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AMENDMENT NO. 200 " Calendar No.

Purpose: To establish a pathway - for the lieens% of bio-
similar biological products and to promote—mnovation
in the life sciences. SR -

IN THE SENATE OF THE UNITED STATES—111th Cong., 1st Sess.

S.

R

To make quality, -affordable health care ,ay@ilab'le to-all Amer-
ieans, reduce eosts, improve health care quality, enhance
disease prevention, and strengthen the healthi care work-
force. ' '

,Referred‘ to the Committee on - and

Ordered to lie on the tab]e.a,ndvto be printed

AMENDMENT intended to be proposed by

L Onpage 596, after line 17, insert the following:

2 SEC. 601. SHORT TITLE.
3 This subtitle may be cited as the “Biologies Price

4 Competition and Innovation Act of 2009,
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1 SEC. 602. APPROVAL PATHWAY FOR BIOSIMILAR BIOLOGI-

2 : CAL DRODUCTS
3 (a)- LICENSURE OF onm(}mm, PRODUGTS AS Bio-
4 SIMILAR OR INTERCHANGE: BLE —Section 85.3’.**of the
'S Public Health Service Act (42 T.5.C. 562) is amended—
6 | (1) 1n subsectlon (a)(l)(A) by msertmg under.
7 thls wbqectlon or subsection (k)” >after “blologlcs [E
8 cense’’; and
9 (2) by adding at the end the following:
¥4 (k) LICENSURE or BIOLOGIOAL PRQDU(‘T% &S Bro-
11 SIMILAR OR INTLRCHANGEABLD —
12 “(1) In GENERAL.—Any person may submit én'
13 application for licensure of ‘a biological product
14 under this subsection. | |
15 “(2) CONTENT;M .
16 3 N “‘(A) IN GENERAI{.—M |
17 " ), REQUIRED - INFORMATION —An
18 application submitted under this subseetion
19 : - shall -iﬁclud@' mformation demonstratihg.
20 that—
21 , “(I) the biological product 1s bio-
22 | simil‘ér to a reference product hased
23 upon data derived from-—
24 _ | “(aa) analytical studies that
25 , demonstrate that the biological

26 product is highly similar to the
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reference product notwith-
standing minor diffgzrences in
clinically inactive c.omponehts ;
“(bb) animal .Studies- (includ-
ing the assessment of‘i{p(icity);
and |
“(ée) a clinical study .or
studies (including the assessment
~of irr.‘lr_nunogehi_city- .and’ ph:a?f-'
_ macoi;inetics v
»]ﬂqjharmacodyhamics) ‘that are suf- .
-ﬁcignt to 'dem}onst_rate safety, pu-
rity, and potenéy in 1 or more
‘appropriate -conditions of ‘use for
which the reference produc;t' is Ii-
ce:nsed ‘and intended to be used
dnd for Whi_ch licensure 1s sought
_ fior" t_h‘ey Dbiological prodﬁct‘;
“(II) :;thve' biological product and
referénce product u‘pili_ié. the same

mechanism or mechanisms of aection

for the condition or conditions of use

preseribed, récommended, or sug-

gested in the proposed labeling, but

- only to the extent the mechanism or
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mechanisms of action aré kno,wn‘ fér
‘the refefence product; .
“(I1I) the condition or conditiohs
of use preseribed, reéor’n’%nded, or
suggested in the labeling propo.sed for
the biological prbduct.have been: p‘reQ
viously -approved for the reference
g _: pi‘*od‘ii‘ct»; |
: “(TV ) the broute of adminis’ﬁf'a—
ﬁén’, t_he dosage form, and the

| strength: of the bi’ological_b product are
the same as.thosc_a of fhe ' I'ef'er'énce

~ product; and’ _ o
“(V) the facility in‘ which the bio-

logical -'produ'ct. is manufactured, proc—
esséd, ' paeked,_ or held meets stand-
ards des-igned to assure ‘thlat the bi."o~
logiceﬂ product continues to be‘s_éfe,

‘pure, and potent. |

“n) DETERMINATIQN VBY SEC-
RETARY.—The Seeretary may determine,
m the Secrétary’s discretion, that an ele-
ment described in clause (1)(I) is unneces-
sa,ry‘i‘n an application submitted under this

subsection.
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(111) ADDITIONAL INFORMATION.—
- An apphcatlon submltted under this %ub
s_ecmon—

(I) shall mclude pubhc V—avaﬂ—
able mformatlon reoardmg;‘fhc Sec-
retary’s premouq determination tha.t
;the reference product 1s saf(, pure,
'and potcnt and |
» (II) may mclude any addltlonal.
_ mformatlon n support of the dpphcaa
t1®n mcludmg pubhcly-avculablc mfm-
matlon WIth rcspect to the reference
produet or another blolog( 2al pmduct

“(B) INTI&RCIIAVGLABILIT v.—An applica-
tion (or a supplement to an apphcatlon) qub—'
: mltted under thls subsectlon may inelude infe or-
_matlon demonstratm@ thdt the biological p1 od-
uet m}e:et_s the s‘tandards vd_CSCI__'lb'ed, in paragr a,-ph

(4),
“(.3) EVALUATI.ON‘. BY SECRETARY.——Upm, re-'
view of an application (or a supplement to an a.ppli— '
cation) submi‘tted under this subsection, -the See-

retary shall license the biological product under this

- subsection if—
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“(A) the Secret&iry.-determines that the in-

- formation subfnitted in the application (or the

supplemcnt) is . sufhment to show that the bio-

.

logmal product—

(1) 1s. b1os1m1lar to the r'eference
pr oduct or |
| (n) mcets the standards descrlbed n
parawraph .(4); - and therefore is inter-
chanweable Wlth the refercnce product; and

