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Abstract

I . Background and Purpose

[] Background of this study

O In the aftermath of Hanmi Pharmaceutical’s successful development
of a new drug, Korea’s pharmaceutical industry is in the process
of evolving into one that can develop and export new drugs, but
still the financial burden of consuming expensive medicine exists.
Given the fact that the Korean government regards the pharma-
ceutical industry as one of Korea’s future engine for economic
growth, research from an institutional point is needed to support
the industry’s vision and development of a logic on compulsory
licenses for accessing to foreign drugs below the market price is

needed.

O Through the Korea-US FTA, notification to the patent owner as a
protection mechanism and the approval-patent linkage system was
introduced to Korea’s patent system. Since the main part of Korea’s
pharmaceutical industry are generic pharmaceuticals, however, consi-
deration on how to reconciliate the overly patentee-protectant
Korea-US FTA system with a system for protecting generic pharma-
ceuticals is needed to strike a balance between drug developing

and generic pharmaceuticals.



O If previous studies focused on developing legal reasoning on how
to acquire foreign drugs below the market price by exceptions of
compulsory licenses, this study in addition proposes on methods to
legally protect the patents of new drugs in order to invigorate the
R&D of Korea’s pharmaceutical industry and suggest a funda-

mental legislative direction.

[ ] Purpose of this study

O This study reviews the international protection system that can be
applied to patents on new drugs developed by Korean pharmaceuticals
and in turn proposes a legal system for the invigoration of the

R&D of the pharmaceutical industry.

O Considering that the purpose of drug development is to cure disease
and keep healthy, the ultimate goal of this study is to review the
international norms on pharmaceuticals to enhance the access to
newly-developed drugs, and evaluate and improve Korea’s pharma-

ceutical system.

O This study aims to propose methods for the improvement of Korea’s
drug patent system for pharmaceutical R&D innovation and advance-
ment of access to drugs. First, it will review the approval-patent
linkage system and its accompanying experimental use exception,
patent term extension and data exclusivity for the purpose of pharma-

ceutical R&D innovation.

O For the advancement of drug access and the reform of the compulsory

license system, this study will analyze the main issues of the



TRIPS Agreement and negotiations on its revision, and propose
methods for the advancement of drug access and the systematic

reform for strengthening competitiveness of new drugs.

II. Main Contents

[ ] Approval-Patent Linkage System

O The approval-patent linkage system 1is the institutional support
introduced by the Hatch-Waxman Act that includes innovative
measures for the protection of new drug patents and the early

market penetration of generics after the drug’s patent term expiration.

O Vast amounts of funds and time is needed for new drug development.
The purpose of data exclusivity is to bar the unfair free-riding of
generic pharmaceuticals by prohibiting for a ceratin period the use
of the drug’s clinical trial data that a pharmaceutical submits for

the market approval of a new drug.

- Considering that Korea’s pharmaceutical industry is more focused
on manufacturing generics, the approval-patent linkage system can
virtually extend the patent term of foreign drug patents, minimizing
the harmful effects of the amended Pharmaceutical Affairs Act is

needed.

[ ] Data Exclusivity

O Data exclusivity, in the broad sense of the word, can be broken

down into two concepts: first, the prohibition of generic pharma-



ceuticals using data submitted by the patent owner without the
owner’s permission (data exclusivity), and second, monopoly protection
by the approving authority for a certain period by refusing to
approve drugs submitted by other pharmaceuticals (marketing ex-

clusivity).

[ ] Biopharmaceuticals and the Approval-Patent Linkage System

O Korea’s Pharmaceutical Affairs Act does not differentiates between
biopharmaceuticals and non biopharmaceuticals in its approval process,
therefore the current pharmaceutical patent registration notification

system also applies to biopharmaceuticals.

- There are differing views on restricting the sale of biopharma-
ceuticals. Considering that biopharmaceuticals were not under the
scope of the Hatch-Waxman Act at the conclusion time of the
Korea-US FTA and are also not under the current US PHS Act
(Public Health Service Act, or otherwise the BPCIA), Korea should
approach the Korea-US FTA’s approval-patent linkage system
carefully.

[] The Implications of the TRIPS Agreement for the Improvement
of the Access to Drugs and Reform of the Compulsory

License System

O The original goal of the TRIPS Agreement regarding technology
development and transfer for the improvement of access to drugs
is to reconciliate the rights/obligations of the patent owner with

the rights/obligations of the patent user.



- On the reform of the TRIPS Agreement in regard of development
and transfer of pharmaceutical technology, developing countries are
arguing for the amendment of the relevant provisions, whileas
developed countries claim that the protection of IPRs is crucial to
technology development and therefore are against amending the

TRIPS Agreement.

O By providing for safety measures like compulsory licences that can
limit patents, the TRIPS Agreement gives the flexibility to protect
public health to states.

- Theoretically, the TRIPS Agreement does not limit the scope of
which compulsory licences can be activated, and uses the term
“Other Use Without Authorization of the Right Holder” instead of

compulsory licensing.

- But in reality, these mechanisms are not working properly, and as
a result, many developing counties experienced public health crises
during the decade-odd period after the entering into force of the

Agreement.

O The WTO declared through the ‘Doha Declaration on the TRIPS
Agreement and Public Health’ the need for the effective protection
of compulsory licensing, and provided through the ‘30 August
2003 WTO decision on the Implementation of Paragraph 6 of the
Doha Declaration on the TRIPS Agreement and Public Health’ and
the 2005 ‘Decision on the Amendment of the TRIPS Agreement’ a

supplement to the principle of domestic licensing.



[ ] Resonable Improvements to the New Drug System

O The innovation of the pharmaceutical industry is crucial to the
wellbeing of mankind, and there is a consensus on that is should
be sustainably developed through international competition. For
this, R&D should be invigorated and its results be adequately

protected and used.

- Many domestic pharmaceuticals are struggling to invest vast amounts
to R&D to move forward in new drug development, but are still

at an inferior position in the international market.

- The approval-patent linkage system introduced by the Korea-US
FTA should be evaluated though the view of securing the compe-

titiveness of the domestic pharmaceutical industry.

O The protection of drug patents are on the one hand beneficial to
the development of new drugs, but on the other restricts the access
of low income brackets to drugs by allowing the monopolized patent

owner to set high prices on drugs.

- There is the need to go beyond the current controversy on patent
protection and innovation and find methods for the flexibility of

the protection of IPRs from the perspective of human rights.

- The international negotiations on public health and compulsory
licensing are the ongoing process for finding the balance between

the private interests of the patent owner and public health.

- In the case of the US, compulsory licensing is not provided for

in its Patent Law, but there are provisions in other acts that bring



the same effect as that of compulsory licensing (e.g. the laws on
the use of air pollution technology for public heath and welfare),

which has implications for the relevant legislation of Korea.

IlI. Expected Effect

[ ] The establishment of the international protection legal system
of pharmaceutical patents and the improvement of the relevant

legal system

O It is anticipated that trust can be built up by strengthening Korea’s
responsiveness to the various relevant treaties like the WTO,

WHO, WIPO and FTAs.

O Strengthening the fundamental research on public health, trade and

IPR protection.

