or sale of the
new drug foc whién_the aﬁplicatién.is submltt ed;.énd
"f‘{B} if witn'raspect to théidfué_fs"zhicn'

iavest Lgatlcns dﬂSC“ib 2 In paragrapnh (1)(A4) yars

us

T

patent does net claim such a usea.

**(3)(A) an eppllcant who makss a cerzliication
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- describsd In paragranh (91(&)(Lv) s‘xal7 ;nclu s in'the

agplicatisn'a;statament that the apolicant has given the

notica'ceqqirad b sﬁ:narag:aﬁh (8) te--
 f‘(Lf'ea§h aynec of tha pqgan*.ﬁhich.is-tha.sdajact
cx'the‘certliiéaiicn or_the_:am:esentétivé*of éuc‘_cwné:
'-designated to reCﬂlvé'such noticep and |
| BEES S -ha nolder of the apmfcvad applicatlion und
su95ﬂction {h) for rhne drug which is claime ad by ha. f‘:“
".gztﬂqt or & us= of whicn Ls claimed oy the patant or the
:epcesangative of such_hcldaﬂ dengnatad tg re eivn sucﬁ
B s |
AREED Tné_nétice référred'tofin suhpara raph (a ) shall
state taat an_aﬁplic tian ha;_been sunmittei Uﬁd C this

subsastlon for the dcug Bitn respect to which the

eertlilcatlon is made to ontaln ag ;coval to angage in the

commecical ﬂawuﬂactuga, usa, oc sale of the drug befors the

ot
0

explratlon of the patant.r ferred. in the certlficidtion.
such notlce shall lnclude a datalled s“a“nmen+.o¢ tﬁe'

facgtual and leg31 basls of ths applicant s cnfnfOﬂ fhat Lhe

patant 1s not aﬁla e: w11l not De inZ lngedo

vh(e) If an anolicatian.is amendad to include ‘a
cartiilcazsian des ned ln paragraph (2)(5){Lv), the notlcs

requicsd by subpa:agrapn {3) shall be given when tha'amendaé

applicztion is submitted. ’.

(z) Sectlon 585(c) af such ict (as amendad hy sscticn

{

122(&)(2)5 is‘amendaH'by ﬁdiﬂg at the end the follawing:

**(3) The approwal 3% an appllcatien file¢ under
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ubsectien (b) shich contains a certificatlon regqulrad by
aragrap; (2) af such subsectian shall be mads effective on

D

e last applicable dats determined undar tha.follcwing:

'°‘(AJ Ik the zpnllica nt only mads e:tiflcaticn 

‘descrined in clause (1) or (i1) af subsectlon (b)(2)(a)

or in hoth such ‘clauses, the apgraval may be mada

affective immediately.

-

- *°¢m) If ths applicant_méﬁe a certiil ca“ian

_ eascribad in clause (1il) of subsectlon cb}ezica:, the

appraval may be mada effsctive an the data cerhified B

._under'clau$é-(LLLJ."‘

**(C) If the appllcant mads a certiflcation
destribed in clalse (1lv) of subsecticn (bY(2)(A), the
anp:ov=l shall bﬁ_made effectlive -immediatsly unlass zn

ctisn is bcougn“ for infringement of each pakent which

1s tha subject of the certificatlan hefoce the

agxplratlon of forty-five days foom tne data the potlce
rovided under paragraph CB)(B) is. rﬂca_‘LVﬂde I£ such an

stion is‘btought hafor

|

*he ratlon of snc days ,
ne approval may be made effective upon the axpiration

cf the eighteen ﬂcnuﬁ e:icd‘oeginniﬂg on the dats 2f

"_tne'raceipt-of tnﬂ ot_cs provided under paragraph

srca: peCcausa aitha: partvy to the actlon fzllad o -

0 **(l) if vefore the explration of such period
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the court dscidas that each such pata;t'is_inyalid
o:“dct ihfninged,fthe apprevel may os made“effeﬁtive
7onﬁth§-iate-df the[c#utt_éeciéisn, or ”

Ffore tha explration of such peclcd

{D
C A

Si(11) 1 b
the court decldas that any such patsn® has besn
- infringed, the approval may be mada_eiiective en -

such- data as ths court ocdecs uider sactlen

D

271(&3(&)(3)-c§ t;tl

L Gni ad States Code,

- In such an actlan,‘aach of tne_parties shall eaé nably

caopa:ate 1n exn aitlng ne actian._ﬂnuil uh: exuirauion'

'of tne-&ccty»z1ve day periqa beginning on the date the
natlce made under pacagraph (33(3) is zecaﬂvad, Ro
acticn Mmay be brought under secticn'22ﬁ1'of_title:28,_

‘galtad Statss code, fac 2 deélaratary'judgmént with‘

respect to the'patent . Aﬂy actlien bhougﬂt ‘tnde r such

ssestion 2241 shall b aught 1n tﬁa 4udiclal district

"

winersz the dafendant has its_nriné&pal glace of buslness

or a :aguTar apd estahl*snad place ¢f business.

