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57) David L. Nelson and Michael M. Cox, Principles of Biochemistry, W. H. Freeman and Company,
5th Ed., 2008, Chapter 24: Genes and Chromosomes, pp. 947—970.
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70) AAFE, SSHAE, wrgAl 2009, 1349,

e S 1, HHgAL 2010, 298,

72) Donald S. Chisum et al, Principles Of Patent Law 3" ed, Foundation Press, 2004, pp,735—736.
73) W9 1992. 5. 8. A1 9151656 .
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c}.75)76)
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74) 35 U.S.C. §101 Inventions patentable.

Whoever invents or discovers any new and useful process, machine, manufacture, or composition
of matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to
the conditions and requirements of this title.

75) 35 U.S.C. §100 Definitions.

(b) The term “process” means process, art, or method, and includes a new use of a known process,
machine, manufacture, composition of matter, or material.

76) WA 582 W] feiAe e 58] 845, 5 84 (utility; 35 US.C. §101), A58 (novelty:
35 U.S.C. §102), Z1®A(non—obviousness; 35 Ub.C. §103) 2 WAA 714 2.7 (requirements for
specification; 35 U.S.C. §112) & o}-&¥] wkEste]of i},

77) olal4d, w=EFH(A43), A A LF-AAE, 2012, 260—261H.
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78) Diamond v. Chakrabarty 447 U.S. 303, 206 USPQ 193(1980).

79) U.S. Patent No. 3,923,603.

80) olald, M5 H(A4L), UAHAFAAE, 2012, 2619,

81) ATA(America Invents Act) Section 33. Limitation on issuance of patents.

(a) Notwithstanding any other provision of law, no patent may issue on a claim directed to or
encompassing a human organism.

82) & 31782 20030l A& AeE vl = A9 “W ldon amendment’& AJ#3} 3 2 =2 o]3= “human
cloning’oll #¢+ 585 S5A715H USPTO 7|5% A 4= §les S8t vlgolth
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patents) ] AFE T A7} At 2 ABrAo] Qe EH FAolghd EFE WS
T AT).86)

HEQ AT HYe B oMUARE 5 EUS AR $8 Tto]=aiel oA
USPTO7} A1 3k 4JAL7]5=(Manual of Patent Examining Procedure; MPEP)2] U]-&-&

83) USPTO Memorandum, “Claim Directed to or Encompassing a Human Organism’, Sept. 20, 2011.
84) MPEP(MANUAL OF PATENT EXAMINING PROCEDURE) §2015.
If the broadest reasonable interpretation of the claimed invention as a whole encompasses a human
organism, then a rejection under 35 U.S.C. 101 and AIA sec.33(a) must be made indicating that
the claimed invention is directed to a human organism and is therefore nonstatutory subject matter.
85) Diamond v. Chakrabarty 447 U.S. 303, 206 USPQ 193(1980).
86) vl= Aol In re Durden ARIelA] Al FaL w2 g skaka] iy whgel] ik 5314 -3l
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87) USPTO, “Guidelines on Products of Nature, Laws of Nature, and Natural Phenomena’, 2014.
88) Association for Molecular Pathology v. Myriad Genetics, Inc., 133 S.Ct. 2107(2013).
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89) &3, ‘v Avulgde] Atk Al gigk 5314 wk(Association for Molecular Pathology
v. Myriad Genetics, Inc., 133 S.Ct. 2017(2013)), IP Insight(2013.8), 3+=rA]2]A14kd -1, 40,
90) &Y, “ABEETE RPopellAe] B3RS i #d A7, Agoidta skl W[ahaL S
(2015.2), 6%.

91) Article 52. Patentable inventions.
(1) European patents shall be granted for any inventions, in all fields of technology, provided
that they are new, involve an inventive step and are susceptible of industrial application.
(2) The following in particular shall not be regarded as inventions within the meaning of paragraph
1:(a)discoveries, scientific theories and mathematical methods; (b)aesthetic creations; (c¢)schemes,
rules and methods for performing mental acts, playing games or doing business, and programs
for computers; (d)presentations of information.
(3) Paragraph 2 shall exclude the patentability of the subject—matter or activities referred to
therein only to the extent to which a European patent application or European patent relates to
such subject-matter or activities as such.

