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o] CERE
B AY0H T gt A3 vZe] oJE H-58 AA WA
of g A3 sl E & Wast vt

w g v SJokE S5 AA Awe] Al vl A
pomm oobE 58 AA Ax AAE=e] Wgt 59 L

Fopuia k. AY AFoRE dkE H7-53 AA AR 0T
N WA B AL AHHoR AR 7 g 0T g }E 7
58 QA AR AAR oEA HESHEA Lopus] A A%
T4 0 542 FAABe ol vy AN 1 WES AEG

A2 A P=e oF 53 dA A= A
D) G%E H7h-58 A Az =9 7

7F 1962 W= ALY
alsroll A o) ok S 7H-53 AA ATt =YgET] ool EA ook

2) Asd, e 73 “H-Acko] FWFTA MAAY =37, A2, 2017, 11
16.
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A Alefo] ek Al ols W

L =)
I Aol ET FHala o]EH ¥l 1984 Hatch-Waxman Act
H=

& F3lA = oJokE e 53{ek AlEE vt
E A Gt ATt EdE 7] ol el 19620 =Y m= of
A} (Federal Food, Drug, and Cosmetic Act; FD&C Act)do] ¢] 2kE 9]

H
h=}
B 7F Aafoll didl A ASATE o] Wl wE o okE Al x3H
o etaiz} k= 2= vl A 5F 9] 9= (Food and Drug Administration,
FDA)el NDA(New Drug Application)Z A4S 3tojof gt} NDA 4l

[”

HAe) = ol opEol Aol thal # & (efficacy) % SHA (safety)o] 9}

= AL FUSHE ARE AZHES HAAT o THL Akl
Wk ofujel BAeke] Fgol % AWk RS UsE BAkS FDA
o e WHOE & FEA U Y FYARE AFso Ak

g, EdA%d @ ugn Aue otEe @48 47
= Eaoe] dslq Aot Au

- =1
i 875 = FJEo AR H|§o] B ARE QTethE AL

Ac)

ot

o ox AN 2 mot
_O‘L

= 2 tegs) Zvlzhe] HAol
"ol 4 sutel g wrh wiel o @ WAL WAl Wi o
b itk 53, 19808t ol AmA A AFe BHs AA 9
HE HAS Eol7l AR FAFo] Aol SFFHUA olH aFe] ¥
A7t A7) Agan da Ssdde 9ee a0F AGAATAE
Wetel wAlgth Aok Aue S8 FAE APALH JPEY FL

) & A ‘Title 21 Chapter 9 of the United States Code’oll o2 <& 7)#oto] wt
A= k. v A E o k= (FDA)o A A& &elo] 7}53}t}.

4) HAYekF digh Az Y A AR AFoF= Akl dig Fowgh
HHEEA QL AF e QIbET o whela, AlZEy} v &S dHjojn e g|Xd o oFEof
gt 53d E57)0e] EFEsiA AFEHA EA Y AlFzYe] AAE
A= ool Al BlIE Wk} (A8, S dAre; EAeF AAGAY] A AT 9
oo et A - A=A v} FHAANALE ] MA AAAHE FHO=E,

AAAA A 363, 2011, 479.)

e
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2) g FF 37-53 dA Ax =9

7}. Hatch-Waxman Act9 A A
o]t Qo] wkedo = 1984 AAgH WHol ‘olkEF 714 AA}
E35]&4 773 Bo] 3 W' (Drug Price Competition and Patent Term

Restoration  Act)@o]t}. WHES  Jokst o9 olF  uhA

Hatch-Waxman ActZli= o]0 2 © # dgx o] He E3AS £
O F8A Bosts il EAeke] F o A A =418 F =S
stal Atk S Aol A= AokE Jiete] 555 g5 3 F Alds
13l FDA <<= 7] & Fa24-tdA8 Ade Adst=g 5354
= AbskA X A VS BASFT] Al 55 £57)3ke 597HA
A FAT. Al A SANE FAAEHD EAF AxAY o okE
dr F2 o] S AAgol] I AdS AASAT S, AWy
O oFE AFIAZE ofokE AWl Bod ARE V] Al S5
= AAEkeE Aol dig e Aedes AT = Aoojth. EEF oFA A
°FAd S 7HedtAl stol A ko] A& F 5 A (bicequivalence) S F
ot Aoke] FEA-HEAE A ARE A=se ¢ J=F sk of
A2 H (ANDA) S & o A A vt HAeke] AESHA &5
ds FAeE ddel He o Aok w5 7h Al Aol

o S7k A ANE BAFEE stk F, FRAAY A

oF
U SeRE ARE 919 H7F S Aeke] SE A el Bl

5) Public Law No. 98-417, 98 Stat. 1585(1984)

6) ¥™ Bolar 3. 35 U.S.C. 271(e)(1) "It shall not be an act of infringement to
make, us, offer to sell, or sell ---a patented invention -+ solely for uses
reasonably related to the development and submission of information under
Federal law which regulated the manufacture, use, or sale of drugs ---”
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A Akte] SHEAS 22357 A vhdE SHR)7 A%
AME EAF etk @ Ad o ekEe el Hx HNAS sa
55 Ta o e AAY #AS we AuY 9ofEe Fojx i
1809 ¢] = guj7)te] ohgH7] AZe otk A Al FAtsh A
dE Akt B AU Akl AW Ak} ke HE Foe B
3l 531e a7t A3 APl F2 557 vtund A= A
2] ojorEo] Al FAEA 9 @bo]l UEhtrh AuE A okALE o
=AB 77 Ba) A FIR o 4 gtE 430 Ade o
ofFol FAIE vEE o]Bul ‘gAF Fel'o A7t LA AFF
Aol th