(B) the apphcant (or othcr approprlate

| 'Vperson) consents to- the 1nspect10n of the fdcﬂlfy ‘
-.that is the subject of the application, in accord-

' | an@e Wlth Sub%@CtIO‘Il-(“C)

“(4) SAFFTY STANDARDS POR DETERMINING

INTI RC‘ILAN(:DABILITY —-Upon review of an apphc,a— |
fion submltted under thls subsectlon or any supple-
'me-nt to snch- a.pp‘h:catlon, the Seer_e-tary shall deter'— _
mine . the bioldgicéi.l product tn be - interchangeable
with the reference .broduct if the Secretary deter-
. mines ’that‘ the information Vsumistv_ted in the applica-
tion (or a supplement té such application) is suffi-

cient to show that—

“(A) the biological product—
“i) 1s biosimilar to the reference

product; and
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“(11) ean be expeeted to produce the
same ehnlcdl result as the ru‘emncc prod-
: uct n any guven patlent and |

(B) for a blologucal product thcxt is ad-

mlmstered more th@m onee to an mdﬁ?ﬂual the

o I‘lSk m terms of saf(,ty or dmnmshed dﬁcacy of -

altematmg or sthchmg between use of the blO- |

":nd_ thc rcfer(,nce pr oduct is not

‘ND RDFDRDNCL PRODU("I‘ PI<R AP-
N ‘———A bl@locncal product in an apph—
’tted undcr ths subsectlon may not

ed: agiamst more than 1 1"ctcr(~3nce

- “(B) Revigw.—An application submitted

| ) under thlS subsection shé,l‘l be reviewed by the

vd1v131on VVlthln the Food and Drug Adnumstr a-

' tlon that 15 resp@nsxble for th review and ap-

proval of thc apphcatl@n undu which the- ref-

_erence product is licensed.

“(G) RIS-.K FVALUATIO.N AND MITIGATION '

_ STRATFGIES The duthonty of the Secrctary

With re-gpeot to risk ev&lud.tlon and mitigation
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‘ sﬁi"‘atedies 'ﬁ-nde’r’-fth'e F‘ederal Food, Drug, and

Cosmetlc Act sha,H apply to biological pr oducts
heensed under thls subseetlon n thﬁ,same man-

ner as sueh authonty apphes to blolomeal prod~

uets heensed under subsectlen (a)

( 6) DXCLUSIVITY FOR FIRST INTI‘R()IIAN(: D

’ .’p’o-.ﬁ review of an E:Lp—

- th s' subsection rely—_ ’

nee produet for Wh1eh a .

pmor blolomeal preﬁ’ ,,,t hdS reee1ved a deter- :

mmatlon of m"terehan" ’ ablhty for any eondluon

se the Seeretar'y shall net make a deter—'

phs (3)(A)(11 and (4)

) tha,t Lhe second or subsequent blologleal produet’
T mterehanwecxble for any eond1t10n of use until

| 'the edrher oi—‘ .

(1) 1 year after the first eemmuelal

':é":rst m‘texehanoeable bio-

:mdrketmcr of the
: >~s1rmla,r bloiomcal preduet to be appxoved
as nﬁwehange&bzle ior that r_ef.erenee prod-

- _“(ii) 18 moniths after—
R3] a“ fmal court decision on all

* patents in suit in an action instituted
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1 under subs.ection (l)(: 6) agfaillst -t.he
2 apphcant that subnutted the apphca'
3 h@n for the ﬁrst approved mter;
4 ."changeable bloamllar blologlcal prod—
5 uet; or - -
6 - YII) the dism'i-ssal' with orvwit'h'-_ '
7 ~_out pre)udwc of an action mstxtuted
8} : | under subsectlon (1)(6) agalmt the
9 . »_;apphcant that submltted the apphea— . , o
1d '_m@n for the hrst appxoved mtu— |
11 ehan@eable ‘b.1.o_s1m1la.r b_lologlea.l _per—
12 uct or |
13   “(111)(1) 42 months aftu appmv&l of
. 1-4‘ -~ the first mtcrchancreable blommllar b101001~
15 cal product if the apphcant that submltted._
1-.6’ such apphcatlon has been bucd undu Sub—
17 '_'se@tlﬂon (H(6) and such htwa.tlo.n 18 stﬂl on-
18 ,gomg w1th1n.9uch 42- month penod or-
19 | “(II) 18 months aft(,r appmvcxl of thc ’
20 'ﬁr‘st mterehang*eabl-c biosimilar- 1)10 ogxca
21 .product if the apphcant that submlttcd
22 ' | Such apphcatlon has not been %ucd under
23 | subvsectl.on_(l)(G). _ |
- 24  For purposes of thié_subparagraph, the term ‘final

25 court deeision’ means a final decision of a court
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from which no zi-pp'eal (other than a petition to the
Un_ited States Supreme Court for a writ of certio-
rari) has been or .can"' be taken _
 “(B) No EFFECT ON BIOSIVILARITY DE-
TERMINATION. —Subparaoraph (A) s_héll hoﬁ
prevent the Secr etary from— |
= “(1) makmor a determmatlon undcr
 paragraph @3 )(A)(l) that the second or
Lsubsequent blologleal product 18 blosumlar
{0 the »rveferenqe product; and
“(if) 1ssu1ng a hce:isé for the: second
or'subse'q.l_ién_t b:iélogical product. |
"“(7): EXCLU‘SIVTZ'TY: ,FOR»‘ REFERENCE PR{'(.)'D—"
IJ(S’l‘.— R o ”
“(A) EXCLUSIVMYW '
(i) Base PERIOD.—If an application
-~ under this 'sﬁbseCtién refers to a biologi‘::cal} |
product’ desembed iﬁ clause (i) of éubp.érzl.~
graph (.B)§ “t‘he'Seér‘etary may not a,pp-févé '
such aﬁpﬁeéﬁor{ before the expira,ti_on' of—
“’(I') the 7-year period beginning
on such prucﬁt"s approva:l date; or |
| _“(If) 'such period, as extended

under subparagraph (D).