"‘(D)(f) 1f an apnl*catfoq (other than an

‘ abhraviated new drug =pplicagion) submit ted’undes_.

ar 3 drug, na :c Lve ingrsdisnt

o

toa (o)

Coer

Cincludigg.any

lU

star or salt of the active Lngrediant)

'3f'°ni A has baen app:cved in anv other application

under subsectien (b);'ﬁ& epproved durlng the terfod

reginning January'1,yﬁﬂsz, and ending on the date 0 the

m .
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c . £ = :
the zpproval 0f znel? fch
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cight of reference or -uss ircom tuh §ﬂrﬂaﬁ by or for whoi
the investlgaticns_Here'ccnducted effectlive befcre the

expi::t_o a3f four years from the date of the approval

_upp1y of such ‘drug ®1ll not be avai‘ahle ¢r thz hclder

e

0
Fh

U

applicatlon acproveq unger sumseqﬁic

o
o

33

o

_csnsants tc én ea:lie§'effectlvé cdata for an a?ﬁlicaticn
':under this subssctlion.””. | |
Sac. 1dk. Sectlen ééﬁ_of such éct'is_éménded_by.édd*né
at tﬁe.end tné;fcllowinQ° | | .

(L) Safa Ty and ef cblvenens data ﬁnd_in;c*natian

_wﬁi h has b en aubmxtted in an. aﬂylla tlon Lnée: subsection

(b) £3c a g¢cug anc snich has not praviously peen dalsclosac

to ths publ*c c-‘naﬂl be made avallakle to the'puhlic,_upon -

|
o

it}

éua tg.unless e t:aﬂrd?naﬁy c*ccu tancas are shown--
| -“‘(1)'if na work is baing QT hfll be uude:gaﬁen te -
r‘hEVe the applicatlcn apprcved, | |

'-‘“(2} if the Sﬁc:ntarv nas dété:mlned:thét.thE“

’ﬂB?lCculOﬁ 1s not 2pprovabls and all legal appeals have




T

1 S 'firét.épgi;catioaunder'subsactién (jinwhich.rgfers to
2 ‘.sﬁch drug oﬁ-upan tne'&ata‘upaﬁ'ﬁhicn tha apgrdval of an'
.3 ': "aépliCation.unéer stubsaction (1) whic ”Cefars_to-such .
&._ | d:ﬁg :edld‘be'made eiiedtive'if such.amga;;iicétioﬁ'ha‘
5 Hbeén'aubri é ..'_ S r_ ” _ _.
T 6 ) “*(m) For purp Sf_thisléacthn; tne term ‘pétant‘1'
“ eans a patent lssuaﬂ by the Patent and.fradématk éffice‘af':_

~3

Commerce.*”

*h

8 the Department o A
g :  Sac. 145. (a) *né'Secretary of Health and FUnan Servicen'
-18@ 7shall yconulgath 1n aééatdancé'with tue ncuica anu,comﬂenu:_
f%?_ :equi:ements.qf ectlon 553 of title 5, ¥nlteg States Cdde,..
12 such r=2gula tions as may be nec=55ary fc:.tua adminis E3l Qd[.

13 2% sastlon 525 dfftng'sadéral Food, Drug, and cosmatic ict,

15 on2 year of the‘date'af enactment of this ict.

47 enactmenu o th* 2ct and &n dfng Q- Lhe dqw regulztions
‘42  proaulgatad nd 'suh5"ction ¢a) vake effasct, abnreviated
49 new drug applicaticns may be submitted ln‘a¢cordancefwithff

2% the provislons of section 314.2 of title 21 of the Cote of

gectlons 121, 152, an4_153'c: this -ct, ALith in o
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.addin; &g tnﬂ ena tne :olloqingo

applic qtroq undec tha app‘ie hle requlrements of such

saction. Tna'Sec:eta:y of Hsalth ana Human Sacvicas may not
approve such an ahbravistsd new drug zppllicsticn which s

flls¢ for a deug which is;cascsicac in sactloas 59:(”)(3){3)'

andlszscj)ta)(D) af the Fedser al‘F ood, JCUg,IEnd Ccsmuuﬂc ac

excapt Ln accordance with suen ssctian.