. Medicare Act of 2003

Hatch-Waxman Act”’} 198430 Al A vk o efE 37-53 A
A7 AgE o] % 30 ZHhE Aol sEWA Ak A3 3
ol A AL wpel o] of2] wilso] Urr] A ol E A
HEo] ular AubA 9 Y3 (Federal Trade Commission; FTC)oll 2] &)
AAHAL o] 5 AABH7] 9% oJofE -5 A A= By
gol ool 2003 ‘Wig Al AW ofekE A st
H’(Medicare Prescription Drug, Improvement, and Modernization Act;
Medicare Act)o] AFEHAL AA= v okE {759 AA9

gulg&=el o el "5 Arh10

paragraph VI ANDA 37F217le] tis] S 245S A7 4%
ANDA & 7F21Aele wtAE A7|gdo 2 QdXEgA EFHAY E

10) AFEe|ERAA, Aehstm AHH Y, bE AASHAAAANE FFH,
163.
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Acto] d3lo 2 the Biologics Price Competition and Innovation Act(©]
st "BPCIA")7} "] 3|5 &= ™A vio] @ ook 3 nlo]l @ Al ele] oj
g UE JIWe "9stA "Jd. o] W2 &5 E W (the Public Health
Service Act; PHSA)ID #|351%, FDCA % W E3®HS /fA4sk Ao
2 98 Ad nlo]lofkET FEeH FEAFOFEFINORA Ho
ofekF o] AldE| 7ol w3k WS At Ak o] el wit uiol
Al = vlo] @ ook o] S5 A FA A=

F % el Eﬁ
=2
ofefE ¢
A UPEEFH MC’1 Hatch-Waxman Act
| dEgte o AL oyt A

31;
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A QElAd nlo] e o]k 7Py S8 AEFe dolHol| visiAx 4

AAWLE d4gett, 1y blo] e ok 535 TA B #

S HER2 $9gsta AT vk mEkA vloleAdy Al A}

| Es1AAA A FA G & = Jdva A

AL ofyn gial SAE kA
o [e)

{0

O

11) 42 US.C. § 262 (2010)
12) ‘interchangeable’ &2 ’interchangeability’, 42 U.S.C.§ 262(1)

@e 2@Ad
SJepES At ARA L ATAL AY fol WAZAL 5T Aetn

TrAgskal 9l
13) ‘biosimilar’ QE 'biosimilarity’, 42 USC§ 262( i )(Z)L O’*c}x—q. o7 HFAH

B I A B O A ey

14) 42 U.S.C.§ 262(k)(7)(A)
15) 42 U.S.C§ 262(K)(7)(B)
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F540 Qg ABHAE Be upo
E AL glol AW oA ko] o o] oFE
xop2 oAl AZAD F ATkl vholeAWele] FDA %

of ©eAd wpol o | okE APl FEAFEE HAA W of

Al A A o)x ktl, AWbA o2 Hatch-Waxman Actd] 1A HS

Al 3 A Hatch-Waxman Act of 1984

1) =4 #43

&9 ok (Food and Drug

7 A8 sk Algko] H =
Syl #A4E 58 &57|1ke Avks drle A ol=A HU
o1 Ao = 1962 =4 E v 2FAH (Federal Food, Drug, and
Cosmetic Act; FD&C Act)1®o] o oFF o] A5 7} Ao &5t
o] W 9eokE Axse dAvE fsl vwl= FDAYl NDA(New Drug
Application)& A A S st sj7ke L= dhar AUt NDA Al
= gFol AdA tis faAd(efficacy) 2 <A (safety)o] AThE

3}

A% FUsE ARE AFstolor g olF A% APl ALHL

e 1l

16) 42 U.S.C.§ 262(1)(3)

17) %9, “8-v] FTAS o FE87t-58 AAARE", A3 A, thatH s
4 A15=, 2012. 1844,

18) &} ‘Title 21 Chapter 9 of the United States Code’o] ©]®H 2] < 7Aool
Hbed = Qo ml=r A F = (FDA)o A AE gRlo] 7} 38t}

_18_



[ Mo R ® ok T 8% T B < U MR E FIARNNETR
o w0 o B e T ® N o TERLELA O
. ) —_ T CCI "R 3 2 T = H0 o
e L TR a7 g E S R OB o 8FeT _w T
T T ~ up o HR e O o my o 0 __Pﬂv_. ) ~ mmmd © Mwn__ou N
%ﬂnﬂ@ [ S G Gl T3 mﬂom.wwgﬂ
=B PTTBFE T T P ) HeTuwt=w
NS BN TR o= W ® Vo . = ¥ 8 Tz3 . e
o < = o 2 ) ™ o o ~ = maﬂﬁau@l
R o R I TR < g & oaw-:P%F
N I R R s ® § ZEEEW
Ao ed B % = N umﬁ o 5 S T B mEa ﬁfr
— — —_— : —~ ) —
w o OF XD CI N R W = S ?%.3 P odo
o o —_— ‘mﬂ ;ﬂoM — % z_.e A — %) o B [ Yy <
—_ % _~— o ™ o T > —r X S
BB K No == = ™ o g uy. T m = 5 o= £ T LT
R m O d P ETE "R S f O EEEmio%
- < o] S o w E E g Erawm Ol |
N ] . - ~ T W 9% 9 B T o 0= K £ mo® if % o7 o
ol W< T — X o= 2 o = of & O g N N ME o —
Ay w5 B3R N N T T X o = £ mThw B
W w LI S I . L & TLhTZ=<= |
T R FLolmed ek 7T 28 E ogid aTR
—_ —_ . o Jhl il ) il =~ —_— ' ) —_—
peTh  TeEEEToSZAY TEs 2 Trradis
Moﬂmm% - oo e K o= o o NaﬂuE > Mﬂmmﬂﬁmem.
o B . 2 T e T o Mok o /o O BFE 4T EE
CINRRCT - C S A R WOy X K EW | g A%XT X go
N o o W ou T N or T or S R S ®wToow I
— o T T — 5 B o o R s XHRN, 5.
N ~e o_a o o —_ = © Gind o wm X OE re + X - B | — Hp 5 To
42 LT IR _wmLT TR E T 5 E oG ESe %
W r & o o RIET el o . 8 9 S TN 2o T
w o< A M_. o Lo oF B 2 o & 4 E < Gl
oW or o o o w Hr O a) B ool o W A v 2 mﬁﬂ MH oﬁ
BT BT =R T W moed £ 88 YT’
ur 2 E " o ol gy X° n I g s EXEERIUT B
S Nfy RN nomw L N y e S S TR
TR E T ORMERERFTT T RRE T b [T ]