» Key Words : pharmaceutical patents, new drugs, generic drugs,

data exclusivity, compulsory licensing, access to drugs
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5. Where a Party permits, as a condition of approving the marketing of a pharmaceutical

product, persons, other than the person originally submitting safety or efficacy

information, to rely on that information or on evidence of safety or efficacy information
of a product that was previously approved, such as evidence of prior marketing
approval in the territory of the Party or in another territory, that Party shall:

(a) provide that the patent owner shall be notified of the identity of any such other
person that requests marketing approval to enter the market during the term of a
patent notified to the approving authority as covering that product or its approved
method of use; and

(b) implement measures in its marketing approval process to prevent such other persons
from marketing a product without the consent or acquiescence of the patent owner
during the term of a patent notified to the approving authority as covering that
product or its approved method of use.
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A3 A ShENAA D AR

53] £5717e AT HEY datel disiAE 53 A0z
- A3zl A ApAlE] A sk i, 2 gy SOl deid = S35
A

A 9521640l 1A 5} L
M3 oILSvey 2 AlESHE
1. 7] =

7}. \)=r2] Hatch-Waxman Act

(1) Hatch-Waxman Act2] 7H&

7He #18 AFE st d9E HEAlE Eue Zlo|th168) Hatch-
oF Akt AdE Ao olldFE =Ry SR
T AAA gPo= vidE A o]t)169 Hatch-Waxman
AR}ol| A= 7ol Al 2F21 % (Abbreviated New Drug Application,

rir
>,
g

Waxman Act
cEEREE
=3
-

Act= A|H

164) A|952(3]7Fsol wE E&7]3to] AdE B9 53 a=) A90xAl43t el
ugl 5@ EE7|o] A 5dEe aYe 1 AFEEY olfrt | Ut
o MAEAE s7ksel o %Zﬂﬂl tsto] 5749 §=7F AstolA U= A
Folle 2 &= AREHE 3l B3 2 Al & efoll vt m T

165) &4, «&F - W] FTAS] °]oF& 317}—%31 AAA =, A3 A A5, et
HEAFS], 2012, 183-184H.

166) = 5310 Al89x WA A3zl AE 559 57|t AFA s o] ¥
B =98 Aotk

167) 35 U.S.C. 271(e)(1).

168) 35 U.S.C. 271(e)(2)(A)

169) Amy Stark, “The Exemption from Patent Infringement and Declaratory Judgments:
Misinterpretation of Legislative Intent?”, 31 San. Diego L. Rev. 1057, 1060 (1994)
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o]3} ‘ANDANAIZE T3t Aulg oJofEol &3k Al s
g3l Wb, AoF Ao dsiE 53d E=57130e JdAFsa
dufs 7t A% @9 1 AAE HAlE BHe ARE gste] AT
dee S FHH Vles 7ML k10
(2) Hatch-Waxman Act®] $Hu]7
1960 o] AP ooFFe] XA FAE AHEUHE <Qlst

of, o]oko] Alzxzun) SUtAA L o) kFe] fFadH bl diF

A AR HI7E7E e E AT ook §17F A o Wishe o ok

712 93 29713k F7FE g ekdh 1980d Y] XolE v

2 9] oF - QF A 51 (Food and Drug Adminstration, ©]&} ‘FDA’)ol| 4] <] oF

= o7t Q¥ TRkl HAF FUbete] S =57k At

s Fshs 7R AR E e Sl o] 27 54924.17% Solaler 1A
i A

7] 9% AR WS ST

170) Katherine A. Helm, “The battle over global drug markets: enforcement of pharmaceutical
patents in the United States, Europe and Japan”, Journal of Intellectual Property Law
& Practice, 2009, Vol. 4, No. 1, p. 40; ¥4, «o]oks|7lel w3 A g54dA
(data exclusivity)®] L2 TEAHE 2015-12, 22,

171) YA el o3k 2T AK1956), & =rlol=o] H7FA (AR < Zo]
Sl 71¥gole] E4k, ol &8 MEFIRIE (1961), ARl <& 2k ol (1965), <l
A ZRE o7 AE A (1967), S Yol o7k deo Aol(1968), 7=
ol ofgh ol HAFAAA Fel(1970), =9 T FEHEAYZ] FHFA

o3k o]dolo] YEHAFE TGHZF (1975), oty # 8o o3 ol YER
AP A (1977) 5. 2AZ], AW, <31 FTA 2% 3753 dAARE =
Jo= g #AH ANYg L 03%01] ek 1@, THIE AT AR A, S
ghal, 2015, 4180 (5= 35) A&
172) A2, AW, “gm] FTA 4 P 87538 dAAE =go= Qg Ay
MR D 1 sk ek mF THEA T A 26PA 1S, %‘a‘tﬂ@ﬂ, 2015, 418,
173) ZXHN AW, «ghn] FTA 9oFF 37538 dAAE E9o= 1% #=xy

N D 1 gk ek g "HIA T A26dA 15, Zeidhal, 2015, 4189,

174) 3= 1 2R 71l Wi =, Alsle, “s-2uhe Aok Al
ot =g ST AAAES] AR, rekeby e, Al437(3h), 2014, 1087
il 5, 817k-535 AAAE WESHe] AE, <kehiel, Al447(8h, 2014, 390%;

dEel, <% 1 FTAC] oofs 3753 AR, A4x A A5z, o
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A 3A S7REFAA W AR5 HA

331 Bolar AFA 2] 14 34 0]
= AAs7] gste] 24 Baol

A7h ohebs ulge Zaehs

2= 5 93] o] ARFS WA o
Q7] #Ao Bolare] 3l A& o]

9] Hatch-Waxman ActE F3}

b L
>,
oo

A q19)
HAES FHA43H3 Bolare] Al = 539 Halol sigsitts 24
= W ol#1d CAFC &4 7|9 fod W& ks s= A
©]7] uwj<toll Hatch- Waxman Actol]l ¥& ¥ FAR GA Sl Al 4 Zhsh
=3y =4S FEetA HAo A, AlvlE 4R FDA F7HAIA
= 9g A HE7E ofyARE, Al AA7E 58 Aleke] 5357
b = FDA°l 3§75 A Hsh= AL 53¢ HA= st =3
olof -ty = Hbel o] AE FAHEE oy JHA A= 2 HA)

Hatch-Waxman Act= E35]H £57]71e] A0 olyg; E35]of 7|

2814 ge T2 Hdd ddeln Be e T «a, 7
%9 o|ofE Hrt Amel oste] SHARE o] g5HA Yrietn tr
@ TRO A BHNS FRY 5 AR TP Aok F, A

2 AFE], 2012, 184,

175) Bolar &2 3 o]3]9] P2 vif- FH| 2 AoRA B =Fo ol HFa
ATt gk o] 24| = Alfred B. Engelberg, “Special Patent Provisions for Pharmaceuticals:
Have They Outlived Their Usefulness?”, 39 IDEA 389 (1999) #kil.

176) AUIEl ook HdA7E 53 71%F Fol FDA 3{7tel] ok dHoly +3d& g
Alge 55 Hallzt ofd Ao=® ket 11435 US.C. §271¢e)(1)}, AUE <
oFE AAI7} B3| Ak 53 7|3 F FDAC F7FE AAs= AL 55 =
HESHE M {35 US.C. §271(e)(2)}, ANDA AxE =3t 714 {21 US.C.
§355(G)(1)}, M=ZF FaAdFNew chemical entity, NCE)ol| thdt 5132 A H5dA
Fof A {21 US.C. §355(c) B)E)Gi)}, A o] FF AAle] ANDA A% F 45
ollell 53|@A7} HalA%S A|7]16H4A, Paragraph IV ANDA &7} A=k7F 30712
A2 s AAEE 421 US.C. §355G)(5)(B)(ii)} &

177) o1=€A4 A ¥% Hatch-Waxman Acti= W|=2] oz WHEo| wd= A HAct 15
U.S.C. Commerce and Trade §§68b-68c, 70b; 21 U.S.C. Food and Drugs §§301, 355,
360cc; 28 U.S.C. Judiciary and Judicial Procedure §2201; 35 U.S.C. Patents §§155,
155A, 156, 271, 282.
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8- (New Chemical Entity, NCE) =3 7178) 51, AlJAA]E (New
Clinical Study) =73 #179 3\, 3|7 2] k% (Orphan Drug

“
d, aoblddd Sdds) oY, Hx AdE ofofkn S5

A

=

|

Ul SEels A dA7E 53517130 Fell FDA 57kl A
Heolel 8= 913 A9 5519 A7t obdehs A= S
A2712 (@()sHa AVl GA7E S81alere] 535714 FDAC]
s7he AAse e S99 AHslE g ske #AEE S A

2712(e)(2))189°] 3L}

U

J{m
ol
-

(3) Hatch-Waxman Act] 7|4
1) 7H78e] 44

2002 79 vw=r AWE7 A 2 9] 3] (Federal Trade Commission, ©]

178) 21 U.S.C. §355(c)(3)(E)(ii)-§505(b)(2), §355(G)(5)(F)(ii), 21 C.F.R. §314.108(b)(2).