92) o] F7gell Jzte] 53]RE ulollA] Al9)EE WS Article 52(2)0) s1F8h= 2 7L ApAo] #ek wgrio)
ok = 5 SSUEPC) Article 529 “53 Jbedk wiiolghs Ade A ol87FsA
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91}.93)
. 9 E3H A3E (EPC Implementing Regulations)

He EsHivto] oflel AldHME E5KE tiidel diste] st e,
B2 (EPC Implementing Regulations)< Part II Chapter V(Biotechnological
Inventions) Rule 26 WA] 2904 A-g-st ubgo]] 3k AAs F+45S Fao ot

53] EPC Article 52l #8ll 183k Rule 27914, @ HI% A7) oju] EA3}
I ATt SR, Aol e HAY Ve o R A Aeet 244, @

Tl B Ixog xﬂﬂ&vl U= Ao AE e 5 U Q) uAE

Rule 282 Article 53(a)9] 314 S0l 42 s, O A

O
W95 @ Abgrel AA7 SARRE WESHE W, O Al ekl B4

(susceptible to industrial application)o] Uth= A= ] Aol s}

93) Article 53. Exceptions to patentability.
European patents shall not be granted in respect of:
(a) inventions the commercial exploitation of which would be contrary to "ordre public" or morality;
such exploitation shall not be deemed to be so contrary merely because it is prohibited by law
or regulation in some or all of the Contracting States;
(b) plant or animal varieties or essentially biological processes for the production of plants or
animals; this provision shall not apply to microbiological processes or the products thereof;
(c) methods for treatment of the human or animal body by surgery or therapy and diagnostic
methods practised on the human or animal body; this provision shall not apply to products, in
particular substances or compositions, for use in any of these methods.

94) Rule 27. Patentable biotechnological inventions.
Biotechnological inventions shall also be patentable if they concern:
(a) biological material which is isolated from its natural environment or produced by means of
a technical process even if it previously occurred in nature; (b) plants or animals if the technical
feasibility of the invention is not confined to a particular plant or animal variety; (c) a
microbiological or other technical process, or a product obtained by means of such a process other
than a plant or animal variety.

47 |
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o} g st A EkA) A (Directive 98/44/EC of the European Parliament and
of the Council of 6 July 1998 on the Legal Protection of Biotechnological

Inventions)

19983 Ay F-ehakd o] ¥ EU Directive (EU Directive on the Legal Protection

of Biotechnological Inventions, ©]3} A3t & Ash) 7 A A=At A F8k=] 2]

95) KA (uAH *3) et} FAste], EPOE T2 AKE A1 ] DNAR|He] fhw)= w2
a3 A87)E Sl 24 A DNA wjde] EAl8H4] e 7é-°r°ﬂ Cloninggl A &7} 5= Prove
o) 7k &]~ uﬂoixﬁg]]. ZA5PE ARAL o1A4st 4 glrka s}, 2
R SAR e A7 A0 9 PO, (2) AAE 9L+
RS 7}Z11 A= RS YA ¥ow 7R 218 F5T 4 vk
96) Rule 28. Exceptions to patentability.
Under Article 53(a), European patents shall not be granted in respect of biotechnological inventions
which, in particular, concern the following:
(a) processes for cloning human beings; (b) processes for modifying the germ line genetic identity
of human beings; (c) uses of human embryos for industrial or commercial purposes; (d) processes
for modifying the genetic identity of animals which are likely to cause them suffering without
any substantial medical benefit to man or animal, and also animals resulting from such processes.

97) Rule 29. The human body and its elements.
(1) The human body, at the various stages of its formation and development, and the simple
discovery of one of its elements, including the sequence or partial sequence of a gene, cannot
constitute patentable inventions.
(2) An element isolated from the human body or otherwise produced by means of a technical process,
including the sequence or partial sequence of a gene, may constitute a patentable invention, even
if the structure of that element is identical to that of a natural element.
(3) The industrial application of a sequence or a partial sequence of a gene must be disclosed
in the patent application.
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) Yol feld 22 FHska 9ok

n| =t AutE Y-8 1980\ Diamond v. Chakrabarty SZolA, A3 A8 A&
o] E‘ﬂ‘ﬂ«] B3 o] 2 4 deAd tsted Sa3 M E dalvh ¢ +2
o FAEES BHlde vEE RS FHTHoR A Hego}
acterium)ell tiated, A F7HA] GEAA| & A dige] of
Yzt nixddor 2Ed ARE e A4S (anon—naturally  occurring
manufacture or composition of matter)24] 582 & tlide] & 4 it #ek
gk ot}

jon
N

(genetically engineered

v AWHES § WACdA, oJu(any)'olEhe E

ruxi
3
2V
2
fr
4
1>,
A,
fr

‘A 2% (manufacture) - g4 & (composition of matter)' ¥ & 4
o] & e A Y¥ A & nelste] Y, HAE Ssjdidel ‘Aztel] o
Solzl BE Aol xFHE AL w33t (Congress intended statutory subject

matter to include “anything under the sun that is made by man.")& FA|Z A
s, 53] B tiglA] o F-o] et 7|FS A E(product of nature)'Q17} of

Yw 91¥E (human—made product)’ 917}l FiL S-S 93t
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o]% wj=r AWES| A (USPTO)L, 19854 Ex parte Hibberd A1ZA102)0 A -4 A 4]
(sexual reproduction)ol] ]38t A &E3} ¥ ok tsle], 1987 Ex parte Allen 47Z103)
oA HAtAH o & sk THE {71 A (A Ee] gl 2ol diste] 2 5o nS
el Be Felsgit). ek 19880l = EdEHe 53] Tste] Ag=d SA

fr83kA o842 F e F (&S] Harvard Mouse')ell diste] E38]E H-o5}Qir).104)