gtk o] AldolA AWl AH A (Court of Appeals for the Federal

Circuit; CAFC)&= 5319 &£7]3F W A Adlg o okE Al Folgh=
AR FAHoRE 555 AANS FTE 53 A9 q98 JdAdE
S, 58 E57)7ke] AdA Ao wAE APERTE obd R ol
A grFolol & EAletal At nil, o] ok mjm AWE AN A
Duket| g AF2)S F&l AvE 9k A9-oF FHe s7]4& wEstr
At A5 e A oERo]| tigh Fg-ont Ao og 55A I
A7 HFAE £ dvia At =3 Merck v. Integra ARA24)0] A

A9l AN EBA A8 e Aot Sad e T 2erl
1 #asanh o AEAOR vFo] 53 MA 9E I F
AN Q= AFL WA Rolvh PA YA AR ups ol A

%] 3
g oefEo] &Y A WES B g P Folud d}E ALY
Xj' Z

ko
N
X
a5t
32
N
=
S
=2
Jm
_Oi',
e
)
1o
>,
)
)
>

Al (Experimental Use
Exception)oll gt I H A s Ao st g do] dlF5Slt}.26

2) Hatch-Waxman Acte] A7

ol Wi HelA 1984 ‘oJekE A A " S5V FE
M’ (Drug Price Competition and Patent Term Restoration Act)E A A
shA "ok o] HE o] el weojz=o|dW™ Orrin Hatch®t Henry

g Bod Ao,

21) Roche Products, Inc. v. Bolar Pharmaceutical Co. 733 F.2d 858, 221 USPQ
937 (Fed. Cir. 1984), Bolar Pharmaceutical Co. Inc. v. Roche Products, Inc.,
469 U.S. 856, 105 S.Ct. 183(1984)°l 4 &4.

22) Madey v. Duke University, 307 F.3d 1351 (Fed. Cir. 2002)

23) ©]+= Whittemore v. Cutter, 1 Gall. 478, 29 F.Cas. 1123 (C.C.Mass. 1813)l A
vhgk vhE Adwgk Aol

24) Merck KGaA v. Integra Lifesciences I, Lt, 545 U.S. 193, 125 S.Ct. 2372

=
26) Aae, “olorE sulE e 9§ Salume] @A Aot Ead Ha),
A3A A25 (kx| A A2k T, 2008), 4.
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FuE = 9 oFE S Generic Drugéhal E@th B =Fo|xE Aoke o
g A of ok o Adl Y o okES AdY o efFolvt HA| o ofE o
g AHslaxl stk vla FDAT AUy oJfES /NEAL ofofEa 3
= A, A, 8 2 Ze-'aHUE sdg ookFoldtar A9sta
ATE2D, AU oJFEe FaAREY a5adrt egAd ookt F
dstA = 7HA o] Adatthe= FHo] At

. Alekel 37141

v]=  FDA9J 3= AlkAlH(New Drug Application; NDA)S
505(b)(1) Al7d 3 505(b)(2) A1H F Z7FAI7F At} 505(b)(1) AWH4 9
njel Alefe] sl A= FDAY AR 64 H7EeH &7 374
ol okF HFo SAHA ‘3%% o] ofFol A}, AAATE A o ekE o] F

WA stsE R E A A8 #FZA(right of reference) S 7FA] it

7t SR A
T ATE HWIEW 505(b)(2) 7t S AfEFAIcke] Sl o OFE
o tigh Ao= st Bagh Az AFIF AH A i E= AA
AL Y8l FREA FS AFAA FHHAL AHAF FxAS 53
A X s A, 7187 ok g WAl s A9 oFghA
o8 F53 NDA 37FE W ookEE& AlAefef st A S vt
D AToF Al vl 9 Q1 Ad BuA AR AE, o kEe] A

9. AdY o|FE e &7k

27) a copy that is identical to a brand-name drug in dosage, safety, strength,
how it is taken, quality, performance and intented use

FDA AtolE 22l

28) Aol okEetdA 9], 919 FaF HIhA, 1644,
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(2)  Subsection (k) application information not later than 20 days
after the Secretary notifies the subsection (k) applicant that the
application has been accepted for review, the subsection (k)
applicant —

(A) shall provide to the reference product sponsor a copy of the
application submitted to the Secretary under subsection (k), and
such other information that describes the process or processes used
to manufacture the biological product that is the subject of such
application; and