OAKER\KER09607 .xml . | ) ' SLC.

[—

NoRNEEC SRR B > N S Y SRS Nt

2 oD ~ S $i% Qe & B LRSS

11 ,
@) 3-YBAR PERIOD.—If an dpph(,d—
| tlon under this subsection refers to a bio-
._ L&g&@-&ls,pr@duct described in subparagraph
(C), the S‘e‘ere-tary may not approve sﬁ:—ch
aphcatlon f.or the conditions ofﬁp}j'r-ova.l _
~of such product before the exp'i,r‘*ation' of—
| “(i) the 3-year be’riod bGO'innmg
on sueh p1 oduct $ approval date or
“(II) sueh pcmod as e*dendcd
under subpar&oraph (D)
‘_(B) No MAJOR SUBSTANCE PREVIOUSLY
AP.PROVED;— | |
“(i) TN GENBRAL—A biological prod-
u:c:_t is _de‘scri?bed in this ei-a:_u’sé if—
| | | “(I) ‘ﬁl application is sﬁbmitted
f@ri such product under subsection (a)
“(H) no major substancc of thc'
'bprodu;@t, nor any highly similar magor
_ substanfce has been ap'pr'oved‘ in any
other dpphcatlon under subscctlon (a); -
“(III) the application submitted
for sueh product is approved after the
‘date of the enactment of this sub-

seetion; and
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“(IV) the apphcatlon submitted

for such product could not dnd did

not 1eljy on dny clinical safety, purity;
or potency study n any oLaer apphea—

tlon approved under this SLCthn or

: any ehmcal safety or effectiveness
'study in any apphcatlon approvcd
| b.funder sec’m@n 505 of the cheml_

| "'v‘vI‘ood Drug, dnd Cosmetic Act.
-“-(1-1) LACL-US‘IONS —Biological prodi
‘ucts not descnbed n cla,use (1) meclude Lhe

follovvmo

E “(D Protein biological products

- that differ in structure solely due to

post-translational. events, infidelity of
translation or transcription, or minor
differences 'in amino acid sequence. -

) Polysaccharide  biological

produets  with similar saccharide ‘re-
peating units, even if the number of

units differ ‘and even if there are dif-

ferences in p-ost—polymérization modi-
fications.
“(I‘»H)v Glycosylated protein prod-

ucts that differ in structure solely due
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- to post—translétiona.—l events, infideiity

of tramslation or. transcription, or

" minor differences in amino acid se-

quence, and if they had similar sac-

charlde repeatmg umt@ eveff if the

_._:fber of umts dlffer ‘and even if

‘_ there were dlfferenees in post- polym»

‘-erwatlon modlhcatlons

- (TV) Polynuclcotldc blolooma]

':f‘_‘pr@duets Wlth 1dentlcal sequence of
:‘purme and pyrlmldme bases (or thew
demvatlvcs) bound to an - identical
_ sugar ngckbona(,- _(rlbose) deoxyribose,

- or ‘ﬂmodi:fications of these sugars).

“(V) Closely 1"ela.ted; complex

.pal_"tly_. d@fmable biological products

with similar ~thepapeutie intent, such

as live Vira:l products for the same in-

o chcatlon
The Secretary may by rcoulatlon identify addi-

blolomoal products not de%cnbod n

“(C) MAIOR SUBbTA\I(“Iu PREVIOUSLY AP-
PROVI‘D —A blologlcal product is described n

this subparagraph if—.
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“(1) an apphcatlon 18 submltted for
such product under subscctlon (a) |
-(1_1) such product includes a major

substarice that has been apprmed in an-

-other &pplicaﬁ-o‘n under subsection (a), or

any highly si'rn-i‘%i?a::x“'major substance; -

« (’i"n) the apphcatlon submitted for

‘such product is approved after the date of

the enactment of thls subsectlon

-"‘(W) the apphcatlon submltt(,d for

such product contams reports | of new chn—

eal 1nvcstlgatlons (other than pharmaco-

'kmc’mc or pharmacodynamlc studles) es-

s‘entla.l to _the approval of the app_hcatl:on
and Cionducfed or -sponsored by the appli-
cant; and

. .‘;(i?) the 'pfodﬁot represents a signifi-
cant thérarpeﬁti:of:advdnoe, which may in-

clude demomtratln of safety, purity, and

- potency for a significant new indication or

subpopulaztiofn, otherthan a pediatric sub-

‘population.

“(D) BONUS EXCLUSIVITY FOR SIGNIFI-

CANT INNOVATION.—
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: “(1) IN (ﬂaNERAL ——If a supplement t0

ol ’-atlon approved under subsectlon

oved no later than 1 y(,ax bef:ore
'atlon @f a. pem@d to thch the. ap—

led under subpara“?ph 1 A),

e -pem@d descmbed m bubpdraoraph (A)

shiail ptas provuled in clause (ii), be
by 6 monthq i
e “(I) the supplement contains re-

. ports -of new clinical - investigations

. {other “than pharmacokinetic ~ or

damlc %tudie%) es@entiél to
al of the supplement and
‘eonducted or sponsored by the person

‘.__subrmttm thc qupplement and

(II) the produet that is the qub—

._;_._)wt of the supplemcnt promdcs a sm-'

'cant therapeutlc ‘ldV&nCC V\Thl(ﬂl .