O

E3] 13 tAH(Patent eligibitliy or patentable subject matter)d] thale] A33] &
F3 B S 7A 2 JE v 18534 Telegraph Ao]AE Fa tigido] AA7|4
ol 555 Fold 4 glokal AAT o]F, vhae] AALAQ #HAES F8t &

ol Sshite] d 4 gl ¥Rl vh 9lom 105 2] Myriad

I ARl gltkar & 4= Itk Myriad #2404 CAFCE ¥4 F+8x7) &

S oidelgtar HokAIRE W] g A Mg ddste] 58d 4 fivk

u 2L 201399) Myriad 2 0] W97 A7bA] ¢F 307+ & H oA cDNA ¥yl o}
Yzh £ Ak gt 58 & s3] o3 ek ey o A S AR
Ao Aol EASE FHAA 5de Brls & Aoz Helth

ol AN FHAS} A 58147l HEAND Ay H7-2, Mayo #2
1

ool vlatel X B3 slojatA] e Aoz oju] ARsL $4Hgdon HAHe
5 glol Bes] A4 AES IR PESHE A4 QT PP GO v N 53]

7] ofE g Aor Btk (Z¥thal BE Jhyo

15
2ged W AFFIN ¢ 5 A%l BAASE IS TP JE 3TFe 5

102) Ex parte Hibberd, 227 USPQ. 443 (Bd. Pat. App. & Int. 1985).
103) Ex parte Allen, 2 USPQ2d 1425 (Bd. Pat. App. & Int. 1987).
104) U.S. Patent 4,736,866.

105) OReilly v Morse (1853); Morton v New York Eye Infirmary (1862); Mackay Raiod & Tel. Co.
v Radio Corporation of America (1939); Mackay Raiod & Tel. Co. v Radio Corporation of America
(1939); Funk Bros. Seed Co. v Kalo Inoculant Co. (1948); Manual of Patent Examining Procedure,
Chapter 2100 Patentability, 2104 Patentable Subject Matter
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| 4

8 0E tgo] obd g olfrE $2o] AYHAL B R|BE FA4e] $ET

Fedt 38 FeUo WEE So] vl ATl wrolekn e,

it
th’

FHESRHEPC) Al522 AL, “FHES = A ol 871540 e A=
Al Alateta FREAo] e el Fofoh L - gskar Urh106) A52% A1l o
o] A2z A2 Wy oz WA o= ulds GASAA EA (discoveries), 84 ©

E(scientific theories) T2 Yo7 BX| eF=vhal 71431=0}1119) F-4-538 A& A

2 wo] 9} wa 2 o]
(essentially biological process) & 538 W& 4= §lth. F-H2 FA S A== 4
S2 BES| AR jPYsta §lon B8 UL Adshs 2 AF olgHm gt
TE T AA wate] Al HargE whskal gl Aol FrEAlRY] E4oletal
4 A

olo disle] FHESIF AlWFE(EU Directive on the Legal Protection of
Biotechnological Inventions) 23(e)ol A Al F4A = 2 B8 & E3] 71t

RS 00 FYSHYE FAR 53 F Hlshn glold, 40t Heus

106) Article 52. Patentable Inventions
(1) European patents shall be granted for any inventions which are susceptible of industrial
application, which are new and which involve inventive step.

107) Article (5)
1. The human body, at the various stages of its formation and development, and the simple discovery
of one of its elements, including the sequence or partial sequence of a gene, cannot constitute
patentable inventions.
2. An element isolated from the human body or otherwise produced by means of a technical process,
including the sequence or partial sequence of a gene, may constitute a patentable even if the

152



g elzbel diste] mlSa} e WA Aol 7183 gl e oheh delu, o]
@ 4 9 AT o Bl Ao zRE B4 Pelavhe Avom Ay W

A
)7 A3 Getl AoH YRS A4 5 gk W] gl AL oht,

HESIZHEPC) AB3E()E AE = FE2 F3(plant or animalvariety)’
2L ‘5‘:%01‘/} TES s A% EAAeR BEIHY W (essentially
biological processes for the production of plants or animals)' & 538& WS 4 ¢l
oy, gt mAEstA Wy £ uAgEskE W] 9% E7(microbiological

processes or the products thereof) o= &% ¢F=vhar f435kaL gt

wet ‘BAHog AFsHHQl W (essentially biological processes)’ ol 53& -
=]

A3 g A ae@ el WEARAe] deislo] g7l wEolth. weba

&84 W (microbiological processes)' < EAXH o7 AESHQ HhHo] oz}
‘BAMoR 7420l " (essentially technical processes)’o]al BFHEAjEAJo] ¢l

5ol Baye] ol 15 ikl Bk

3) St

structure of that element is identical to that of a natural element.
3. The industrial application of a sequence or a partial sequence of a gene must be disclosed in
the patent application.