(B) may provide to the reference product sponsor additional
information requested by or on behalf of the reference product
Sponsor.
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(A) Notice of commercial marketing

The subsection (k) applicant shall provide notice to the reference
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product sponsor not later than 180 days before the date of the first
commercial marketing of the biological product licensed under

subsection (k).
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(B) Preliminary injunction

After receiving the notice under subparagraph (A) and before such
date of the first commercial marketing of such biological product, the
reference product sponsor may seek a preliminary injunction
prohibiting the subsection (k) applicant from engaging in the
commercial manufacture or sale of such biological product until the
court decides the 1issue of patent validity, enforcement, and
infringement with respect to any patent that is—

(1) included in the list provided by the reference product sponsor
under paragraph (3)(A) or in the list provided by the subsection (k)
applicant under paragraph (3)(B); and
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AA 5 Folr Wi Aol Agd AYsHE AL BHow 7]
ol AAGA S AFE Adolgt= oA wAAA AAS b=
th old o]feolA FTCE A5 FE 3 AfteEs dd= k=i
B B AFS AEgH12D 53] FTCE 20039 o] dH5-H &9
g & (consent order)s &3 X Foo gk =4 AAE 7hsl sk
FTC+= A+ f"L«V} Sk éo] FAEE P9 FAE L ol A
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A& 7 o] AU A A=A UTh
= dHS Halgrh128) 2013 Federal Trade Commission v. Actavis,
Inc2OALA A7MA] AR5 oo AHAdARE Agdoz At =
A A FAo] gl o] A o] A= AW AT U F ol A

&, S7F-58 dAAESL FAANY -IAEFAE T2, KFDC HA
3], &A= 3], 2014, 31.)
126) 15 U.S.C. §81-7

127) FTCE= 199994 H-8 SA15 ghojol Wi 2AbE dAleslal, S48 8-S e
Ad mdel JAye] 25 AVIe7IE sta, JiQle] A7 #H ade] WA
ME AFshs B & T3 IAF FeE AAsHIL sAT(elE2d, 919

=, 406™)

128) = 9A 7 o= 1 Aol FA(presumably unlawful)®™ 3l
ASS & FAES 7ok 3t d5 AdL Jurt Ags o
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o] WA=, 4H.)

129) FTC v. Actavis, Inc, 570 U.S. | 133 S. Ct. 2233 (June 17, 2013)

_61_



= H A Ee] AR old stuAldA =od A ddvIES
A5 FY7E Avhe Avtez wbEAd o] A FA fIHel AHS
= FA9Hel A= (per se illegal rule)@ A X5 o7t ATt
st etal o] o7 Zk= WAL T o] FolE F3 FoAA= INAAA
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of stth= 7S AASEAT. Bk FHE v AWgHYAS 95 &
o] & A<l Teva Pharmaceuticals v. GlaxoSmithKlineol| A Z+3l 2
As gl o] 2L A5 FoolAle] AFle] 514 A gl vt
St S = Aol ofyeg tE AAA olds Y & F v BE Y
o] ¥xstdEtta M E 4 Qo] T Q3% gu|E zZh= o] o] H W
ANUHYES 925 T YU £ ¢ FAE T 959 FHE
= 54 A= 5 AuE EAE AATE A AR #S Ao
)

1o
L

ol
O

2
N

AT Felo MAe Buse A7e NFe 27 o FAHOE

FA9H ¥ F(per se illegal rule)

AXF Felel WEHA PPAL BHS BUSE o dold 9AF
o

e
—
]
=
)
(@)
jab)
=
[N
<5
[©)
=
O
w
>

ntiTrust Litigation130131) A}

130) 332, F.3d 812(6th Cir. 2003). =A% AZ=HA Andrx7} 1995 12¢€ 309 =
Ab 189t x84 Cardizem CDell thale] 3 =& Paragraph IV ANDAZ Al A4 s}
AL old 53 @A Hoescht7}F 19961 2€ Andrxel|l digh S3|HslAEE A
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718, B8l ado]l A% Told 19979 99 Hoescht® Andrx Abolol §He
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Andrx Atolo| A 5 A A A ko] AAdE wi7tx] HAkS FAleHA] F7|E SHA
t}. 1 7FE Andrxi= Cardizem CDol W3t FDA HE590& 2 ‘)f‘ﬂEi |
d 4¥9e s AFeriz stk 1998d 74 30711% A=A 2717+ A7 & FDA
o] HFESAS Q%i Fo % Andrxv= AU o) ekEF FAIE SHA 2Tt

131) A&, 53Axret HAk Argare] x| &l gk A+, 58-59H.

132) 344 F.3d 1294(11th Circuit, 2005). AbbotAl= A PAAH|HF X &5 A] Hytrin®
Y% terazon hydrochloride ## 53 @AAto|™ Genevarl= 199358 19961
91 FE #EE 4709 HA A g Paragraph IV ANDAE 2148t} o]
of thall AbbotAl7} 58 s AES A7IstA . Genevar: Abbote] 53]7F ¥R
HAY S aEolA 53 vAs dAs AU & AU Ak A
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133) 2182, 919 =&, 59- 61?’4_.
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E3 A9 554 18 H(scope of patent)136)

te]d e &5 vz dAd V=S A EelE S5 Aol HlES
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3L FAIE FAEEo] dArt. Schering-Plough Corp. v. Federal Trade

Comission!37M138)3} In re Tamoxifen Citrate Antitrust Litigationl39 A}

134) 2182, 919 =1, 604.

135) A&, 919 =&, 60H.

136) 2132, 919 =1, 61-63H.