179) 21 U.S.C. §355(c)(3)(E)(ii, iv)-§505(b)(2), §355()(5)(F)(iii, iv), 21 C.F.R. §314.108(b)
@t (5).

180) 21 U.S.C. §360aa-dd, 21 C.F.R. §316.

181) 21 U.S.C. §355A.

182) 21 U.S.C. §355()(5)(B)(iv).

183) o]&fgt Al o] X5 Hatch-Waxman Actol] 93] =¢%F AL oy, v
= 53Ho] o} ml= A Fe]okEshdE el o3 AleEolth

184) 20051 W= A HHLLS MerckAH1 S F3te] M58 A2712(e)(1) 11748
°] FDA HdxE 3l Zast ARl 324 S Z(reasonably) T E o] 5&UHS
AAets BE ol A48E ¢ don, AFE AP dAKolnw H|E Ay
o2 APAN7E FDAC AE¥A Zuets el A4E A7) FA-el 9] s
How=tta FstSl vl Merck KGaA v. Integra Lifesciences I, Ltd., 125 S.Ct.
2372 (2005). Merck ARzde] Fhekel AL Faks, 2005 5 W= 58 5353t
A, A A AL 2120059 11935, 5317) 4-79H 3L,

185) W= 53H A2712(e)(2)(A)= AIE A7F FDACK dmfE 7t AA S sk ¥
A= BH&E st 5 A sty 5 AT Hee AE AV
U= AL At o] AL AsZtE 9 AEe Halle dej= st
EAoF Adzte]l Heolg et A9 RigHE 58dxrt SEAdaAE T
2EE Fote] 589S Halshes Aol Al HYstes AS andos 7
= 7 & §H7] fste] mhEE Aol
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A3A 75 A 2 AnEAd

St FTC’)e] HaA180)o] 9]&}H, Hatch-Waxman Act’} A& E o] %
2009 W F}F H=o Aol o A Anto]l AUY oJofEow T
A= RS Bk ol g} "Hi 2oFs Al W E o] Aol FA]

g8y o]y ek A-Fo|x E+3)al, Hatch-Waxman Act= AU|E 2
oFE Aol ANDA AlA el tigh Sadxte] Haiad A7|e]
9 S5UAS Az AUY FE Az FFom A% A

SopEe] FAAAY FA B3 e AE APl goiA whS vhey

st FA47F A 71E AT £33 2002 d 7€ FTC KA = 1838 A4
52 FAFHoRE AASHHA H= 939 Hatch-Waxman Act® 7§74
S HaslglT)1ss)

23t 7Hg gatoll F-8-8ke] W= 9] 3]<= Hatch-Waxman Act®] 4+
Y825 WHS= Medicare Modernization Act!89E ‘&3}A]| 7] 2003.
2.8. F-A] tlEHo] Hels 52138t Medicare Modernization Act™
Orange Book®l sAsle= 539 WHE Wes| stal, 30 Month Stay
= T &8, 1809 A 7|zt g A 23 N T T8

g0 = st Qlrh190)

[E—

186) Federal Trade Commission, Generic Drug Entry Prior to Patent Expiration: An FTC
Study (2002. 7.)
https://www.ftc.gov/reports/generic-drug-entry-prior-patent-expiration-ftc-study(2016. 7. 8.
HEHE).

187) Elizabeth Stotland Weiswasser & Scott D. Danzis, The Hatch-Waxman Act: History,
Structure, and Legacy, 71 Antitrust L. J. (2003) 585-586.

188) 744, “d - 1] FTAS 9|oF% #7153 AAAE", A4 A A153, o
W E LS, 2012, 1879,

189) Medicare Prescription Drug, Improvement, and Modernization Act of 2003, Pub. L.
No. 108-173, 117 Stat. 2066 (2003).

190) &=, «“3 - 1] FTAS] o|efsF |7h-535] AAARE", A 43 A2 A153, g
W AbE], 2012, 1879W; A{HE, “AloFEoke] owaEld 531 FTA A, T
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2) Medicare Modernization Act®] W&
@ Orange Book 53] & Hele 853}

Medicare Modernization Act- Orange Book®l G A3t 539l W9

Ws k) 54 745d S8 =, E(Drug Substance),

Gl

)= (Drug Product), -8-%=(Method of Use)ol| w3t 55 =2 3stAstar
S35]o Ui /MdES Wes] AT 53] =% (Drug Substance)©ll
A A7 HAE B (Polymorphism) 5359 A folE WHES

(Process patent)’} oy} @5 =& U9 dA 271 &
5% Aol A7 7bede sk th192) ohRE packaging, me-
tabolite, intermediate patent &+ 5 A /oA A<l th
Lo *01;‘4}}7} #Hd 59 E {MEOH SAE o A=AFY &
1o

587t Age S8 4

@ Ssdsiangoelr % AdE e Be

Medicare Modernization Act> A Ulg] o ek% & 719 3071€E A5 A
230 Month Stay)Z 13|82 &A4ataL drh19 AEZe 55 SA=
o] 2d 9 EAES B U AuE GRFe AP ES A AA

A2 A 2kA T, A6d A2F, 2011, 161.

191) #Hdu]of, «u=a Ffurhe] o) ok S|7F-538] AAA L, ToFA|8rE] A, 387
33, 2008, 209-211'4.

192) ¥Hau]o}, «ml=ra} Ffuprho] o) okE {7F-538] AAA L, ToFAI8rE]A],, A|38H
A33., 2008, 210,

193) ¥du]o}, «ulr3 Ffurhe] o|okE B|7F-53] AAA L, "oFA8rE] A, A|38H
A|3%, 2008, 210%.

194) Medicare Act §1101(a)2)(A)()M°l 23+ 21 U.S.C. §355()(5)(B)(iii), Medicare Act
§1101(b)(2)B)D)° 2]38te] 21 U.S.C. §355(c)(3)(C) 214,
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A3 A s AA R AREHA

71 o Le]d o] s E WAsH] flste], k1] ANDAC i3] 30
M A AA = Rt 7hsskAl H A1)

Sk Avle QA= paragraph IV ANDA A1 & 71 A A7} 55
HAtE FAE FDARN-E W 209 ool NDA &*|xteh 53
Al Al Al g SAE @flof oo s 7F AF T4 § 45

A ol EHAAN HH2ES A BE A HrbE Ad5A

=thHd ANDA

o}
4
A7 5 o S84

St A%5S SEAWD AW el Declaratory Judgment(5-3] % 8l &=

rl

Qlsk &l Al B4 gl HH)E & 4 A1)

@ 180 =] A

Medicare Modernization Act< 180¥ =4 7|7Fe] 7]AHL S AES A
= EAlete &2 51199 HE Al dufxrb 1804 o] =54 711HE
FH o Q=S ofar hrh20 E=3 T2 1809 SRS 2t A

195) ¥au]o}, «ml=rap Ffvtrho] ojokE {7F-538] AAA L, ToFAI8rE] A, A|38¢
A|33., 2008, 210™.