108) EPC Article 53 (c) : Methods for treatment of the human or animal body by surgery or therapy
and diagnostic methods practised on the human or animal body; this provision shall not apply
to products, in particular substances or compositions, for use in any of these methods.

531

AW Aol B5% 5837 S AE Ao BE UzlelA) Faith, et 2
ool thstel, @it Awe

S A, Tl A AR A welo] B AL 4 gl ololof sl ol7]o] &
402 Polsbll W)W SalE Folah olelurt 1 et o Arked ole] 24 e

A E (product of nature)& H]E 58| &Ql0] Hx 2 LHsGital stridte 53
gidol & 4 glov, @ S58EUde] A2 o MANAAY @ A2 4|
Ui A ke 548 ARo] Foaals wol= o)A Qlfte] RIFA R RHEo
W E7 (human—made product) 2 W& =] 3 tito] 2 5 UThAL, Algke] AlH)
2RE B HAY 714 e ofs) AE Abgre] 9= e A7 AE %
URZ xFste], a3le] F27F AAAQ ARF} Fdsit) sk, 58E e 9l

=] 9 4 Qi ALRUENRo AT 2313 PRI Qs 982
24, AL, 04 S5 AQYHS ol §3to] el F& AT W b ey

So] AN F wol= Salusel dhael Ak & Folu,

TAH R, AATIEAAE Al S FAA

A i vES Besl BAT 2, AN Az FAA 714 Qo] v
3 WaE BAvo] BB “waw WAl Agsel A9y o §7b5A0l gl 2
o wa glrk vkl 7 e Ei e 28 2ol AgE: 5t 58
W A29% ALS BB Y9 W0z Agsel 557 4 gleh. ok, DNA B, oF

PAlz FRACHE, Bl WA, A% 2 B2 wgl tjsl, 5450w Ao

109) Directive 98/44/EC of July 1998. Article 5.
2. An element isolated from the Human body or otherwise produced by means of a technical
process, including the sequence or partial sequence of a gene, may constitute a patentable
invention, even if the structure of that element is identical to that of a natural element.
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W, A2 gl 84l ZAEe QA GG T 84S F3E 4 g el
B3y A20% ALY RO 4] B o188 5 g wHoR Qga g 9l

t}.110)

A9 5o Wl 7

r£
)

1) Diamond v. Chakrabarty 447 U.S. 303, 206 USPQ 193(1980).

1970 el o]28 2 Wkxo] ¥ AbdS ghA| FHu)

7 Aie] )i

s}

110) fr84& A of; DNA o] wdof 9lojA], X174 DNAE #53}7] $18 probe2A] AHEE 5= Qlrh=
Znto] 7IZH %l 739 SNP (single nucleotlde polymorphlsm)“”ﬂoi ot t=3] Mol aha 7o A
& 9tk Avto] 71AlE 79 cDNA 2ol 9lojA, 3419 database ©]&-3 454 A Axps

OH Ex dmdo] §AxeS =43 A 5

111) https://en.wikipedia.org/wiki/Diamond_v._Chakrabarty £.9F

Genetic engineer Ananda Mohan Chakrabarty, working for General Electric, had developed a bacterium
(derived from the Pseudomonas genus and now known as Pseudomonas putida) capable of breaking
down crude oil, which he proposed to use in treating oil spills. General Electric filed a patent
application for the bacterium in the United States listing Chakrabarty as the inventor,[2] but the
application was rejected by a patent examiner, because under patent law at that time it was generally
understood that living things were not patentable subject matter under Section 101 of Title 35
U.S.C..[3]

The Board of Patent Appeals and Interferences agreed with the original decision; however, the
United States Court of Customs and Patent Appeals overturned the case in Chakrabarty's favor,
writing that "the fact that micro—organisms are alive is without legal significance for purposes
of the patent law." Sidney A. Diamond, Commissioner of Patents and Trademarks, appealed to
the Supreme Court.

The Supreme Court case was argued on March 17, 1980 and decided on June 16, 1980. The
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1971 v A2 d#FEZ (General Electric; GE)A A d3tar 9E = F419]
A&z} ofdtt A3 #8lE](Ananda Chakrabarty)s Q&3] 538 712 A=}
Wy v P& A3 53] v]ar 533 (Patent & Trademark Office; PTO)ol #1&38}7
o Ak ebube = 5% DNAS 4743 /< wtegolel] +43te] o] 7k diA4