137) 402 F.3d 1056(11th Cir. 2005)

138) AWt A ALS theto 2 3¢ A 7] &=(three—part test) =+
S AA ST Ut old wWEw WA AT & I &
A4 e o] HE AL, GA 5 Tt o] HeE H
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139) 466 F.3d 187, 193(2nd Cir, 2006)

140) D. Chrisopher Ohly, "Second Circuit Affirms Tamoxifen Dismissal’, ip law
bulletin, 2005. 11. 494.

141) An FTC Staff Study, Pay-for-Delay: How Drug Company Pay-Offs Cost
Consumers Billions(January 2010), 1H. o], 99X &g g FHAUHA
o Agol wd AF - Tviebst vEe] wAd BAL FHow, AYUE,
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145) Polygram Holding, Inc. v. FTC, 416 F. 3d 29, 36 (D.C. Cir. 2005)

146) King Drug Co. v. SmithKline Beechanm Corp. F.3d 388, 403(3d Cir .2015)

147) In re Loestrin 24 Fe Antitrust Litigation, 814 F.3d 538, 522(1st Cir. 2016)

148) David Kylly and Charles Weiss, "Recent Cases Provide Hope for
Reverse-Payment Defendants, Law360, 2017.9.21. (2017.11.15.%&)

https://www.law360.com/articles/966208/recent-cases—provide-hope—for-reverse—pa
yment-defendants (2017.11.15. & &%

149) Knobb Martens, Supreme Court Will Not Review Pay-For-Delay Case over
GSK’s Lamital. LEXOLOGY, 2017.11.11.
<https://www.lexology.com/library/detail.aspx?g=246e7755-1554-40a6-b6{f-6787
e89204f5> (2017.11.30. & &)
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343) Sandoz Inc. v. Amgen Inc. et al(15-1039)

344) ¥FF R 79 (the Public Health Service Act) #|351% ¢} FDCA % AW EsHS
N7 g Woltt.

345) 'biosimilar’ Y} ’'biosimilarity’

346) ‘interchangeable’@]t} ‘interchangeability;, 42 U.S.C. §262(1)(3)2] Aol w=
W A Z o ekEo] V& AFES AWsle B Aula AlFAe] Y $lol 7= Al
F HE&oE A o e AS u| S

347) ‘biosimilar't} ‘biosimilarity’, 42 U.S.C. §262(1)(2)¢] Aeojo] waEw <o)A# o
Hl gl FEo 22 zko]do] At} et 7|+ AFH 493 FAE A&
oJekF o R Aol AN, = a5 oA e AFH ddAQA Aol
e S dh

348) 42 U.S.C. §262(Kk)(7)(A).

349) 42 U.S.C. §262(k)(7)(A). o] 7]t Foli= nlo]leAd o] st Al#3 7} 4%
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## Hatch-Waxman Act A=

O

AAE vE7E glo] AFoA oy ge] Bkttt Sandoz Inc. v. Amgen
Aol BPCIAZS] ute]loAde] & 7Fal% 3%
HES S0 A 2 duAFAEE AT 23] A o
3 S Wdl Hxo #AAolt) 20173 69 AYAXE HHA v A
W Aol o] dAo] wEt Algt o] A FAIE & = A E Y
st VAl RE e 23] ZFAY ol

AR AL = R

Sandoz Inc. v. Amgen Inc. et al A9 AHEA#AAE A RHE 53}
2t} 2014 SandozZb AHAF vlo] @ A9l filrastim-sndzE Zarxioz}
= AFEEoRE Avjstr] 9 e xd Hpol e ojokEel ALY FEA
S A ok 21 5] 7}41 % A (Abbreviated Biologic License Application;
aBLA)E FDA°l #Al&3tth Sandoz= BPCIA Aol uwel 2gxd
Hho] @ o] eFE Q1 A& Neupogen®] W& A4 FZA filgrastim®] 5
521 AmgenAtel FDAZF 317H1% HA4AHE S S48kt BPCIA
el wEW A AR BRA AZRYUY o didud AdR=
Amgen ol 7 &¢F gt 18y SandozZt @ AH FNE AR}
R FDA <5<l A5 Zarxios AT Al dS WRTH o= Hio] A
L7 & 42 F olE g Ad npol e o okE Al FxAbe] il 6714

S EASEE 3t A BPCIAY Aol ulsl+= A
oFo]dth. Amgen< Sandozoll €™ ‘patent dance’Z EE| & A SFARLE
ARFN A4 $3== 3t W FDA 52 2% Zarxio’} =

T AEH duASAATEES Mol Tk
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oo mAWOIHYAL 20173 69 12¢ HZ 4 BPCIA
311 )+ patent dance 7|17F E<F n} %
2ok Al F Al Al vpo] A e o] ekE A&y Azl
A-&3A Zreets AWHAY injunctive reliefE & 4 gt}
ATEBD FHA FA] FE A E AW HES s
HA 3 Sandoze FAS L3t AU. ol oAU A Fo] A
A% 180¢ FA4= FDA 53l Aol o]FojAx Fi
Foha AR Aolt}. old we}l nlo]e Al & FDA <l A% E4]