Sac. 186. Sac Lon 2251 of title 28, Tnlte d St tes Coda,
is amended by inse:t_“g “{a)““ beicca “*Tn o3 case’f'énd'by'

“(b) For limitatiens en actfoﬁs brcucbt with :esnecu-tc__

\

“duug gq 20t seé sag cn 565 of the :aderal Fsod, prug, and

Cosmetlc act,",

ny -

TITLE II~— ATENT EXT

Sa&. 291. (a) Title 35 of the Unlted s s Code ls
Camendad by"addihg'the allowing new sec ion Ln acely 

ffS155.fE ension o‘ pat:nt tnsﬁ

-“(aJ.Tna tarm cfﬁa patent wh*cn cla;as a p:oauc;,:aﬁ

‘mathod of Using 2 pcodncg, or a methad of naﬁufa uring'ae”

product shall_be.extendeﬁ _n_eccccdance with‘this_se tion

*S(4) the tarm of the Datant 12s noat axpl red bhefare
an apollicatlion ls susmittad undsr subpsechion ¢d) for lts
extansion:




1 whe awnar of rezord of the pvatant or iis agsnt and in
2 accordance wlih Ths reguliremznts cﬁ'subsection_(d):
3 “fu)(i)ﬁ'n the casz oif a,paéadtlfhich.claims tha
43 -: .pCGﬁUct'dE a‘mathcd of usiné.tne pradﬁctn%_
5-‘ \  \" 1'f f‘ci}.the-Deru:t is not claimed iﬁjéhcﬁhe:_
'15'1  . ‘_patanﬁrhavln;'an_earliet issuance date cr:which‘ﬁas
j?_”_.'. '.;previouslyreztended;_and' i |
. 3 ff__'._.: ~°c¢il3 the product and the USeiapgrdvsd:for the
9  product in the appllcahle regulatory revieg pericd
VI - are nat identlcally disclased or descoided in
] '_  '_:anctnar patent‘haviﬁg an earllez.155uaﬁce date.o;
%2 . waich wuas pceviausly extendad; o o
 €3_ "_' ') da thé case7c§fa'batent #hich”cléims“the-1 
1# pcaoduct, the p:oduct.is also clalred in a patent whlé
15 has aa eérlie: Lssuance:date.oérwhich-saﬁ praviously;f
15 extendsd and which does naot Ydentically 4lsclose or
17 dsscrine the product apd-- .
19 . 1; ‘..iF“(L) the_hﬁlder of ths paﬁént‘to bé:extéﬁded *
19 . nas ne?a:,been‘énd\#lll_ndt became the_hdlda¢ of_£4e'
ng _ ;atent Fhlch'uas an'éarlLar tssuance dats or ®which
21 _ .‘ :"as pravisusly éxtended,'ahd
22 S *3(11) the holder of the paﬁent which has an
23 ”;saéliét_issuanée date oc wnich.waé previously |
26 asxrandad nas naver been and wLlll not become the
- 25 holder of the patent ta e extended; .
25 ‘f(S)(i) tn the cass ©f a patent walch claims a
27 methdd of ﬁ“anaéturing the pooduct which'does'nct
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1'  .. p"imac 7y use :eéombiﬁant D3 téchnglégy'in ﬁhé
-2 - manuiacture of Thne produci-- |
3  - o . (1) no other pztent has bean issued which
&' ‘ f”  claims the gccduct 0T a $:tﬂ0u of ualng “hh croduct-
5 ‘.'nnd No othﬁc aatant whicn claTms a method cf using
215 : i';tne product may be is;ua“ far any nncwn‘;ne:agéutic_
e '; nu:p0ses, - o  ; | _"
8 *tqidne c;h e -ethgd of manufacéu*ing,tné f'
s product is cl=1mnd ina pa;ang hav*nﬂ an eacl*er
13 . lssuance date;’ _ |
31_'. '  :."?€53 in the case of a p  ent, wn?ch cl=in5 2 mnthod
2. of-ménufactu:inq the product wnLch pzima ly.uses
13 °  racomsinant D¥a tachnoLogy ta the manufactura.cf_tne,'
IR TR  p¢cdu¢t—*' o S ~f '_”'- . _'*'f -
15 SRR N 2% tne holaer of t,e:patént_fc: the'mathodlﬁf,1
 15“ o  __ nanu:=ctuc*ng the ﬁ:oﬂucé {I3 15 not the hcl f df'a'
17 __'_' patent foc the p:eauct ar for a nethac of us ﬁg' he j
.13 R pcoduéﬁ,fcrl) ls'ﬁo* awned or cunt:ol?ed by -2 ho ld
 ?3'_". - of é'hatent for the prod ct or :or a m_tﬁo” of using-'
23. - " tne product oc bv a 59 a who ouns or can;vo s'a=
21  "-'_.holder of such 3 naganc,”and‘(rlz) does net :o;n.ér
22 i“: -ff‘:snt ol the quca: o‘ sqyn«a na_a ﬁ T & gefsﬁﬁ_ﬁho‘
23 '.'.owns or cantrols a holder of such & patsnt; and
26 ity ao othac’mathéd 3i 3anuﬁacturihg'£ne:‘
25 nroduch pcimarily.&sing.&eccmbinant PR téchnolody
28 is é?aitec iﬁ 2 pateant naving an ezriisr lilssusznce.
27 " (§) tae pcocuct hés.beéh sﬁsject to & regulatory
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1 .'_the:pe:iéd-qf.éxténsich shall include only'bnefhélf of
2 the tims :emaining.in the.pétiodé'ﬁescfibed in
3 paragraphs.{T}fa)(iI;'fZB(BJCi), and (3)(2)(1) cf
& subsection (g); aag . o
5 - *°(3) if the period remalning i the term cf &
5 -"patént aftar.the date bﬁ'the'approval of éhe aubtbved"
7 | _pcoduCt undeb.the'gtavision of law unde:_ ﬁtch such
3 ragulatory cesview occurrea when added td tha guLa;or;
3 . raview perlod as revised undaalparagzéghs'{1}_and (2)
1g_l_‘ 'exceeds fourteen.yéacs, the perlcd of extanﬁidﬁ_sha;l be
1l o “Eeduzad s¢ that the totsl of'noth such periads:dbes not
12' f_  exceéd'fcurteén.years.. . o | B
13 .  “€§)£?)_Tc'ontaLn_an'extehsian'of‘ine tetﬁ.df a patent