y-mclude deln®nstrat10n of qafotv,
'1ty and potency for a wmn‘lcam

"1ndlcat10n or Subpopulatlon othey

N ,,than a pediatrie- subpopulatmn
(i) AI;)J«USL‘MEN’L“.—«Any period of

market - exclusivity - extended under sub-

_ clause (I) or (II) of clawsé (i) for a biologi-
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| cal produet shaH be redueed by 90 days if

'the ()roanua’mon des1gndted under subpara—

ies the Secretary that, Wfth |

respee-t to -amy magor substance con-tam-ed

in the blolomcal pr@duet the eomblned an-

' nual’ gr@ss ?ELIGS i the United States for =

g the majbr. sub— :

stcmce and

(II) owned or marketed by the

a,pphcant @r its afﬁhates

000,000 in the calendar

ycar precedmfr ap]oroval of the supplement -

o lved

“(111) LIMEPATION. ———Only one exten-

sion under this subparagraph may be

._ cfmnted for cmy bl@logleal produ(,t

| (E) DLSIGNA’i ONS~—The Secretary shall

tion other thcm the -Ie*aood

ition to make the deter-

21 i "atmn of eénibmei‘:-annual‘ gross sales de-

' 22 o serlbed in. Subpardoraph (D)(11). Prior to d851g~

23 n@tmg sueh oroomlf tion, the Secretary shiall

24 -~ determine that such OF:

ization is Independent

25 o and is qualified to evaluate the sales of pharma-
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oeutl(,al produots The Secretdry shaH re- eval

ate the desagnatmn of such org o"am/atlon once

V 3- ye °S.

: “(8) Gr _pA;x.,D»D.CUMDNTS —

"‘(A) I GL\IERAL ———The Secre’ef&y may, - |

. B
,afte‘r:‘ opportumty for pubhe commen’f issue

h v_aocorda,nce cxoept as promdod in

0 701(h> of the

subparagraph (B)(1) w1th S
| rug, _and Coqmetlc Act Wlth re-
sure of a b1ologacal pro-‘_dusot‘

ion. Any such guidance may -

- be _general or speolflc

" '-‘3-1110 (,OMME\IT

—The ’%eefetary '

“(1) IN GDNDRAL

wall promde the pubho an opportumty to

aent, on any proposed gmdancc lsquod_

uisubparaoraph (A) before issuing

S ""-(51) I\TPUT REGARDING MOST VALU—

Thc Socrotary shall es-

) GUIDA\I(,E

B ta«b ish '_a prooesq through which the pubh(,

- may promdo ‘the Seerotary with mput re-
gardm priorities f.or issung 'guldalnc(«,.
- “(CY NO. REQUIREMENT FOR APPLICATION

REVIEW OR ACTION.—The issuance (or mnon-
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| 1ssuance) of Ofuldance under subparagraph (A)

~ shall not preclude the revlew of or aetlon on

an apphcatlon subml» .-ved" }ufnderv -thls subsectlon

“(D) R

‘DQUIRFMLNT POR PROD.HCT CLASS—

SPECIFIC GU-I_DAN.CI@J.—Jt the Secretary issues

~produet class-specific giidanee under subpara-

‘include a de-
e Secretary will
1n quch pr@du_

“(11) the crltena if avallablc that th@

*Secretary W1H use to dctcrmme Whether a

() }GUD-« -CIJ':mThc Secretary may

| mdlcate ik a gmdanee documcnt that the

scmnce and \exp“”rle ce, as of the date of

b' Such O’Lndance with espect to a product or

' roduct lass f‘”eludmw any - recom-
= , :

) esn@t allow approval of

an apph ation for a license as provided
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under this subseetion. for such product or

vvproduet class.

(i) MODIFI(JATION OR RTVER%AL—

The Secret&ry may 1ssue a subsequent’

o '1dance doeument under subpm;am aph{

(A) 1o m@dlfy or reversc a guldance docu-

ment under clause (1)-

“-(m) No DPPB,CT ON ABIIJITY TO

Clause (1) shall uot b(,

eonstrued to requlre the ecretd,ry to a.-p—

- prove a pr oduct mth respect to which the

Secretary haq not mdlccxted in a omdanu,

: document that th(, smenee and u\puu,nce' ’

as deefsﬁerl:bted; in. clause (1) does not allow

approval of such an application.

16 (9) NO CHANGE T0 BXISTING STATE LAW -

VA N-dth%ng: in this %ubse-ction or subsection (1)(3) shall

18 . .be construed to hmlt the e\tent to which subsh—

! 19 'b | tutl@n of 1 blologmal pr@duct for anothcr bloloomal v
2 pr@duct is- other\mse perrmtted or: rcstm,t(,d under o
21 | N arppfléma:bles 'Sftate_v or local law.

22 : | “1) PATEN»TS;—*

23 (1) GON:FIDENTIAL Accns% TO SUBSECTION .

24 . (k) APPLICATION.—
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“(A) APPLICATION OF PARAGRAPH.—Un-

less otherﬁdse’egreed to by a person that sub-
mrts an appli?eati%en under ‘subsection (k) - (re—
ferred to in thls subseetlen as the-*subseetlon
. (k) a,ppheant) and the spensor of the apphea-.
=t10n for the reference preduet (referred to n
thls subseetlon as the referenee produet spon- =
:‘vsor’) the promsmns of thls paracraph shall
'- apply to the exehange of mformatmn desen’bed’
v:.m thls bubseetlon -

. “(B) In eENFRAL——f' .