196) Medicare Act §1101(a)(1)(A)el <]k 21 U.S.C. §355()(2)(B)(ii), Medicare Act
§1101(b)(1)(A)°] £J3F 21 U.S.C. §355(b)(3)(B).

197) Medicare Act §1101(a)2Q)(C)°ll €3+ 21 US.C. §355()(5)(C)(ii), Medicare Act
§1101(b)2) (D)ol 213+ 21 U.S.C. §355(c)(3)(D)(ii).

198) Medicare Act §1101(a)2)(C)°ll €13+ 21 U.S.C. §355()(5)(C)(i)I)(bb) % 21 U.S.C.
§355()(2)(C)(i)(IT), Medicare Act §1101(b)2)D)°l €3+ 21 U.S.C. §355(c)(3)D)()(I)
(bb) & 21 U.S.C. §355(c)(3)(D)()(II).

199) Medicare Act §1101(a)(1)°ll <] 21 U.S.C. §355G)(S)B)(iv)(I) E 21 US.C.
§355(G) (B)(iv)(II)(bb), Medicare Act §§1111-1113.

200) HHH o}, «m st FHurho] o) ok B 7F-535] AAA L, ToFA|8rE] A, A|38H
A3E, 2008, 2111; 58, “Alokiopo] oW 1ed 53 dgd FTA A7, "#]2]
AT, A6 A23, 2011, 161-162WH.
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AL Aok tisle] HEZE ANDAS AAsY F7ts we A2 &
A

AAES 73t Aok AE= FDAOl Fwi3]7FE A1 (New Drug

Application, NDA)3H -5 Aleke] QA (safety) 2 & -84 (efficacy)=
Yoot ARE AEstodoF o, sid Aok AHE S5 E(53F
HS, 5377 vted 5)E AT  qlrh.2n

9,
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2
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X
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2,
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2
it
ol
ol
£
o
2
=
-
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3
Z
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ro,
o

fols 587t &

Al & AEFsHA &=
A%, FDA s7bdate] FAE 91e Aolth A3s, “@=d 8)7h55 Az wel
Aol AdlE =4 Fof o, rasty)Eat W, Al3E AllE, 20126, 1029
(12). 2 BA= Aok &7 dxbel A2 gl gsias AESA ohaih,
T-A A U-§ =42, Shashank Upadhye, Generic Pharmaceutical Patent and FDA Law,
Thomson West (March 22, 2014). §§ 6:1-:22.

202) 21 U.S.C. §355(b)(1)(G).

203) 21 U.S.C. 355( i )(7)(A)Gii). W5 FDAS] A=Al Orange Book AFo]E <http:/www.
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H AJA oA F thste] FDAE HERE AESHA| &om, A7 &
At 79 Aoz Mol A ddstAl F 204

NDAGSl W2 ofofiol w3t 53{7F QA Ho] FAEH, 1 o
ol thek Ay ojokEel gk s{7tell thek FDA HAfol| ddt 4
e HAA HER, ougt 557t LAl & FAE=A] o R b
¢ Ta3 Aotk EE Y 537F SAEE AL obuth FDA
= LdlX R TAE F de 559 TRE €I AT AERE
TS 2003 3ESERITE205 FDA At el o8, ofofEe] fradit
of #3t SAES, oJokFe] AF W A #3 55 H o ofEe] A}
SHHEI S 2000 gk Esirto]l A F FAE ¢ LaL207
o opF o] AZM, 2, drMbE e A #8 S8 &
A x| Hol A2 4 gIrF208) T3 Medicare Act 2003°] &3] Ay €
ooksol| gk 2kl Al eks] 71417 (Abbreviated NDA, ©]3} ‘ANDA’)7} A
=4 o] NZEo] EFE L UAE sASE AL Bl 5209

fda.gov/cder/ob/defaulthtm> 31, QIE|Ylo] =915 7] o]He|= FDA”} ¥3tel= A
A2 Eeke] ElE A=, T AAke] FA o] /A o]o] A ‘Orange Book’ o] 2}
=] AT AAkE, < s7k-58 AAAEA e Ay =34
ol o § rakelrleat W, A3 Al1E, 2012.6, 1037,

204) &), “&=9o oJokE SIS AAA AN AY AFEHAES] =Y I
Aol Bg A, ALY ATt A9 A4, 2014, 105H.

205) Department of Health and Human Services, Food and Drug Admin., Application for
FDA Approval to Market a New Drug: Patent Submission and Listing Requirements
and Application of 30-Month Stays on Approval of Abbreviated New Drug Applications
Certifying That a Patent Claiming a Drug Is Invalid or Will Not Be infringed, 68 Fed.
Reg. 36,676 (June 18, 2003), (©]3} ‘FDA Notice”).

206) "= E3A Lo A= X =W H(method of treatment, method of using a drug) 7
Fol QAR ANL, vl% S ATR(()S AL dRANE A 559
Solddafel mE HallwA L= i Sol il Alelstar 917] wiiel
oJatel Sy rE AR 53z st AFAow AFe Wil 9= AL of
Utk e, ol 2¥at Se)7, THIAPE, Al Al435(8), 2004, 4017 )8t

207) 21 U.S.C. §355(b)(1); 21 C.F.R.§314.53(b)(1).

208) 21 C.F.R. §314.3.

209) Medicare Act 20039 w2} 7l“d % Hatch-Waxman Actt= 5743 AuE o oF%
742 oA %ol SAE 552 7122 oo 3009 A% FRATE 2E 15
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222) 21 U.S.C. §355(b)(2).
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(2) 53155 SA9 53 <15 A(Patent Certification)

Hatch-Waxman Act S}ollA] AU A= ANDA % 7f=FaleF &7}
AFS T o Ao ekEy AHE ek A 5 EFAA 5
of that &3 & 47k F72 95 AM(certificate) & SIS A,

71 A skl A|Z=slo]oF 3Hr} 228)229)
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WA Fol] SAH o] A e,

225) U.S. Department of Health and Human Services, Food and Drug Administration,
Center for Drug Evaluation and Research (CDER), Guidance for Industry: Applications
Covered by Section 505(b)(2) (1999. 10.) ©]3} ‘505(b)(2) 7Fol==2}Ql “http://www.fda.gov/
downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm079345.pdf
(2016. 8. 8. HF ).

226) &9, & - 1] FTA®] °|efF 8|7F-53] AAAREr, A2t deg Al15s, et
W ALS], 2012, 189,

227) FDA 9] 505(b)(2) 7Fel=2}3l 6 =

228) &4, «“& - 7| FTA9| o]okF 5 7}.5 AAAE, A3 AL A5, o
WAL, 2012, 190%; A4 3], “v]=r Hatch-Waxman Acte] 83} ©]3)”, "FDC "
A AT, A9H A2S, 201, 65H.