44 . under this sectlon, the owner of record of the patent or its -
15 agent shall subm*t an amaliﬂa*iar £z the Po imissioner. such

16 &

pe

apolication may only be submitted within the sixty-dgy
17 rperlod bscinning on the date thﬂ p:oduct :acéived ;ermLs31cn'
is undar *n: covlislan of laa und=c wnLch the appiicéble..n
19 "regula;o:y review peciod occuraﬁ fct ccm@e:cial‘marketing ol

- 27. use. The app llcation shalT cantaln——

21 *Y(A) the.identity-of the_aﬁ;rcve@fproddéf}_ 
22 *(g) the ldéntity af tna patén: icc snlch an
| 3 B extension”is.beinq scught and'the-identifléatich oi esﬁh
25 claim of such ?atant 4hich clalas the s;g:cved"perQC£'
25 - QT = netbcd 6L ust .'-o& mahufacturiﬁ; the apprcved
25 chduct; |
27 “(c) the identity o3 evecy:cthe: patént.known Pl




4 "“'tn Qateht‘awnec'whiéh‘claima'dr ldehticallﬁ'discloseé'
2 - ooc dascribes-tha'_pprcved pred duct <r é.method ¢f using
3 | oz manﬁﬁécﬁu:Lng the.apatcvaﬂ p:céugt;'
& .__°‘(D) the idahtity of“all'athef ?raéuc?s ﬁhich'&éva 
5 '_recéived permlséion'unda: the p:dvision5of law“undér.
6 whlon the apolicanle regulatocy reviaw;peflcd décur:ed_'
7 for uammerclnl markating or bsd'“nﬁ.ﬁbiqh ace clzimed in
8 q1y 2% the. aateﬁgs 'aﬂn*i‘iad in sucpa gfaph {C): |
-2 **(E) Infeormatlcn ;o_anamle gne‘»ommission _toh.
.919;'f datermine under-éu&sectibns (a) and (n) the =ligibil‘ty
_31' H of & patent for extension and the right s'that FLll be
12‘.  - derived fucm the axtensicn_and infcrm tion to cnabl= uhei
?3: - csmm sicner and the Sscr t'ry oi,éealth and Human
1% _. Serv*ces ot the Seche g*' of Agriculture to dnteﬁm*nﬂ 
15 the psrlod of the extension undar subsact? -(g);' o
 :q5 e _vacyj_a b:ie£ deéc:ipticn of éne. activ i
17 :_ujde:takéﬁ by tne ap§1icaﬁt during the appl Dla-:
78:' , tagulatc:y_ce#iéﬁ';e:iod'ﬁitn tes;aéﬁ.to7gne appréved"
1§' | . preduct and the signlficant da 'a?pliéahle te é&ﬁh .
25 ',. ~activitlies; and | | e :
21 *"(c) such patant of other information as the
22 '= c3mmissione:_may reQLf e, | S ._'
23 "”,“fﬁ)(ﬁ)jwithi sl -“y days oF the suu . ﬁal_cf an