(1) PROVISI@N 01( eONPIDENTLAL IN~

FORMATION.—.then a subsection’ (k) crp~~
plicant submits an application under stb-

seetion (k), such applicant ‘shall provide to

the persons described in clause (ii), subject

t0 the terms of thls parasraph, confidential

access to -the information reguwired to be

produced pursuant to parao"rajph (2) and

. any other mformatlen that the bubseetlen
. (k) appheant determmes in it§ sole dlSCl“G—

tion, to be appropriate (referred to in thm :

subsection as the ‘confidential informa-

tien’ ).
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“(n) RLCIZPIENTS OF INFORMATION.—

ek

ns des rlbed m this clause are

“as the ou.tSi:de :

cou,sel) proweled “that quch atfor—,

. D

u oe, f()rmally or mfor—,

21 i __;reference product

22 .“(@0) PATBNT. OWNER. ACCESS
2%

25 | . Spousor with respect to the reference prod-

ly licensed to. a reference product



@\U‘t -:s-w N

yiribten consenb of 1

mining, with respect
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| 22 |

uct andwho ‘has retained a right to assert
the patent or participate in litigation con-
cernihg thepatentmay be provided the -

confidential information, provided that the

- representative inférms the reference prod-

uct SplSOI' nd the subsection (k) apph—

greemeént to be sub]ect -
ty provisions set forth in

. including those under

tsuie seientific consult—

Cor @ther outsids counsel retained by the

rénce product tsor, without the prior

ubsection (k) applicant,
which shall not be unreasonably withheld.

‘(D) USE OF CONFIDENTIAL INFORMA-

rmation shall be uded

stve purpose of deter-

- patent assigned to

~or exclusively lcensed by the reference product
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19
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o1

22

23

24
25

23

' sponsor Whether a claim of pa,tent mfrm@ement

could reasnnably be assertcd 1f the subscotlon '

nt engaged 1n the manufacture use,

:portatlon mto the

g, f@r sale ‘sale, or_l-«-»:

Umted Stat(,s of the b1010g10a1 produet_that 18
~ the s_usb;]egt of the apph@amon under subsection

“(D) .WNERSIIIP OP CONI‘IDD TIAL IN-

- apphcant does not provxde the refel ence pr oduet

. sponsor or the outade counsel any mtu est in or

hee s'e t@ use thc conhdenucxl mforma‘uon f(n

purp.ses @ther than- those specified n subpara~

- graph '())

| f"(;,E}_) EFI‘LCT OF INFRINGEMENT AC- |
TION.—In the e‘vent fchat the refe'zr'ence product
sponqor fﬂes a patent mfl ingement suit, the use

;':_»\ftlal mfoxma’mon shall continue to be

gove;ncd by the terms of this paragmph until

,such trme as a e@urt enters a px otective or du'

regarding the mformahon Upon cntly of such



OAKER\KER09607.xml : - : SL.C.

I T N U N

o

14
15

16
17
18

19

20

21
22
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| , nate conﬁdent1al m
mth the terms of that

: ’for*matibn shall be me

order the subsee‘m@n (k) apphcant may redesig-

tlon In  accordance
_No conjfiderllti;al: n-
od in T Dublicly-
aﬁiail&ble eompl"_éinfc or other .'p'leading. In the
event that the referenceproduct sponsor d@es

not file an mfmngeme t action by the date spec-.

Struction mwntmg £ the S b»sf'efetlon (k) appli-

cant.

_ %y the subsection
(k) applicant Iegarmg the validity, en-
forceabﬂiff,;.dr mfrmgement of any patent;

nt or admission by

(i) as an ag
the subsection (k sant with respect to

the competeney, ance; or materiality




OAKER\KER09607 som] ' . ‘ S.L.C.

() EFI‘LCI OF VIOLATION.—The disclo-

(k) APPLICATION INFORMAr-
»'th_-n 2@ dayb after the Sccrctary
(k) apphcant that the- apphea»

. ted for rewew th(, %ubsectlon (1\

15 o au provide to the I%efeyénce pr-odﬁ(z't
B

18

a copy of the «&ppiic-ation submitted o

ry undu“ subsectlon (k), and such
fion: that desembcs the process or

ed b0 m-anufacture the: bjologma.l

22
2
24 ‘;f of the rcference product SPONSor..

25 “(3) LIST AND DESCRIPTION OF PATE NTS.—
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(A) LIST BY R S

'NCE PRODUCT SPON—

'»"SOR -Not later than 60 days after the receipt

"@n under para—

'@Ta,ph (2) the Ieferenee pr@ et 5ponsor bhall

‘ pr@mde to the bubsec":l@n (k) apphcdntw ‘

on such list that the reference produet
sponsor Would be prepared to hcenbe to the

}subsecm@n (k)

DE’S@RIPTION BY SUB-

g (B) LIST A\I? D

| SDCTION (k) APPLICANT mNot later than 60
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24

25

aph

Henl
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or |
days aftter rece1pt of the list undu subpara—

he subsec’mon (k) apphcant——w-

“(1) may promde to the referenco

N pr@duct sponsox a list of patents to Whlch '

v_subsectlon (k) appheant beﬁeves a

_@i pa,tent mfrmoem(,nt eould reason~ .

be asseu'ed by the refel(,nce product

‘ 1f a pe :S@n not heensed by the ref-‘

¢ .pr@d. .c,ts sp@nwr encra,ged n thc

“‘(n p_iowde t@ the refu'(,ncc ,

} .pr@duct qponqor VVLth re s .ect to each pcxt—

_ 'Such pdtent 1s mva 'ld unenforceabl

or Wﬂl not bc mfrmoed bV the com-

merclal marketmo of the bmlomcal
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produet that 1s the Su”jfeet of the Sub-

v seetlon (k) apphea’men : or

“m a statement that the sub~

: <
ant does not mtend
dal marketmg of tfhe

‘before the datethat

, on a- C’ldlm by elann basis, the fae al 3

""'"_"'weplmen of the reference )