229) dH, A 8 mAe LAllX|E FAlE 537F AR #et 53w 7}
A4 g ofokEe] fxet thE A5l A= F vk ANDAS] A9+ 21 US.C.
§355()(2)(A)(vii) (I)-(IV)°]aL, 505(b)(2)3] 7} A7 <] %%oﬂ% 21 U.S.C. §355(b)(2)(B)
ojtt. A+, «“gk - "] FTAS °oFF 37k-538] AAAE", A4 3 Ay Al155, o

SHH P A}E], 2012, 190,
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AFo] FT}.233) Hatch-Waxman Acty= AU|g G A}7} ANDAQ} Paragraph
IV ASME A=steE s B4 538l (Statutory Act of Patent
Infringement) = {F53ghth234) s 122 IV JISAME AET §7F 4

N

230) d=4, «“& - 1 FTAS ook s|7h-535] AAAE", A4z} AL A5z, i
AP ALS], 2012, 190,

231) ANDAS] - 21 US.C. §355(c)(3)(A), 505(b)(2)317F AlAe] H9-ol= 21
U.S.C. §355(b)(2)(B). Mylan Pharms. 268 F.3d, 1327, 60USPQ2d, 1578 3=

232) Shashank Upadhye, “There's a Hole in My Bucket Dear Liza, Dear Liza: The
30-Year Anniversary of the Hatch-Watchman Act:Resolved and Unresolved Gaps and
Court-Driven Policy Gap Filling,” William Mitchell Law Review: Vol. 40: Iss. 4, 1307,
1316 (2014).

233) A&ol, “gk=o] ofoFE TS AAA AN AY AFEHAES] =9

QAo B A, AAALE AT A9 A4S, 2014, 1069,
234) 35 U.S.C. §271(e)(2).
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|8H9, Hatch-Waxman Actell 7F74% Hiell ¢3lo] FDA= ANDA HE+=
505(b)2)37F A1 S 3071E B FHEST3Y) o]of T2 AuvYH 9
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235) ANDA2] 79 21 US.C. §355(G)(5)(B)(ii), 505(b)(2)3]17F A Aol A= 21
U.S.C. §355(b)(3)(C).

236) ANDAS] 79+ 21 US.C. §355(G)(Q)B)iv)D), 505(b)2)3]7F Ao 7$ol=
21 U.S.C. §355(b)2)(D)(ii).

237) ANDAY] 79 21 U.S.C. §355()(5)(B)(ii), 505(b)2)3]7F A138¢ Ao+ 21
U.S.C. §355(c)(3)(C).

238) ANDAY] 7Z-$- 21 US.C. §355()(5)(B)(iii), 505(b)(2)3]7} A1H <] 7490
U.S.C. §355(c)(3)(C).

239) 754, «3k - u] FTAY 9oFE 37b-538 AAA L, A4 Ag A155, e
HE|ALE], 2012, 1939,
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U.S.C. §355(c)(3)(O).

241) ANDA®2] 7% 21 US.C. §355(G)(5)(B)(ii), 505(b)(2)a]17} A Aol A= 21
U.S.C. §355(c)(3)(C). Shashank Upadhye, “There's a Hole in My Bucket Dear Liza,
Dear Liza: The 30-Year Anniversary of the Hatch-Watchman Act:Resolved and Unresolved
Gaps and Court-Driven Policy Gap Filling,” William Mitchell Law Review: Vol. 40:
Iss. 4, 1322 (2014).

242) A&, “gkmo] ofoFE STLEFHAAA LA AY AFEHAES] £ F
QAo w3k A, AR A5 A9d A4, 2014, 1079,

243) HFEA], «ofobs|rel T Am =4 (data exclusivity)®] iLZE?, TEAWE,

2015-12, 13W; A &), “gk=ro] ookF 7S AA A LA xﬂLﬂEl A A= A
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244) ZE, < -] FTAS] oJoFE 87k-53] AAA®E", A3t A8 A5z, fdd
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HE]Aks], 2012, 1939,

247) Elizabeth H. Dickinson, FDA's Role in Making Exclusivity Determinations, 54 Food
& Drug LJ. 195 (1999); Adrian Zahl, Pharmaceutical and the Law: As Patent Laws
Converge, Attention Shifis to “Data Protection,” 13 Metropolitan Corp. Couns. no. 2,
24 (2005. 2.)

248) Erika King Lietzan, A brief History of the 180-Day Exclusivity under the Hatch-
Waxman Amendments to the Federal Food, Drug, and Cosmetic Act, 59 Food & Drug
L.J. 287 (2004)
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QAo gk A, A A5 A9d A4, 2014, 1079,
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Medicare Act 2003 ¢J}lH FHZE ANDAE A
(first filer)< 180 AUl oJoFE & 2l
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complete)258) ANDAE A= F U= ol Ay 1H=Z IV 555
Mol B AAAHo R 9HF ANDA A3 BE AlAeloletal Ao
alar dt259) weba] Medicare Act 20032 2] L IV 55| Q54

254) &9, «& - H FTAS] o|ok% s7h-538] AAAE", A2 dg A1s5s, gt
W ALS], 2012, 1949,

255) AFY, «& - 1] FTAS] 9| oFF 37R-53 AAAE", A4 A A5z, g
W2 AL3], 2012, 1944,

256) =9, “gk - 7] FTAS] 9¢kF 8753 AAAE", A2 Ag A5, g
H2ALS], 2012, 194,

257) 21 U.S.C.§355()(5)(B)(iv)(I) (2004).

258) “AHAH o T hgkrolgt= gojd tisiAle «oofE el Has BE A
ZotEo] oL, AHEA AEVE 7bed v 9 R As
o] At} 21 U.S.C.§355(G)(5)(B)(iv)(ID)(cc) (2004).

259) 21 U.S.C.§355())(5)(B)(iv)(II)(bb) (2004).
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261) A-&ol, “gk=o] ofoFE TS AAA AN A Y AFEHAES] =9 4
QAo ek A, AAAE AT A9W A4S, 2014, 108-1097.

262) Shashank Upadhye, “There's a Hole in My Bucket Dear Liza, Dear Liza: The
30-Year Anniversary of the Hatch-Watchman Act:Resolved and Unresolved Gaps and
Court-Driven Policy Gap Filling,” William Mitchell Law Review: Vol. 40: Iss. 4,
1324-1327 (2014).

263) 21 U.S.C.§355()(S)D)()(T) (2004).
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265) 21 U.S.C.§355(G)(S)(D)(1)(III) (2004).

266) 21 U.S.C.§355()(S)(D)(MHAV) (2004).

267) 21 U.S.C.§355()(S)(D)(1)(V) (2004).

268) 21 U.S.C.8355(G)(S)(D)(M)(VI) (2004).

269) Shashank Upadhye, “There's a Hole in My Bucket Dear Liza, Dear Liza: The
30-Year Anniversary of the Hatch-Watchman Act:Resolved and Unresolved Gaps and
Court-Driven Policy Gap Filling,” William Mitchell Law Review: Vol. 40: Iss. 4,
1324-1325 (2014).

270) 21 U.S.C.§355()(5)(D)(iit) (2004).

106



A 3A S7REFAA W AR5 HA

4) 5342 Foll dig A A7

A wA]9] Hatch-Waxman Actoll & g 18X IV EFQEAE
AZstHA A= oJekE 37 AHAE A=
A7 2 s DA 22l g A SlobE sske AFSAE A

A= FASte o dk= Al7lel @ske] WHIme]l Ao

e
2
ox!
r o
o
Z

o

>

31'4
—‘_l

& 7F A A ele] 1 F7F AAWE FolA g
Aot #este] RS 3 7d-%-ol = FDAO| EAGA

of @t} Aldlel oloFFE F7h Algele] ThE Edd wi S3AZA
of #3te] 2 NDA H7HaA B S5 AL o] FAE FAR 7
9 shels thA] A stele} drham)

5) 180 AME H4Ae] 74k

T1%ot 1809 & 7] %bo]

) 1
b EAE S AT wekd o BEAIZ s)d8] 918 Medicare

271) ANDAY] 79+ 21 US.C. §355()(2Q)B)(i)(D), 505(b)(2)3] 7 A1 A 2] ZH$-o+= 21
U.S.C. §355(b)(3)(B)(i), ¥<-°lli= “not later than 20 days after the date of the postmark
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been filed”etal A = o] St}

272) ANDA®] 7%= 21 U.S.C. §355()(2)(B)(ii)(II), 505(b)(2)3]17} 417 2] 7 F-o = 21
U.S.C. §355(b)(3)(B)(ii)
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274) Medicare Act 2003, §1102(b)(1).