S Bafd 5 9l 53 a4F 71 vte|golE whE $112)) uhgelote] Az}

mlEd B e Eol A § VA E FTHOR dto] 53E FUsith vw &

el F 71 EHO}OqL 53E QA o mpA e A< B e o} A=

)
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LONNN
o
rlo
He
1o,

ofl
O
>
°
o
ka
>
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o>
o
o
jﬁ

g = ol ol Adshela, ol BEg ek
N P

oo
1o
2
> =

o| *}694 AL FHA Az2E 7122 A7 AddA & fle dFE 2allst
= WSS e Zlo] w5 55y A10121D oA e —E—?ﬂﬁﬁ*o o] H&A] o§-gl
o &, UH‘ E5W A1012el BEsta dE 5819 Weld o] AR nAEe] 2k 1
2o 2HEQlA] oW AFE T BF A B sFa=AF EANUE Aotk 1]
= 3139 AAtdACNME mAES ' AHE (products of nature)'o]™ S3H Al
10129 45 0] e B R ldstA] & A& olf =2, nAE A
589 AT (claim)7F AR E AT 2T el vl 5814 (USPTO) AleHtel o] &
A7V, E8% Awie AAlte AdelfE ATk

patent was granted by the USPTO on Mar 31, 1981.

112) °] ‘i.LEﬂE]OFE Afrel HAEES Talehke T8 ¢ SF vhe ol Al Folabr] flafA 47H91
Eoanlcd olgaol 143 ol o489 49 8 ol %{“W—*&i 2R3t elato]
2 o] wreleloh 259] ofel 4% Relsh o] slsirh, Al ks Heleloks oleld e
724 28h7] ool o] weleiole] WS 42 Aelshet B8 A7 Ak BoEAT.

113) 35 U.S.C. 101 Inventions patentable.

Whoever invents or discovers any new and useful process, machine, manufacture, or

composition of matter, or any new and useful improvement thereof, may obtain a patent

therefor, subject to the conditions and requirements of this title.

114) 1930 A &5 siHabdS aejahdl els)= AE5d Yl o3 531838 443 FA4n4
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e, Aaehels o] 240] BEstel EHFANACCPA Fustgin 32
Aoz Gas, 2 A eIl A B B SA2A QA A,
CCPARZC |5t "ol Rl glolA - Aleka Shz ALe] A ©)9)g

o Stk ol Rstel, vF KoL el Fusigr,

olefl gt Aoy A Aol Q13 A<l v AJE-2 AlE (manufacture) E= 4
E(composition of matter) EA WFESH A101Fd FAHE EFUIEI A
(patentable subject matter)&}a FHA115)&} o™, I 4 8 A= v} ZTh116)117)

D HPL A1012=0 A 9] A FEo]gar = golel| tiate] s4S A3t AojAbd
21 ool oot o] A2 QI = V1A ste] A4 AARE AHESke, ol

L
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A A, AE DGR ol He oJule] goig Ausa, F342 anyehe Gol
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@ Jeffersonell 9J3te] 7]%H 1793119] —E—%%‘?;Oﬂ Aoy REF-E 'RE ANFEt
Fr&3art, 717, AE, 298 =
&9, 1870 E3H, 1874 53
1952 E3)9 A AA] aAnle] 3
a9, U= Jeffersone] 4018 1ulZ AR89t 19539 E8)9 ALY v
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2 & AAe 4» 10HEI‘3E USPTO A= 5319 #1013 #4%H S8R ddel= 2434 oA
ol u] Agg & e TP Ot Qrky BHAITh(FRe) A s} Rad Sy v
Zof g AT, 002 12., =7 53] A A A A T-ATE)

115) A live, human—made micro—organism is patentable subject matter under 35 U.S.C. § 101.
Respondent's micro—organism constitutes a "manufacture" or "composition of matter" within that
statute.

116) U.S. Supreme Court, Diamond v. Chakrabarty, 447 U.S. 303 (1980), No. 79—136

Argued March 17, 1980

Decided June 16, 1980

447 U.S. 303
117) @395 ALRIAAT AL, FaRe] 4B vad Sy wwEl @ AT,
2002.12. #=

o7 1

8
e s

® ol A5 A0} AR §lo] BE RS FFUThe A4S oulahs AL op]
oh A, 224 A4 2 B4 Bl 1454 8
A e Ame B0l ool d wAH ARe 48e Saltie] o), Ee
obaliElele] E=me2eha sH= 4R E WA, FES R WHE S5yl

oht.

@ Azehie o) FAGE AT LA B AARYS ohlm, WO
WaE AF EE PRI F, AR 321 Agolth. ueh, 4EAW TR
Qbel BA} ohleh, Ale] AR oW Qlgko] RHE WielE T Eo}o%ok @
tha el Agsnh B AlAe) Sgalel vgEe Q7o Fxsh AT

>

® ¥4aglo] A= ve ;Zif& oS 7 N2 MAES A A=
N4 ¥ AFo] o}l warle] Zel| o9&k A|Eo|u},
wpebd] Fa e A101%9] %’31E§ﬂ4*&°11 iz

of\
fo
o
E
op
oX
o
0,
o
)
g
o
POy
rlo
_>|~1_‘
=S

ol

3, Sejuatidl sigahzAle] offol diste] g el ofste] gHe st

o AW, BH WY L FH pe SAusrhdl AYsA g,

o MAIH o R AEE AN B P, 5 A 24 A2 Ssnad] i

o olw] EASA o} HEe WA % ¥He] P Ssuschol ot of
e we AARol, 1w o] HEY F gom, T AR wEe]