O
N
>

A

v
ol

N

N

o

2

n At E Ao Sandoz Inc. v. Amgen Inc. et al Aol tjsk 23
< BPCIA W& tid Hxo] s dell= wo] oA e A=
Q) F 180X ZitE v E AEe AlAE ot glojA A
= 7t & dA o o] dAE
gk HAR PFrrEal v ot e dA e vl

z

A Aol ## A Z A H(manufacturing

il = i

of thgh Z Aol thstel M= Aol Lvo] ofyetau Add ¥ Fy
of Al deliM= AFstar A @B s A 9 Me AR
ATS oFxgdoz HA gdti= Hol =

o] ARITAE ARG F Y&V F2 ARE AT

AA]l o] ARQle A AL AuAFAEE HTE AL F o
Ay AE o] = olty. oivk s WY FAo A= o ARt}
A3t BPCIASE FH o] Ao thsiA«= ddat=] il a4l SEsiot.
352) Courtenay C. Brinckerhoff, Supreme Court Biosimilar Patent Dance Decision

Largely Favors Biosimilars, 2017. 6. 13.
<https://www.pharmapatentsblog.com/2017/06/13/supreme-court-decision-largely—favor

s—biosimilar-applicants/> (2017.11.2. & &49++)

353) Baker Donelson Bearman Caldwell & Berkwoitz PC, Biologics and ’'patent

dance’, 2017. 8.23.
<https://www .lexology.com/library/detail.aspx?g=a2acb833-6b80-483c-91fa-63aeh87

ddob9> (2017. 11. 2. HFWW)

e
in)
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U 3 Aelzte] EAZF @A frkssd zejy FgeorEd g n o
M o] o gxd Hlol o oekE el EFW HEo AT HEZ
Hola itk A & 5 stk HolA om 7t = ol

SepE mi dEs|Vle G SRR ARIE-RI] EE LA
S A AH Aok AipelokEel el thEam g AR
N elopEolets RAL AHESHT UAW A5Y Azt g Fo
FE ETT A ol A® 9 AYE =] Ak F A3
Aol wwel el Aol flod AY Fel AN e HAE B o
Asor & AA, ohIW AIBF FEL AT UM A5F A
o] Ao FAL FF 48T AAAY AL GgAch

1] FTA AddAo A A18%d A9z A|53e] o] ool npo] 2 9] ¢
ol Fdds] xgdEv= dAstlA w=ort AyEAa T A3 vlol e
ofefEe s7F-53 AAARES o]l H= ofefEolzts Aol UM
Th356) o] Qlaje] nbdom AA fuete] V-5 A Ax=E
AAE o 4 SseAEES 2dYRE A i efefEd Hiol
Qofofol Eg . 2t ofu] Alg FQl A=l mpo]Q o] efito]l
gEfley mpole ol okne] S53E5E SAS FAstal BYsithal B

354) Jennifer Bachorik and Courtenay C. Brinkerhoff, Will You, Won't You Join
the Biosimilar Patent Dance?, Pharma Patents, 2017.2.21.
<https://www.pharmapatentsblog.com/2017/02/21/will-you-or-wont-you—join-th
e-biosimilar-patent-dance/> (2017.11.30. & &%)

355) Article 5.8: DEFINITIONS

For purposes of this Chapter:

(==

pharmaceutical product or medical device means a pharmaceutical,
biologic, medical device, or diagnostic product.

356) A& A, 3] FTA 3| 7F-E3AA A= ulo]Q oofE 2 gofio w3k wZ
ojgtof At stul ke A7 A1S, 2329,
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¢ O Folu el wiEd Ao 23S F5 AL F U] Wil
Hpo] @ o oFo] EFeThE FAE Uk ey 2P F5F A&
Aite] gtdidol BAE I 2o AA GAbFo fETt AR wdsls
et 2 RS JAARES F AdS Au0 -5 dA AxE
Hzxw =93 ddhes mzolth ol F 7H-53] A AlkE =93 =
Fes AHEd g nla FARE S oAE AFFARdE S A4
SHHA m= Fo 9o oal 7538 AA AEE =YsA © %
S7F A A ohel s Feehse0 gk AFF 9P A FTAE F34
(reciprocity) & 7120 % ot 22yt AR w=e ooFE d7F-53 <
Al A vpol o okFS tido® A A eon H RHE F
Hpo] @ oJoFE o] 587 Hoo] £ o §dg HEE Holi Stk A
d Atk oldd Mg 1¥F w v FTA A4 FA] #l=e] 37p-5
51 AA Aol we] o oFES EFAIL JAE THA AL SUTha B

o
il

T} 361)

357) AAH, 919 =1, 232-2334.

358) WA, ‘@0 FTA 87h-SaledAAne] vlo|o oo Agore ha =
2 O]-‘i}oqx}‘iﬂdﬂ Het=2 #1738 Al1s (2012. 9), 233H

350) A@A, 9o =¥, 233,

360) @5, 5%, AT, WAw AAEe Dd, aEd wa v, 0w 28
Mo}, shupnl, e%ele Ustebal, s, wulgslg el machesl, e,
seEe so] oo dlgen, §UaA Fawol WEHe] AfrddA A2

glol 7h-53 Q7 AR =dstgot 12 sl 7 H7-58 97 A
i % Amsl 498 hE 2EE s Sl Ched WA g 58 o

Ask AZRG: Ao H3 FAAL] EAYAES T AEH v, A}
34 A234 A43, 2016, 96‘3&)
361) 1A, 9e] =E, 2339,
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1) olwz2id A

oM 12]d & H(ever-greening effect) S A2 o] oFF ool A
AFEE = Seldg e R o 538 Aw 552 W 5359 ®MAE Y
A 2AR & olE 254 v s Hor FE 5315 FUhste] o ofsn
of w3t SHe] ASHer E&55H= adE kY As ©IH62)
Y o ofF s|7-53 AAl Ak stelld= old Ao F& onef o
Wy degs A= dA Fof Bl ookE S E5 %
< ook FES|FY Ee wAs|Ed oldel TEEW, Al42xe]
et EAg 5o dis] AR FEo| Jhsstth 37 AlA o] %
o Ed¥ 53 deiM= e5°] =7lssttt. o559 WA £
S E5el sAE ookFe AFEW, FESIE H2 A, S3dEA, o
22l 53d #d AR 5 AS0x2)2 A4Fe] sAAE el ARt WA
ol 7hest7]l wiel Hx e5T "Ey SRS Wl wHeR
= 538 W4 S50 &ttt

362) Aae, AlokiEoke ou 18] (Evergreening) 53] A3 FTA A, 224
AT A6H A235(2011.6), 159H.