24 settion (k) application and a 'respon.s_eb to the
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29 ,
statement eonc'emin-@ validity and enforceability

‘prowded under subparaoraph (B )(11)(1)

“(4) PATENT RESOLUTION NI‘GOTIATIO\IS —

) In GENERAL.—After receipt by the

subseetion (k) apphcant of the .Stfa;terzr&t’under(
parazfiaph (3)(0) the’ r@ference product spen-

..sor and the subsectl@n (k) appheant shall en-

get %ponsm shall be the sub]u,t of :

. for patent mﬁmgemem under para~

“-(l) FAILURE To. R‘EACH AGREEMENT.‘_

v”If within - 15 days of begmnmg neootlatlons:

,_ .,’:Aunder s:_}‘bparawraph (A) the subsection (h) ap-

plicant and the refu encc product qpon%ox fail to

- agree. om & final and complete list of which,. 1f

f.any, patents hst@d under paracnaph (3) by the,

: subsec’m@n (k) apphcant or the reference prod-

uet spensor shall be the subject of an action for

patent infringement wnder paragraph (6), the

. provi_si:oné of paragraph (5) shall apply to the

parties.

: ___,.by the subse(,tlen (k) apphcant or the refQ a
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“(5) PATENT RESOLUTION IF NO AGREE-
' | (A) NUMBDR OF PATENTS »—The sub-
-Sectlon (k) apphcant shall riotity the ref(,rence_

mber- of patentq that

product sponsor of the wu

| k-pr@ wt Sponsor u;nder subparagraph (B)(l)(I)

K .“(]) D«{mam\:GD OF P " LISTS.—

_ (13) IN GENBRAL-—On a date agreed
i 'to by the subseetlcm (k) apphcant and the
referenee product sponsm' but In no case

- later than 5 days after ‘the subsectmn (k)
- applicant notifies th(, : rcfer ence pro.duct

sponsor- under subparagraph (A), the sub- |

‘sectlon (k) apphc*nt" and the referencc-

product spomsor shall simultaneously ex-
_ change— | e
: ‘() the list of patents that the

- subseetion (k) ' aria?eént " believes |

should be the- subgect of an ac't,ion' for -

patent infringement under par'agra-ﬁp}h

(6); and |
“(II) the hst @f*.patehts, in ac-

cordance with clause. (i), that the ref-

erence product sponsor believes should



OAKER\EER09607 xml - ‘ _ : . sLC
31

—

¥ "FFBa' >’CL PRODUCT SRONSOR.—
L—SWect to

subclause (H) the number of patent%

(I) IN GEN

: _ vvhe subse 3

- elause (1)(1)

R

“(H) E\CDPTIO\I ——If a sub~ :

17 5 PATENT INFRINGEMENT AC-

18 rroN—
23

25 o Tgens 1 mth respect to each such patent.
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18

[ON IF NO AGREEMENT ON PAT-

rovisions of paragraph (5)

es as cl:-éscr_i-bed in - paragraph

i ( (B, not Jater th 3%“‘ days ﬁer the ex-
" of htbu der parag'raph (5)(B), the ref- |
shall bring an a‘ctionﬁf,r |
h fesp.eet 't»o‘ each patent

A N AND PUBLICATION OF

ATION ',i‘o SECREfL‘AI%Y.f"
r than 30 days after the initial
ed to a subsection (k) " ap— '
on for péten‘t infringe-
mder this pdragmbh, the
nt shall provide ‘the

vy with - nd a copy of such
C()mpldlnt | v

TON BY SECRETARY.—

) in the Federal

nplaint received

ISED PATENTS.—

pparagraph  (B)

apply in the case o atent—
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33 |
‘ “(i)' that is issued to, or exelusixfe_ly 13-

ceﬁséi: -b‘y, the- reterenee product' SPONSOT

| after the a,te that the refe1 ence product

'Asp®nsor :J;-f@mded the hst to the subsectlon.

(k) a hcant under paraoraph (87?1&) omd"

“(11) for Whl@h the referencc product

or rea&senabl-y behseves that, due to

138 _e.or hcensm@ of such patent a
ent mfrmgement could reaS@n— |

fn\,__serted by the referencc P oduct
nsOr: nf a perS@n not hcensed by the ru@-
@ produet sponsor engaged in thc
ia-,_ usmg, @ﬁcrm@ to-sell, sellmg, or
rtm@ into. the Umted Stateq of the bi-
?__product that is the sub)edc of theA
ion (k) apphca‘mon

“(B) APPLICATION ——In thc case of a pat—

bed m subpar ALY aph (A)—-

"‘(1) not 1ater than 80 days aftu such
1ssuance or licensing, the mfu ence ploduet
‘ ,sp@mor shall promde to the Sub&,e(;tl()l’l (k)

""‘cant a supplement to the list promdad '

;_:by the retercnee pr@duet sponsor undu
paraerraph (3)(A) that includes such pat-

ent;
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34
(11) not later than 30 days after such‘
Supplement 18 provuled the subsectlon (k)
apphea*nt %hall prowie a btatement to the

: —‘
sp@nsor in accordance

W}th paraeraph

“(m) not later than 30 days after re-

ance with paragra “h '(SF)(C) and |

o ”‘(lV»‘)‘ unless the subsection (k) appli~

cant and the reference product sponsor

W .parag'raph (4) that sieh

e subjeet of an actibn

went under ’subpéifa~ :

" oraph (6)(A) such patent shall be subJect

ko paraeraph (8) 3

| “(8) NOTICB OF (,OMMDRCIAL MARKETING AND
PRLhIMIVARY INJUNETION.— |

“‘(A)' N@'lICL OF COMMERCIAL  MAR-

ILTI\IG The subsection (k) apphcant shall

" prowde na@:t»me to the ref renee product spon,S:Or ‘

~ not, later than 180 days before the date of the

first commercial marketing of the biologieal

“product licensed under subsection (k).