275) o) FE Al A A EFE AGe] FE ujio AGE “$-3]  AY|E(flanking
generic)”’0|2}il F-27| % g} whAn|o}l, wx ¥} Ffurhe] o] ofE F 7HES A A A
=, "ofAlekE] A, A38E A3E, 2008, 210%.

276) Shashank Upadhye, “There's a Hole in My Bucket Dear Liza, Dear Liza: The
30-Year Anniversary of the Hatch-Watchman Act:Resolved and Unresolved Gaps and
Court-Driven Policy Gap Filling,” William Mitchell Law Review: Vol. 40: Iss. 4,
1350-1352 (2014).

277) vHdHlo}, m=at Ayrke] ookt S|7MS S AAIAE, rebAltE A, A38H AL
2008, 21194,

278) ¥ o}, m=a} Ajubrhe] o] ofsE S7FES AAA =, TefAlStE A, A38A A3
3, 2008, 2119¥. AGel #3fte] ®= FTC7} 2011 AG7F Al Al A= 43
of #sle] Wt FHF HIA(FTC, FTC Report Examines How Authorized Generics
Affect the Pharmaceutical Market, 2011) il
https://www.ftc.gov/news-events/press-releases/2011/08/ftc-report-examines-how-authorized-
generics-affect-pharmaceutical (2016. 10. 2. ZF 4 5).
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AfrEe golmela, B4/ Fo 92 5 e AAA oo g
2A7 AW, A HonE 3o A olole] Sel mAsnA
s AMY Qo] &8-S P AE

of Aave] 7k FAel 9w, Aol SJkE AFe] A AdY
ooFE el Fa% P A £ Yome FPFTL AGY W
AAH EAE AL AT BAst Y Aotk

2k A=l okE o] AE =% H (Biologic Data Exclusivity)

2010. 3. 21. 1] 3l9L 98 HT AL /Fe] dF28HO T Hlo]Q
ofokE 714 dA P 7 & (Biologics Price Competition and Innovation
Act of 2009, ©]3} “BPCIA”)282)S S A|F T o] S PHSA A|351%,
FDCA % W53 e 7W8stdA, 7|9 o] o) ofsfol| &5 5k283)

o]
SeAEooEBYO R HEES AW IIE 5T F de= W

= T [e}

279) FTC, Authorized Generic Drugs: Short-Term Effects and Long-Term Impact, 2011,
https://www.ftc.gov/sites/default/files/documents/reports/authorized-generic-drugs-short-term-
effects-and-long-term-impact-report-federal-trade-commission/authorized-generic-drugs-short-
term-effects-and-long-term-impact-report-federal-trade-commission.pdf (2016. 10. 2. &),

280) HHdnlo}, mj=rah Ajurke] o ekE S7FS S AAIA L, FefAletE X, A38A A3T,
2008, 21194,

281) Patient Protection and Affordable Care Act, Pub. L. Nos. 111-148 & 111-152, §§
7001-7003(2010).

282) BPCIA(the Biologics Price Competition and Innovation Act of 2009) 7lZ ol <]3}
o 7§74 ¥ PHS W(the Public Health Service Act)S 2]v|g A3 el A& oF

FOEESI7bl Wk 74> PHS HeolM Askar 9lal BPCIAE 201049 911E
PHS ¥ 714 &S onste 3. ey el A= 201060 BPCIA /Ao =
Aste] WA ¥ PHS W] AEolokE w53517F Alles BPCIATAL F2= 497}
BaL vErel M e wpbA Y] aefe ol A BPCIAZRAL st 99} o] 2010
9 BPCIA 7§ o= <Qlste] 7i-®E PHS WAel AEoleks F537F Al=s ofv
ey WA 3], ook STFSS|AAA Y] AEo ks A8l BE A, Akd A
T8 HF B, 2014, 39,

283) ‘interchangeable’t} ‘interchangeability’, 42 U.S.C. §262()(3)2] <ol w=H A&
ofefol 7E AFES A= B AHls AleAte] A} glol Ve AlE W

=

)

o® AREE Qe Ae ovEt.
284) biosimilar’L} ‘biosimilarity’, 42 U.S.C. §262(i)(2)%] “gojol w2 /= o

=
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A3 FU e oJekx EF

r
i)

Al

HE
1%

M tgesittss) 54 nloleojeffo] BPCIACl wat Ut 7]&
AF8OT HEF Aow AQHW I vlo] @ ofokEe] JFE AFL
AWshs B A H] 2~ AFAH(health care provider)e] 70 glo] 7]&

AES tiAst] AH-&E 5 2
BPCIAT # Z(original) H}o] @ o ofs% ApA|o] thste] 12¢d7ke] =7
A 2 Hx nlo] ook e] s7tE wb7] 95kl A|Eg HolEo of
A= 437k AR5 A(data exclusivity)S AL Qlvh2sn) whel
Aoad St BAYE AT Aok AT A= ARE &Sk
Y9l AAZE FAECEs) J)E AFol HEE FINE FRFEH 12
WA A4 E = 54d 713 ol FDAE 5545 Sol dshe]
AlFHE 91e F7HE Ul 4 glth2s) a7, 497K As s
W AFEREe] BE IAE I, 4121 7| ARE
ofuth weba $xto] V)3 T

AR A8Y FE QAW A% AR} Hrbwe Al Pyt

m

= A FA " }290)
g9l HRe] 2 ool itk HLlPE V1F AFEH FFE] FAH W]
Fog AE AAA, £we @Bl YA 7F AEF QA o]y}t =
N

285) ¥F13], “AE o] 75 AAALE", TS Usta Hsh=an,(A415), 2013,
337~338". % Congressional Research Service, “Follow On Biologics: The Law and
Intellectual Property Issues”, 2014, pp. 8-12..

286) ‘reference product’, BPCIA §262(i)(4)2] A oo] w=2w F5AE2FELS BPCIA
o] Aol uwel Ales7E wb=d] H]ske] PHSA §351(a)ell Jste] Al#siztE wb
= 9 AEookES ougitt

287) 42 US.C. §262(k)(7)(B). A& = 7 7toll &= BS5AE ko] thate] A3
7V AAHE & gl

288) o] & ARSHAL 1 F AFol 7IxsaL s 7]
a;qurl— tﬂci(tﬂggﬁ o =) ol A =}, vlels , « A &-o] oF2

Ao den Weh=ar,(A417), 2013, 3374,

289) 42 US.C. §262(k)(7)(A). 4-121d9] =HHS A= W (market exclusivity)2}il
gk},

290) wFEA, «ojoks]vbel RS AnSH (data exclusivity)®] E”, FAHE
2015-12, 26™.
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Hl=re] A5 BPCIA /N Aol Aaeoefie] Fdelerio] 247
A Aleke] Apmel ofEste] ofAoR FESVIE e ¢ e A
Ap7F EA A B keRon e 7] 3}ske] oftel] ]
ofFe] 7hAe] Fol fA= B8 WEIAL AF
Amolofiel 7hAol w2 AL FEooRiEo]l sk xaisly] o
=], ol sty flste] A=kl fdeofsiol eexd

o] Aol oEste Ao FES|VME e o e dAE
7b 4o el M BPCIA 7H7ge &kl Aaolofiel
7

Hfol @AWY So] of FE3

>
r

s

iz 1o
Y 1o 1o md 19
T

ko

e
RO
e

537F Aafell Ao e@Ad Aok 53
BE9S. ol#d  BPCIA A

Hatch-Waxman Act®} AR FHAE Hal Avkal & 5 dvh292)

Wi
R
il

{
o

[3£: HWAS} BPCIAS] H]|11]293)

Hatch-Waxman Act BPCIA
=5e] | AlE} BAE S87F oUdAR
X
A ol o]alo] Uuk FFoll Al TN
(i) 2= kA &2 ol Al A2 5]
A EA | (i) A FE] AMIEAA | ) A E A Al A7 E A
A A= AR Ho A 53] | (i) FE1E S
HAALEANAE A
A7 | AU AR JFEA] Ax | A2 RBE g2 kA F A Al
A B ARE AT A= gl o | FHEA] AlF. S| ARA A Al

291) Federal Register/Vol. 78, No. 221, 68841.