118) Manual of Patent Examining Procedure (7thEd.,July1998,USPTO,USA), [2105 Patenable Subject
Matter—Living Subject Matter
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oAE A %=
0 A = AAle) gt V)& AR AR FH, FE T EAS o] 83
AAE BZol, 7)E ARE 237 BAL o] L5} o

AE A sl g

A A A B U] T AoR o}_TJ., 1970%4 i}%%zii‘?jo

I
X3}elA] GGl HEE Fofaln Y AL Akel3)v} olF st

rlo

AE T AR AL ﬂ‘é}'ﬂﬂ FEr= AL el Aola, vl kel s}
AE wE B A7 TEE AL wdohd, 19309 AEEF I}

kel
197099] HEEFUENS A4E Bask Gtk Fgsh
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FAEL E5Re] HAR] AFTHE Aotk EAls A WAN V420 F
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25570 43k Sesel 71 gl Wl nd al, WAN AAene
Gl

oft
>

A AL Ae)E] Fd Foll S5 A10129] A = AT A
A7E A e AL FEHA A AR A9l 1970 A3 AR EER
TS AT PANE A e Fatel =5 45 €8 F lEdR
BT, ABEAHE TN ABES 0|99 Aol LES YelohA BT o
P& BEE) fste], AN ABEF HEE FejaiA | slole} ok whebA,
& W HAA= S8 A101x29] SRl BAE Aelstr] 913 AL o}
I EA kAT

A=, v= Wi Yde e ATe b ofgoem Ao 3
T} (ingenuity should receive a liberal encouragement)z}s= EW A A9 APAS
o1-g3tHA, ‘Bl oly <Qzte] WE RE AL EFY Aol HAr¥(include

591
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anything under the sun that is made by man.)il AeishH, p=ebule]e] vlhegg]o}
7} Apdel A EAE e v okl dAEHA tE 54S 7HA 3 A o] Akl o]

$% 5 Y= F8F BLO|BE 59 nEthdeld A ol 47t slrka BAIEH
t}.119)

19529 W= E3H2 Al 7FA] 7182 #2025t (novelty), -89 (utility), HIAY

B
Al (nonobviousness)ll L 7]ZE Fi AUt AAZ APFete] go o] & 1A
],

ofm W a3 b Wk 562 ) e mnﬂ 9 4%
g =3 3ole] vlzolgith. et Aashile ARG AVIZ oleld A e up
}.120)

o}, Aagle] B2 olFe] $A2)

Aazvie] pAL fAF P 4R 53, Yolrt B2 YA 0 559
o g AFe] tjeigol FiTk=u) oln)7} oleh. ¥ o] Q1 Mo E A

£l o] Fol 19804t} o F AHALAL WF7 Tk EHHE o o)y v E %
FFeh BlE S5 Bl A2 84 Qa HAFH0R 5HPS Agel) Ag
e,

2 A3 FHAT AT AT7eE T Ao, Fol(John Moore)2he A2 RE 3%
| AlEZRI (cellline) 7 22 74 Al 59 AoJdt 250 gk APl Aok A
o)1= 2w (Boyle, 1996; Landecker, 1999), 1985 MIHA| A0 A~
(Cetus)oll &8t He]~(Kary Mullis) &= A3kelat= E4 DNA H-9) 5 3t

~o,
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o
ol

3E
=

119) 3H, o] AHE Pallahs nAE-S 19894 dellgolale) Al 7154F Al W) Gfe] AAE 98]
Aesel £5E 2SStk .

120) -4, -2lvete] 49 1997.7.1 453 3]of9t 3 v Aol digk 581E A7) A2k

121) fAsh A AHE, 223 W Ale) ¥, o, Ase|aue, Ha)asaT 12(01),
2012.6, 1-43(45page) Journal of Science & Technology Studies 12(1), 2012.6, 1-43 3% F §-&
o] a
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& 4 9= PCR(polymerase chain reaction)o|#h= FHLAS 7|2A771ES /NEs)
=
=

32 A FH(Rabinow, 1996).

1980 FukS Ay Agrgteto] Zhg o1t SRSy AYAE, el Ik B}
of A oln FHLe Ao A" 4 9li= PCR, DNA Chip, 12]aL
710,

o
e
Lot
2
4

DNA #4717} 2 d7laael teh 5517k £x)o ZA90a st Aejsh a4
7185, aEla AREsEAES olF E the ool dilor o8] AR

(Lenoir & Giannella, 2006; Yi, 2010).

2) Ex parte Allen, 2USPQ2d 1425(BPAI 1987).

1 7 VSESAE thfA] 2ol tig 53] slo] Y-S U] )1zt
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= A AdH o2 wAshs slolEte Aol disiA WEd TAE AN 92
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123) Harvard College v. Canada(Commissioner of Patents) (2002), 219 D.L.R. (4th) 577, 2002 SCC
76.