363) LA AF FAEAZE 19SStk nldA YA E ol gt R 2V E
st EsiAl vt el Al AT F A= EA 9d 'early generic,
So dutxol AUy =2tk HA oA 'pseudo generic’olgtal Bt} (v}
Aol m=rol YdAUE A Ul AAME, SF=EAAE AT, A190%
(2013-20))
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373) 253, 919 =1, 4114,

374) 18 U.S.C.A. §1001

375) WA AbEl 2 20039 BMS ARAAA] Exe] FF3tolE 243t oo 4
3l FTCS Aol A7) digh 7w sg HHse AW IE1AS
AE&sto] JAZIasA T (253, 99 =i, 411H)

376) #7714, “Ssdxe} AUY AFGA Abolo] AAF et FAHAYA gt
A", Law&Technology A78 A3z, 6. (A3, ¢ =&, <l&)

377) wrEA, “ooR(BEgE) Y] et 5 R 34 HET, TH2EZ~, T A28
5.(2012.2), 2679,

378) “Preserve Access to Affordable Generics Act”

379) 15 U.S.C. 12. Public Law 63-212, 38 Stat. 730(1914)

380) ol ¥ FAE MY GOt WA BAE dvks FPS B 2@ + o
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= Wote Hatch-Waxman ActE 7fA st olgiat g7t S H¢ =
% ANDA 213 A oA FoHE 18099 =A2 Iuds A2A X Aok

nt
®

F g 484 Bw

A
A= v FAANYLI(FTC)E= A kAol IR F o7t #d v

AR A3 Sherman Act section 13822] Quko 2 3ol ALz} A

PAVES A 2@ FTCE 7L AT ek EAFE A 9

Mo #4sn 0 24 AV AT AZAAL Tl FAFEA Ak

SollAl Aok JFolATESS 2t AWt AH Y-S IAF FYe

W0l oE dee AndA Ut AT Felt 2Aehe A

o2 FAH (per se illegal) 0.2 7+ 4= Qi FAHBOEEH AAHF

Folw BelUAe AW B 4 Aoks AAe A0, gelyel
thar ghof AlE -, 919 = 559,

381) AlF 99 =5 6449,

382) 15 U.S.C. §1.

383) 9™ okAlsly] o] A (Quick Look Approach &-& truncated rule of reason)<
ez 9235 e 2 f1¥Ael 4 (presumably unlawful) ¥ ™ 17444 &
I YJss T FAL Aok st YT A vt e GFelnh (FxIE
s7b-535 AAALES} FAFAYYE -IAEFYIE FAo=E-, KFDC HA 3],
A= 3], 2014, 49.)

384) In re Cardizem CD AntiTrust Litigation332, F.3d 812(6th Cir. 2003). - oF
AZHGA Andrx7b 19951 129 309 A4 28 F X 54 Cardizem CDell o &}
o] # %= Paragraph IV ANDAE 21333 oo 53 A=) Hoescht”}F 1996
W 29 Andrxel gt S M LAEE Aot S A ATl AL Fold
19979 99 Hoescht®} Andrx Abolel gHe]7} o] Folxit}. & Hal|AdodA 53]
Hl e #HA ol Aol UAY, Hoescht?t Andrx Abolol Al 53| A A A ko] 4
g3 wj7hA] HAS EAEHA &= st 1 ti7FRE Andrx+ Cardizem CD
of Bk FDA FHE5US v Gy vid 434 EejE AFH7] 2 shaiTh 1998
W 79 302 AEAA 7 F3 T FDAS HEF59S 5% $o % Andrx
= AdlE oekE FAE A FUT

385) EAQ H#ZE Schering—Plough Corp. v. Federal Trade Comission(402
F.3d 1056(11th Cir. 2005)) AFA3} In re Tamoxifen Citrate Antitrust
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Y& (rule of reason)oll Yztstel AX| = Fol7t 2= W AAALTG 1
I AR = IAAE QAES ol Fgslo] s el ¢
olafjof = Yol 7#386)

et divkre dAwrEtgAl #de EF A dAEE dAHF FgE
AAQste= HEE BAJT

2}. Federal Trade Commission v. Actaivs, Inc387)

A2 w5 Feolo #FHE v AWgiEY 20139 Hx=2 Adst
Federal Trade Commission v. Actaivs, Inc. A& ol¥l Ho &

ou = Adth. 8 A FAH(brel Al =] A SfAF Afolo A A o o 3%
S8 Ads Ty 1 HAHORE o]FoA = AT T
AHA (legality)s  #Hdst7] Qe av%H= w5313 do AA
(antitrust scrutiny)”’} o= AEo] FFolA o|Fojxof dt=7}o] ok
ARd7ES AAE ol mAddiE el AAE ¥t 53 A9
Pz A8E 5 da 53A AATE BAAFARJ] AAS 7HAAL 7
ol AAAGAH ] EAgTE ol fRre®E REEE fntow B

|2 o]