292) Federal Register/Vol 75, No. 192. U}RF, BPCIA H ol 4|+= Hatch-Waxman H¥} &
A3t SIS AAAEE A &tA il Aol Frelste]oF gt

293) o]&} #A12, ulols] «AE ook ol F|UL-EFAAAE", TS Hehi=a,
(A417), 2013, 339-342%.
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A3 B7EEA7 9 ARERAT

Hatch-Waxman Act BPCIA

A BAL TIHE A FA
o| =%

N VAL T AL B
Gi) ok Agolo] Aalag | ehe e e
(i) o AlFQlrto] &2l A
g AN e g A AuY | "
) 3 =S A7 7 s
Az elo] gl AFS A7
LN
g FTAC] met b e Agatel SSHAAAES =stn
2015. 3.0l S7FESAAIAIES] T8 HE&S olF= dujA A
=, SARNERHI 52 BAMon APHAet kel paby
o FEBHF AR PEOGFES YEFEo] ofd oJopER T
Helx] ok Qar AR FARONA AlgH I e oE EIFEE
S A %X] XﬂEL *ﬁg-ﬂﬁ%%‘% 28w a1 9T} 295)

sto] o] o] ZEXH?";L‘:}. ] FTA A2 ©A] vl= A& okl
Hatch-Waxman ActE #£35}#] & JJtAY @A vl=2] PHS ¥
(the Public Health Service Act, 2% BPCIA )X %= A& 2] okEo
Hatch-Waxman ActE A -8§3}A &= Aoz & u kv FTAYN 37}
S5lAAA 2= A=Y ofEel et A8HA 7] "ol 2y
2 Al AE R IS AAALEE AL&3T vt gAY

294) BPCIACI A= dfxckel tiste] diAI7bsst Zlo® Ag A4d¥ 7ol wieA
= ZHA Hed o 71 A gz giAvEssith e Als sdE HEx vko)
QA AFe Hx ABLZRE dd, B4 Hx vloleAdd tiste 53
Al sl gAdud v ZAstdAdZ5E 18714, AR Hx vleleAdee] F9l
AR HE 427]do] A W7hx] adol AE T A FALRHE 209, A%
o] A7|HA ¢k AF FUALREH 1871Y F 7W ”L% 7)3ko] ¥t}

295) ¥4 3], ookE 7SS AAA RS BEFE A G #wI AT, AFH AT

|9 HZ BalA], 2014, 15,
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2003 12€ 179 FHY3)E 8241 A4S WEE AE5HI|NS
Asbar, © ¢k (medicines), MU= ] ¢F3F(generic medicinal products),
A &34 A E(biological products), 7d A7} &+ $F Al (borderline prod-
ucts) &= -Eskal QLT

20053 g ¥ EURI=E =% A3 (EU Data Exclusivity Directive296))
of M= g+2+10]2t= A2 89 A= FF(data exclusivity), 213
o] wpAY =% (marketing exclusivity), 12|32 F7}4 1WS A28 4
sooll W3 As SF37IIEE guginton S7IAE AEH (new
chemical entities)= 3+ A12Fe] -5, 8do] st A= A=t
= ARE dE&ste] AFs et FESVFE AT 5 AN
Aol o] dr= 10 0] g3t shojofrt ghr)298) whek gyl o] 2w =4

72 del Ame QA FEAel dF AsFol HEYE Ar =

-

d

iy

296) Directive 2004/27/EC, amending Article 10 of Directive 2001/83/EC. 3%FH,
Regulation 726/2004(0J 2004 L 136/1, 30 April 2004)= EU x}go] HHh ookx
(high-technology medical products)®] Al #&7FE  F&3FaL v}l Christian R
Fackelmann, Clinical data, data exclusivity and private investment protection in Europe,
in: Josef Drexl and Nari Lee (Edited), Pharmaceutical Innovation, Competition and
Patent Law, Edward Elgar, 2013. p. 150.

297) Carolyne Hathaway, John Manthei and Cassie Scherer, Exclusivity Strategies in the
United States and European Union, Update (Loma Linda University. Ethics Center),
3(May - June), 2009, pp. 36 - 38.

298) A9, “olepd Arsiddel Be nFr, rPgwAT, 21254, 2009, 3839,
ubEA L «ojokslvtel Bdt A (data exclusivity)e] I, TEAAHE,
2015-12, 15 (5°)28.
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of sl thA

T, A25¢, 2009, 3834,
300) Carolyne Hathaway, John Manthei and Cassie Scherer, Exclusivity Strategies in the

299) A7, «oof

Ethics Center),

United States and European Union, Update (Loma Linda University.

3(May - June), 2009, p. 37.

Aa 574 (data exclusivity)®] 3L

ki3

17kt B

I3

301) b4, «olof

2015-12, 26,
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A 3A S7REFAA W AR5 HA

4. Ay

b ShESAAA Y £ 7

o] ojoksE: Awl v Wi A A H o oF M (The
Food and Drugs Act and Regulations), 5% 183l 53] 2] k&1 3]

(The Patented Medicines (Notice of Compliance) Regulations; ©]&} “NOC
Regulation”)306) 37§& —~EHth A% 3 oofF W& oofFe] <l
I s grEska, doprt oeokEe waEAY A qrAleaL
2ATE NOC Regulatione 3] 7F-55 AAAEE

M W% Beow ASHAAARE wgsdn AdE
Az ol ofFol7bA] 1 A8S st vk Ayt s 715357
AEE= 12 A= M SAbsg . HrkE o ¢io)3n v =3k At
t}e] NAFTA(the North America Free Trade Agreement) 4ol A}
HiEe] Aol &AL, &7t
< §iTh308) F)UTh= NAFTA

SEHA B3 FZ3A1711F)%ke]
S AAA Eol| #etod= A A

305) HFEA, “olofsivhel Wi A RS (data exclusivity)®] LE”, TSN E,
2015-12, 274,

306) http://laws-lois.justice.gc.ca/eng/regulations/sor-93-133/index.html [ F7 4 2016.9.28.]

307) Ravikanr Bhardwaj, KD Raju and M Padmavai, “The Impact of Patnet Linkage on
Marketing of Generic Drugs”, Journal of Intellectual Property Rights, 2013, p 318.