124) ¥4 4% http://scc—csc.lexum.com/scc—csc/sce—csc/en/item/2019/index.do
125) Mutte] 4% 35 A (lower life form)ol] thaled s 53] ool o] 2u} Abititi 24 (1982d)
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(1) WTO/TRIPs ¥4

TRIPs A A2772% Sdudel ek 21024 A27% #1392 538710 #et A
A27x A2d D A3 53] el B3 AL rgsta g, 53] Al2delM e E
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Afol A 5319 tiadell #ate] BE 7]% #ok(in all fields of technology)dllA A15+4,
ZEA B AR o] 871sd 0] oW 537t ol 4= Qlojof strhal skl 9low,
FRME V& Bok D AFY 79 T Ark oo wE xpE glo] 557} &

o 4+ glojoFeaL FHoM B3} Wyl B S3le] vhel @ 4 gk Wkl

hu)
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sl Wl thajol 54 rﬂ@i&%ﬂ A9IE 4 gleFeka ek glom, A3
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(2) 4

19739l AAE FHES ZH European Patent Convention, EPC) #|52% A48+
o|g 9] A o] &7Fs el wiste] “9)A AR EE A g ok QIZt B F&
o AAWY F QA7 EE FE AAHE IA9HE 52 A1gelA] daka e Ak

140) 1. Subject to the provisions of paragraphs 2 and 3, patents shall be available for any inventions,
whether products or processes, in all fields of technology, provided that they are new, involve
an inventive step and are capable of industrial application.(footnote 5) Subject to paragraph 4
of Article 65, paragraph 8 of Article 70 and paragraph 3 of this Article, patents shall be available
and patent rights enjoyable without discrimination as to the place of invention, the field of
technology and whether products are imported or locally produced.

footnote 5. For the purposes of this Article, he terms “inventive step” and “capable of industrial
application” may be deemed by a Member to be synonymous with the terms “non—obvious” and
“useful” respectively.

141) 2. Members may exclude from patentability inventions, the prevention within their territory
of the commercial exploitation of which is necessary to protect ordre public or morality, including
to protect human, animal or plant life or health or to avoid serious prejudice to the environment,
provided that such exclusion is not made merely because the exploitation is prohibited by their
law.

3. Members may also exclude from patentability:

(a) diagnostic, therapeutic and surgical methods for the treatment of humans or animals;

(b) plants and animals other than micro—organisms, and essentially biological processes for the
production of plants or animals other than non—biological and microbiological processes. However,
Members shall provide for the protection of plant varieties either by patents or by an effective
sui generis system or by any combination thereof. The provisions of this subparagraph shall be
reviewed four years after the date of entry into force of the WTO Agreement.
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142) EPC Article 52(4) : "Methods for treatment of the human or animal body by surgery or therapy
and diagnostic methods practised on the human or animal body shall not be regarded as inventions
which the meaning of paragraph 1. This provision shall not apply to products, in particular
substances or composition, for use in any of these methods."

143) EPC Article 53(Exceptions to patentability) : "European patents shall not be granted in respect
of :

(a) invetions the publication or exploitation of which would be contrary to 'ordre public' or morality,
provided that the exploitation shall not be deemed to be so contrary merely because it is prohibited
by law or regulation in some or all of the Contracting States;

(b) plant or animal varieties or essentially biological processes for the production of plants or animals;
this provision does not apply to microbiological processes or the products thereof

144) (c) methods for treatment of the human or animal body by surgery or therapy and diagnostic
methods practised on the human or animal body: this provision shall not apply to products, in
particular substances or compositions, for use in any of these methods.
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145) &9, “ojmye] S8l g vz @, A #el(19999 #3, Al143)
146) 35 U.S.C. § 101 (invetion patentable): "Whoever invents or discovers any new and useful process,

machine, manufacture, or composition of matter, or any new and useful improvement therof, may
obtain a patent therefor, subject to the conditions and requirements of this title."
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(1) Laboratory Corp. of America Holdings v. Metabolite Laboratories, Inc.149)
7k AR e 2 9
O AHd s

£ 65853150 iﬂ"“ 1H STEAZHR FAE FAste] SRAXHS FA7F Y
[

148) HmEP T 14.4.11 P8F 1828 99
149) Laboratory Corporation of America Holdings v. Metabolite Laboratories, Inc., 548 U.S. 124 (2006).
150) U.S. Patent No. 4940658 (filed Nov. 20, 1986).
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151) Laboratory Corporation of America Holdings, 548 U.S. at 129, 136.
152) Laboratory Corporation of America Holdings, 548 U.S. at 130.