OAKER\KER09607.aml - - _ L SLG

35
 “(B) PRBELIMINARY INJUNCTION —After

{~_:-ga~.a,ph, _'(A> .

A€ mtlee

' oduct untll the

t vahdlty, cn—

“(I) the lsts of patents de-

tion. under subparag:r aph (B the

- reference pmgu@t Sponsor and the su-b%@tion
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y cooperate to ex-
wery as 18 needed in
ary injunction mo-

—lll

PORY JUDGMENT

APPLICATION PRO-

w required under

erence proc

sectlon (l\) apphca,n't ma,y: brmg an action
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and mformatlon xe-

| ‘:)‘::_

the r efu ence

polypeptlde) ” aftex' “allergemc prod._ ,pr,”, and

(3) by addmo aut th(, end the follomno
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seribed:thie reference prod
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“(2) The terad ‘bic biosimilarity’, in

1t is the subject

means—
- ' ;

e

The term *‘re

single bi-oleogriéal-’ product. |

sist which: a1
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“(A) ‘has Wlthdrawn or. suspended the h~'
cense of sueh blologleal produet for reasons of
safety) puraty, or poteney, |
“(B) has purbhshei a. notlee of: opportumty

for hearmg te Wﬂ:hdl aw sueh heense t" such a

.FG&SOR OI‘ L

N’DME\ITS RFLATI\J( 10 Pat-

INTS. -Seet1©n» 2'71(@ of tltle 3") :

C@de is amended——
| :(A) in @arazraph (2)-— '
(1) 1n subparagraph (A) by strlkmgj
Or at the end

(n) m subpax agraph (B) by adding

“or at the end and |
, (111) by msertmg after subparaﬂr aph
_ (l) the fellow;mg
(O wi

Ath respect to a paten’r that 1s 1dent1—

w‘ﬁed m the hst of | patents described in  section .

351(1)(3) @f the Pubhe Health Semee Act (nmludmcr

as . pr@zﬂ_{:ded under seetlon 351(1)(7 ) of sueh Act), an
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application seeking approval of a biological produet,

or

(i) if the applicant for the application fails to

provide the application and imformation required

under section 3’51(14):‘("2)(2&)-;-@fa such Act, an applica-

'tlon scekmv approval of a bl@l@gzcal produet for a

hat culbe 1de od pursuant to S(,(,UOI) _~

| 3 1(1)(3)(A)(1) of such Aet,”,f-‘-.fgéféi‘

» (1v) n the matter f@llﬂmng subpara,—

gréph (C ) (as added by elause (111)) by
- stri-kino “or vetermary blO]Og’lC&l pmduc

' and mse;rtmw “ veter\ ary ‘biological prod—

uct or b blolowmal product”

| (B in pafagraph (4)—
N ( ) in subparagraph (B) by—¥ o
R M strlkmg ‘or veterinary blo—"
) »j-lomcal pr@duot” and msertmg ¢ vet-v
. erinary blolomca,l produet or blOlOg’l—

cal pr@duct” and

(H) str fnw & and” at the end
(11) 1638 subparagra,ph (C), by—
(I) str

“or veterl\ncuy blo—

" '1‘@01(3&1 prod “t"‘” and msertmg , vet—

emnary b1010g10a1 pr@duct or biologi-

cal product’’; and
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11 g | (H) str cin,

: the pem@d dnd m-

and” .

the patent 13 he
. S' ;deflned ln S(,(,
ervice Act

ent H‘-nd_er- | Sf@@—
logical Plod

e of seetion
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& Aot or the lists of pateuts de-

seribed in seeti




“ 'OAKERKER09607ml S.L.C.
1 mcxy not bring an. action under this seetion fm infringe-
2 ment of the pate,n,t Wlth re%pect to the bloiogncal pr oduct ”

NDMDNT UNDDR TITLE

——Seetl@;m 22@1(&)) f title ‘)- Umted States

. C@de 18 amen«ded by msertuao bef@re the THiod the

Y

4

5

6 : foll_owm_: ,“ or sectlon 351 @f the Pubhe Health
; ‘_

*:;N)MI&\TT% UNDER THIE I*ID-"

AND, C@SMETI(, Ac
NT JAND RPVIﬁW oF APPIJicA_

}1on 505(]')(5)(8) of the Fegderal Food,

,3'-.550@)(5)(13))

12 ) ru C@sA retic: Act (21 U S C

13 aamendei by msertm@ before the pcn@d at the end

4 f the fi .sentenee the follovmnﬂ “or, VVlth respeet

mt for approval of a blolooma produaet
4» 51(1«:) of thc Pubhc Health Serviee
sary ghmeal study or %tudles

DIAPRIC 'A-S:S_E}SSJVIE‘NTS.—eSf;ectlon 5068
‘ k. Fod, Drug, and Cosmetic 'Act (21

) is:amended by addmg at the end the

22 “(n) APPLICATION 70 BIOSIMILAR BIOLOGICAL
23 PR@DUCTS-—-{ |

24 “(1) N_ ,,4I%NTERCHAN.GFABLF BIOSIMILAR BIO-

25 LOGI(,AL PR__._DUCT v-—A blologeal product that 1is
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“of the Pubhe IIealth Semee