308) S7F5S]AAAIRES] =S NAFTAS oFAtgto|fdttar R7bst %= At
9o, S1oHE SIESlAAA RS HEOIHE 480 B AT, 4ok v
HZE WA, 2014, = 1 AJYUet 555, 4. NAFTA 1709%0] w=w 7HUH:}L
NAFTA A2 GAAZA V5] A4 A7 55 5120 thste] wzpa =9l
S5 5 ool @ SR Af Aolns SARAAAARS EUE NAFTAS
Aol AslE EARTE Attt HASHAAARE = Aol B =
o, o}, wFat Autekel o|okE HASHAAARE, repAEA, 38
A3E, 2008, 2219; 253, 598]8)7F AAAES E9)S gg Fawsh AN
o vl HE, PAAT A435, 2011, 3319; ¥4, GA AW w2 wlo)
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o] o]ld) dWo R AmmHA ok 23, 2FE 7+ Division 8]
Az o] ekl wt sl 01309 o2 gk el el &
T+3}al Bayer. Inc. v. Canada. AFZ3100] A WIS 53]9] Ho HIE
m-g- AgHA o m sk AAS WE T o] Zlo] 2003 Mmoo mA
Bl 7y 3012 AW o R AAE= o) e dxs Alws)
A3 17 °15o] NAFTA FAFo= FAHe] 9A &A|vl E5]|H

o S AAAES wQeA] | Aoz Bk
b S AES A A Ee] FAA e

(H 7 &

Ay} 3 7F-E53] A A A =+ Hatch-Waxman Act2] 3] 7}-53] A A A
L5 BRPERE o whEoxins Jfunte] A9 559 duke 535
Holl A, 7F-S8AAA L= 53] & 2FF 1132 (The Patented Medicines
(Notice of Compliance) Regulations; ©]3} “NOC Regulation”)313)ol] A
Astal 9t} AE =7 (Data Protection)®l] w3} Food and Drug Act
and Regulations®l| 4] TF&3}aL Q1t}3149 NOC Regulation 2+ 3}&fe] o

e AE9oE E5F NOC Regulationd] 8% &= ojokEolzta
I Yt 53] Aok dHE EAAAS A ko
2

o A=olekEel tigh HH e} A% 87 (Guidance for Sponsors:

S.oHF it AL A7,

309) whEE, = A|gHE W stk u)
H 1A, 2012. 58?4_.

310) Bayer Inc. v. Canada, 155 F.T.R. 184 (1999).

311) WA 8], ook F7FES A A Al = *@g«l"ki 2 gl
€9 FHF HaA, 2014, 75 1 AU S5, 3

312) H“’”ﬂ “AY & ookt 017} & AAA =", fﬁ%tﬂfﬂﬂ W k=1, (A1415), 2013,
3327,

313) http://laws-lois.justice.gc.ca/eng/regulations/sor-93-133/index.html [#] &5 £:2016.9.28.]

314) Health Canada, http://www.hc-sc.gc.ca/fn-an/legislation/acts-lois/act-loi_reg-eng.php [3]
T4 2016.9.28.]

o9 HF HA, 2012, 58'H.
F A WA A7, Aok FHE

=

73} o :[1’ X ok =]

LR A= 17170

r2
-
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A3A 75 A 2 AnEAd

Information and Submission Requirements for Subsequent Entry Biologics
(°l38F SEBs),= vhdskal lth31s)

M= (1) 729 ANDAS} A}k ANDS(Abbreviated New Drug
Submission) A|Z~®lo] EA5FaL, (2) "|=r9] 2] eFH(FDA)I} FAFSH 7]
H(Therapeutic Products Directorate)©] 53] &5-=-(Patent Register)S 3]

5}a1,316) (3) H|=r2] Orange book®l 3|35l 53 &= ‘Patent register’
| ‘drug ingredients, ¥+¥ 53], 535 RV HHE 5 Lyl
o7 SA A3 (4) ‘Patent registero] SAH 535S 83 Tt
o] efFo] A4t - FulE 9JE|A = ANDS A HAE AESto{oF s1aL31s)

(5) A AAR7E Aok B @Al A #ufs 7t A AMLS FA )
319 (4) S3ARE s7HEALE SAATY] HEiA BAE e
2HE 459 o]y A%S AV]|stelof Far320 (5) "= 3071Y
S A A E} FALeE 2470 932D 2F5 %A (autostay) A =5 Tl QI TH
gy Advs HxE AR Sl =Hg Aulgd A Folsh=
A 54d8S A8 Eevsw A, Ayt 7535 A

315) http://www.hc-sc.gc.ca/dhp-mps/brgtherap/applic-demande/guides/seb-pbu/seb-pbu_2010-eng.php
[HF 82 2016. 9. 28.]°] SEB 7ho]=ehel o] AAS AF B ook HER
54, 58 99 HANOC Regulaionh 5514 WSl 53, Selsh A2 A
Hgol A Eo] BF AEHESE il qlo], AEokEel dlgte] NOC Regulation
o] 7SS AAA =T} @%ﬂ% Ao {%‘&%E}.

316) http://www.hc-sc.gc.ca/dhp-mps/prodpharma/patregbrev/index-eng.php (2016.8.6. &
14)

317) NOC Regulation 4.

318) NOC Regulation .

319) NOC Regulation 5(3)(a).

320) NOC Regulation 6(1). "]=2] Z-5- 4o S8 A7} 55 4aE S Al7|eto]oF of
+ v, Ao A9 Al S5l eS| 7ba A # (order of prohibition)S

Tk ads Al hf}ﬂr. A, = 758 AAAZAAY] AdE 5HA
ol o5, ) A3 AllE, 2012, 117H 5 91,

321) Abss A 713k dEeke], AynE AEols 3070E = el o, 1998
olF 24U = FaTh AXT, F=F F7N-55 AAA =AM A =H
A Fo oy, FerlEd | A3E Alls, 2012, 1179 F 92,

322) A%, = 758 AAA =AY A SHE Fof o, 3}erE)
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o Age Wi FAFES Aokl An A} AAFOEM, A
g go] gl A%l Aok BYH AFoR nI FIL5EF

() FaolobE ARel 7} AA T Se) 229 )4

FNTh= "= Orange bookoll #E 3l 5355
o] ‘drug ingredients, &l 53], 53 wR7|Z dHE FERE L9l
0w FAEaL Q)2

S5l 550 sAE7] A= i Aol
o &Holl thgk Zlofofof Frt. 2006k
5 Frdoll S

st o opE

‘Patent register’

%
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r>,
2
31'4

¢

o
T n
H
e
2

A xS A% B (product-by-process) 531+ A UAdo] =™

& o7F B2 A9 wd S3ds VIASHES shal lrha20 Aleks] vt
Bt Al TATE # AE 5ie AA B2u AY, it 48T
o] A5 xFete 5= Ao £ FAEEA #ARle] FoF

= )
e, FE=H=Z % Drug Identification Number(©]3} DIN)= H-¢]
ofFol F&H 5357 v o] UAARE Generic®] A= 3HA

HOA3E A1, 2012, 1174,

323) ¥HAn|of, vk FUTHe] o) ok IS AAAIE, FokAEtE A, A38A A3E
2008, 2139.

324) NOC Regulation 4.

325) ¥HAmjol, wl=r} FfuUThe] o) okE SIS AAAILE, TofA|ErE] ], A8 AL,
2008, 2124,

326) NOC Reglation 4(3)
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, 2011, 340™.

e

HA AT A43

327) &.53h, «“5387F AAAES =98-S AT Fe=7E rAAA vaE HE
328) NOC Regulation 5(1).

329) NOC Regulation 5(1).
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342) Therapeutics Goods Act 1989 26B Certificates required in relation to patents
(1) The certificate required by this subsection is either:
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(a) a certificate to the effect that the applicant, acting in good faith, believes on
reasonable grounds that it is not marketing, and does not propose to market, the
therapeutic goods in a manner, or in circumstances, that would infringe a valid
claim of a patent that has been granted in relation to the therapeutic goods; or
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(a) a certificate to the effect that the applicant, acting in good faith, believes on
reasonable grounds that it is not marketing, and does not propose to market, the
therapeutic goods in a manner, or in circumstances, that would infringe a wvalid
claim of a patent that has been granted in relation to the therapeutic goods; or
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