28 agpllcatlion for exte"sian.of the term of a patent undsc

25 paragraph (1), the Ceamlssloner shall notify--

26 Y (i) tae Sscrestary of agrlculture Lf the patent

27 claims z drug product or a method c¢f using or
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**{1) Tne term “preduct’ meaps any maw“lq

manuizcture, or compositisn afgmattes_ﬁor wnich-a'patent

=

— b : L - )
udes the Zollowing:

may'be-obtained angd inc
”_sécA):A dfug peoduct.
“‘(B).Any.médicai'd&#icé,;fccd’éﬂditivé, or
"léslac additive subject‘;ﬁ regulatibn'undé; the  
 Federal ?ccd, D:uq,'and cosmetic act.

‘“(2) Tha tard. ‘d“u” sraduct ’ means the ac**ve

_i1§radient of a new drug, ntihiotic dsugy new aniﬁal

ﬁ drug, cc human or vate:!naty biolcgicaT pccdu”* (as

thos2 tsrms. are usad in the ~edQCd? ?cod, Drug, qnﬂ

c:smetlc Act, the Zublic Eealth SerVice act, and ths

Vicus-Secum-Toxla act) lncluding any salt or estar of

combinatian #ith anothsr actlve lngresdient.

“(3} The term ‘majer health or enviranmental

ffact s Lest’ means 2 test which is reascnah y tzlated
£3 tas evaluatisn of the health cc enVL"oﬂneqt 1 2ffegts
of = product, whlsh raquiras at least six months to T

conduczt, and the data f;am shlch is sunaltted to racelve
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2 515 0of the Fsderal Fcod; Drug, and Cosmetlce Act.

3 | “(C) Any :afaranéa 5D tﬁa yirus~Serua~rToxin ict is
& a'réfetence'to the 2ct of ¥=rch 4, 1913 (21 U.S.C. 151~
g 158y, :

& **({5) The tefm ‘infa:mal bearing‘ has the.;eaning

7 prescrined for suéh term_bylsactién 291(y) of the

éj ' Federal Food, brug, and cﬂsmaﬁid Hct;l'? .‘ |

] ' 1 '.“{5} The tarm 5patant” means a Qatent.issuéd_by the -
19 j:_-'cnitei'statas'éatant-and rraaamarkafche,' RO

11 '.""‘(q)lFor purposes of_this'sectlan,:the'term'°:egulétory

12 ravliew parisd’® has the followlng asanings:

13 . *“(1)(3) In the cass of a prcduct_wﬁichis 2 drug

15  §:6duct,°ths.tarm means the garlad.describeduin |

15 subpzragraph (3) to which thes limitation descrived in

16 ':.g.pérag:agh (4) appliss. |

T :"  “f(a}'Tné régulatbty ce%iéw pariad_for a'dtug‘i

18 product 1s theISUm-ofmﬁ-* | | | | S f
‘ €9‘_. o :"‘(i) tﬁa'périod beginnlng oh_the dat_f_n'

27 R **(I) an esemption under subéaction (i} of

25 .. - f..sectlﬁn'5@5'.suDSECtian”fd)‘of segtian 597,‘0:'”

22 sﬁbéecticn (3) of sastlen 512, o e

23 B :ifCIi).thg authacity e ﬁ:e§§:é=an

24 | axperiazntzl crug product uﬁier ﬁne Tirus-S=rum-

28 Toxin Act, _

25 :ecamé aifaegtlve for thz zgpproved 2rusd nroduct za2na
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