CAL PRODUCT ——A

- chdngeable wrth' a r@fere | e p

blosumiar to a reference product under sectlon 351

Aét, and that the See-

- retary has n@ft determmed'- to'meet ‘che standaI ds de-

scnbed in subsectlon ’é(k‘ 54)‘5 of sueh sectwn for mterQ

" fchanoeablhty W]th the re{erence product shall be

sub)ect to thls seetlon

'“(2) INTDRLILANGEAB“"“ 31 BIOLOGI-

; Ct" under sectlon

te Act shall not be

cal produet may be submltted under seetion. 505" of

the Tederal FOOd, D‘ru-g, and : Cosmetic A.et (21

(A) such blologxcal product 18 m the same

produet dass as o bidle sall product that is the

subgect @f ah apph v?»appaz@_-»ved under suéh -

rthat 18" 1nter~ .
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9 mt later than the date of enact-

Federal Foed,

$55) if there is

of such section

d under sub-

on for a biological prod A
et . 55 of the Federal Fbod_, Drug, :
and iCos..-fnr‘leﬁic Aet (21 USCB55) shall be deke;med
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to be a license for the biol duct under such

section 351 ot the date

r. purposes. of this sub-

oduct” has the mean-




 OABBRKER09607 3] . o o
47 -

: - (). the Committee on Energy and

Co of the II@USG of Representa-

and academic experts;.

jonalSie

sendations . de-

h (A) to the

ndations -in

n comments

2n

2 "
2
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FOR BIOSIMIEAR B

paragraph (B), a

d comments ree

(1)(C), Congress

ef ?-eé_~tive on. October ":1-",'

e_esf relating to the

VISIONS FOR USER FERES

UCTS.—
(A) APPLICATT TR - PRESCRIPTION
DRUG  USER - FEE  PROVISIONS.— Section

735(1)(B) of the Federal Food, Drug, and Cos-
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metlc Aet (91 US.C. 379¢(1)(B)) 1s amended

sectlon 351”7 and msatmg, “sub- .

‘ .seem@n {a) o o;r' (k) oaf fs:,eei:l.on 3517,

- -.(‘% BVALUATION OF COSTS OF REVIEWING

R BIOLOGICAL PRODUCT A#PLIGA-

ng the .per'iod beginning on ‘t-v'he
'nt of this subtitle and ending on -

10 the Secretary shall collect and

o rchn@ the costs of remcmno*
r biol@gleal produets submltted -
5-1(1{) of the Pubhc Health Serv~
| 4 dedby thlq subhtle) durmg such
;'.penod o |

Q). AUDIT —

(1) IN (}LNLRAI —On the date Lhat 19

diber first receiving a user fee ap-
e to an. apphcatl@n for a blolomcal
t under sectlon 351(k) of the Pubhc

.:ffce Act (as added by thiis sub—

and dn a. b1enmal bablS thercaftcr

til October 1, 201»3, the Secretary shall
i an andit of the costs of reviewing
ach - -applications ‘under such ~ section

51 (k). Such an audit shall compare—
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'(I) the costs of rewemng such

apphedtzons : under such  section .

“351(k) to: the mount of the user fee

.apphfeabl‘e to ‘s’v h applications; and

(H)(aa) sueh ratlo determmed

for  biological
o 361(a) of such
sﬂhls subtltle) Yo

ie user fee. apphcablc

. t@sueh a s under such sée-
tion 351(a).

() ALTERATION OF USER Fmp-_If

theaudltperfo med under clause (i) indi-

compared under sub-

“elanse differ by more

f“'the Secretary shaH'
ieable to app—l-icatii‘ns

h'seetlon 351(1{) to

| more dppropnatdyv éecount for the costs. of

sations.

(i) - A ‘_ING STANDARDS —«—The

Secretary Shaﬂ perf@rm an audit under

clduse (1) in eonformance with the account—
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GICAL PRODUCTS.

‘ the Public Health
ded by section 627

et
end the following:

PROVISIONS.—

Tation, the Sees

23 diatric studies (which shall inelude a timeframe for
24 completing such studies), the applicant agrees to the
25 request, such %tudles are c;omil:eted using appro-

26 priate formulations for each age group for which the
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ed- mthm any . such tl,meh ame, and

eof are: sub;:; 1ttei amd acccpted n

——
o
\?'/
2N
(LO
\_/
@

ok
}—-’.
..."5"
CD

*‘1“
O

(¥
D

o

B

pnate formulatlons for cach age '.;,55.@up f01 whmh the
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;st' dy is requested W1thm any such tlmeframe and

“the reports thereof are su:"{:”;"'ttedr ‘amd a@cept_ed in
HB) of the Federal

aeeo&adanee

‘I“ood Dr'ug, and "Closi

R 1(

FOR PEDEATRIC STUDY OF

stion (a)(1) of ‘séeticit 4091 of tho
Ith Service Act (42 U.S/C. 284m) is

ed by inserting biclogical products,” after
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g diugs’”.
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(2) ‘INSTITUTE OF MEDICINE STUDY.—Section

505A(p) of the Federal Food, Drug,'a.nd '"GbSlﬁeﬁC

Act (21 USs. C. 855b(p)) 1is amended by striking
paragraphs (4) and (5) and inserting the following:

 “(4) review and assess the number and impor-

_‘tance' of bi@l&cﬁ-@&l products for children that are
B bemg tested as & result of the amendments made by

'_‘the 3101@; ies. Price COmthlthl’l and Innovcmon Aet o

of 2009 and te 1mportan(,e for chﬂdren health car '

i prowders parents and others of labehng changes't

made as a result of such teqtmg,
“(5) review and assess thL namber, 1mpor”tancc

and pri@riﬁ-‘métmm of any blolog»xcal products that are

not bemg tested for- pedldtI'lC use; and

“(6) offer recommend‘xtlons for ensuring puh—

~ atric testing of” bfrol(')g'lcal products, including consid-

eration of any incentives, such as those provided

under this section or section 351(m) of the Public

Health Service Act.”.