92 YA AL AAE ALHAL FUL AY
(o2}

Litigation(466 F.3d 187, 193(2nd Cir, 2006))/‘}@ s°] ¢ dw ‘559 AAE
el A8 RS A Ao ey 5o e e e
AA5e el A ARk el ANy A g
AE 7HA A Y e 1 Hm’ﬂol A-dE & glota dds deEol

386) Valley Drug Company v. Geneva Pharmaceuticals, Inc.(344 F.3d 294(11th
Circuit, 2005)). AbbotAl= M HAH| S XEA Hytrin® ¢ terazon
hydrochloride ## 53] @A) Genevaiti 1993 H-E 19961 9] <oF&3}

HAE 4702 E-A ko] thg Paragraph IV ANDAE 213313t} oo ths] Abbot
A7 EF A %S A 715} Genevat Abbote E3|7F Wt EH AU EFH
faFolA 53 v BAESE DAY o E AUy A kAL AdlE o ekES

ZA37] A7FA terazon hydrochlorideE ¥ 83 oWl AF %= FA|3A] Zevs
RS =il B R e R = Abbott Aot FRL7HA wiE 450RtE & Xl%ﬂ l
= Fogh Apetoltt. Genevay S8 s|iEolA AT 501]‘: Ao EAE
SHA ¢Far & o] AleFS FA 5 FTC7F ool sk Al =<3} 2} 19991 8
doll FgejAl ks siAstaL HA ks =A5FAT

387) 133 S. Ct. 2223(2013)

388) reverse payment settlement S pay-for-delay settlement
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Abstract

A Study on Drug Approval

Patent Linkage System

Lee, Jin-Kyung
School of Law
The Graduate School

Seoul National University

The Drug Approval Patent Linkage System, in its essence, is a
pro—patent holder obliging the applicant for approval of a new generic
drug to notify the patent holder of the original drug and then
allowing the patent holder to take the steps to stop the infringement.
In the United States of America, where the Drug Approval Patent
Linkage System has been introduced for the first time in the world,
this system has been blamed for delaying the entry of generic drugs
to the market. By using evergreening strategies, the patent holders of
original drugs attempted and succeeded in lengthening the term of
their patents and it made generic drugs difficult to enter the market,
therefore making a monopolistic market for the drug and forcing the
consumers to pay a supposedly much higher price. And all this has
been attributed to hinder access to medicine. To cope with this

systematic problem, the US government has tried to legislate and

- 175 -



amend the related laws ever since the implementation of the
Hatch-Waxman Act of 1984, for example, the Medicare Prescription
Drug, Improvement, and Modernization Act of 2003 and 2016 where it
helped address many of the problems. However, it is still having
trouble dealing with problems such as authorized generics and reverse
payments which can practically lengthen the term of original drug

patents.

The Korea government decided to introduce the Drug
Approval Patent Linkage System by demand from the US
government during the negotiations for the Korea-US FTA (Free
Trade Agreement), and our system is largely based on the
counterpart of the US. Because of this reason, the system has been
under fire ever since its conception; it 1S nonsense to implant a
system of the world's biggest pharmaceutical country where small
generic pharmaceutical companies are holding a large majority in the
drug market and the system itself has its flaws and weaknesses to
deteriorate access to medicine in general. The Korea-US FTA went
into effect on March 15", 2012 with a 3-year grace period for the 9
month stay of marketing approval clause. This thesis aims to
evaluate Drug Approval Patent Linkage System after about 3 years
of its full implementation on the systematic contribution to improve

access of medicine.

First, this thesis looks into the US Drug Approval Patent
Linkage System from a historical perspective - 1its background,
implementation, and the legislation and amendment of related laws -
and then delves into the recent precedents of the US Supreme Court
on this matter. This will offer the sources to allow deeper

appreciation on the original system and therefore implications for our
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system. Second, this thesis examines the controversial i1ssues aroused
before the implementation of system. Many expert commentators
expressed their concerns with this system implemented we might end
up with such issues as much more weakened domestic pharmaceutical
industry, increased expenses for patent suits, practically extended
patent term and undesirably worsened access to medicine. This will
provide the criteria for later evaluation on whether the system has in
fact aggravated Korean pharmaceutical environment in general or it
has a positive influence. For this evaluation the thesis gives the close
review on the amended Pharmaceutical Affairs Act and analyzes the
assessment report issued by Korean Ministry of Food and Drug
Safety. Through this evaluation, the thesis suggests the methods for
the system improvement: amending the related laws to correct the
flaws in the system, prompting generic drugs to enter the market
without delay therefore improving access to medicine, excluding the
bio drugs from the system and expediting biosimilars’ entry to the
market, and strengthening the role of Fair Trade Commission and
inducing more stringent damage regulations to deter authorized
generics and reverse payment settlements which are all blamed for

practical extension of the patent term.

As of the end of 2017 the negotiations have been on for the
Korea-US FTA Amendment and one of the main topics for the
negotiations 1s about the pharmaceuticals. This means that some
changes might be made to our Drug Approval and Patent Linkage
System in the near future. This thesis finds that both Korean and
US governments are trying to correct the flaws of the system and
improve it to encourage the development of new drugs and promote
generic drugs to the market to provide the medicines for cheaper

prices and their directions are almost identical. Therefore, only
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remaining tasks for the Korea-US FTA amendment negotiations
seem that both governments corporate based on reciprocity principles
to find a reasonable meeting point from where they can project their

common aim to the system.

keywords : Drug Approval Patent Linkage System, Authorized
Generics, Reverse Payment, Korea-US FTA
Student Number : 2012-21311
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