153) Metabolite Laboratories, Inc. v. Laboratory Corp. of America Holdings, 370 F.3d 1354, 1363
(Fed. Cir, 2004).
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154) Metabolite Laboratories, Inc., 370 F.3d at 1365.
155) 35 U.S.C. §101 Inventions Patentable.
156) Laboratory Corporation of America Holdings, 548 U.S. at 137.
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(2) Classen Immunotherapies, Inc. v. Biogen IDEC157)
7k AR s % )

@ AR e

157) Classen Immunotherapies, Inc. v. Biogen IDEC, 659 F.3d 1057 (Fed. Cir. 2011).
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158) U.S. Patent No. 6,420,139, 6,638,739, 5,723,283.
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181) Mayo Collaborative Services, 132 S.Ct. at 1302.
182) Laboratory Corporation of America Holdings v. Metabolite Laboratories, Inc., 548 U.S. 124 (2006).
183) Association for Molecular Pathology v. Myriad Genetics, Inc., 133 S.Ct. 2107 (2013).
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that constitutes an infringement under section 271(a) or (b) of this title, the provisions of sections
281, 283, 284, and 285 of this title shall not apply against the medical practitioner or against
a related health care entity with respect to such medical activity.
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AH(2012), 201-2029

236) 2009. 11. 7§85 Ui oopure] YAy 2.3.1. Fx

237) (1) European patents shall be granted for any inventions which are susceptible of industrial
application, which are new and which involve an inventive step. (2)~(3) A2k (4) Methods for
treatment of the human or animal body by surgery or therapy and diagnostic methods practised
on the human or animal body shall not be regarded as inventions which are susceptible of industrial
application within the meaning of paragraph 1. This provision shall not apply to products, in
particular substances or compositions, for use in any of these methods.(EPC 1973)

238) Article 53 (Exceptions to patentability) European patents shall not be granted in respect of:
(a)~(b) Ak (c) methods for treatment of the human or animal body by surgery or therapy and
diagnostic methods practised on the human or animal body; this provision shall not apply to
products, in particular substances or compositions, for use in any of these methods.(FHE3%
Ed0]A] http://www.epo.org FZ)
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239) Article 54 EPC. (4) Paragraphs 2 and 3 shall not exclude the patentability of any substance
or composition, comprised in the state of the art, for use in a method referred to in Article 53(c),
provided that its use for any such method is not comprised in the state of the art(#]19]2F-&5%).
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249) Federal Trade Commission v. Actavis, Inc., et al., 570 U.S. _ (2013).
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199913 Solvay Pharmaceuticals(o]3} ‘&wo]'g} b= = 239 = (Food
and Drug Administration; ©]&} ‘FDA'2} 3tth)ol] FAZT2Eo AF HlAEAH
2 Xi’é‘}w A8R Aok ot=g Ao g3t FEEI7MIAS 8191, FDAE 20004 o]
ettt 95 4 HEEZHEAE Aol A3 5 9 2ole g

o, A2AE AstsaA AA ol el EA] B 4= Al HSlaL, A3A
=R Ao o2 = MEA FrEe= A FHE ddste] BE SR ¢ ¥ 7has)
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250) o= gholx, W3l o WU A%, | DAL 2009, A257H.

251) 2&Ad 2ok Xi]"*]'/] R&D FA} 8l ol BAlo HAlClokE: A5t Erap] 91g
1984d m]=- AU E Drug Price Competition and Patent Term Restoration Act'S 7%
‘Hatch—Waxman Act'g} -

252) 21 U.S.C. §355(b) Filing application; contents

...... The applicant shall file with the application the patent number and the expiration
date of any patent which claims the drug for which the applicant submitted the application
or which claims a method of using such drug and with respect to which a claim of patent
infringement could reasonably be asserted if a person not licensed by the owner engaged
in the manufacture, use, or sale of the drug. If an application is filed under this subsection
for a drug and a patent which claims such drug or a method of using such drug is issued
after the filing date but before approval of the application, the applicant shall amend
the application to include the information required by the preceding sentence. Upon
approval of the application, the Secretary shall publish information submitted under the
two preceding sentences.

253) 21 U.S.C. §355(1) Public disclosure of safety and effectiveness data and action package
(1) Safety and effectiveness data and information which has been submitted in an
application under subsection (b) of this section for a drug and which has not previously
been disclosed to the public shall be made available to the public, upon request, unless
extraordinary circumstances are shown—

(A) if no work is being or will be undertaken to have the application approved,
(B) if the Secretary has determined that the application is not approvable and all
legal appeals have been exhausted,
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g} &b e} Paddock Laboratories(e]3} ‘#='og} dchels thE F A<FA7L FDA
off t=R A HA ok g FE57HE A sIGITE254) NepH|2~9f HEL BF FDA
ol FE537FE A HgolA Eullole] Bdl Faola ATIEe] HAIFS &0
o 5818 FalebA] ederhal F7gstithess) 1ot &ulo]s HEpH| 20 =S A
2 E3AsE ol & sk &E AVIsISith

BAopl g FESF Ak SR V13 AAHAR, -9 g
SJstal ol 12 A1 Aol elAY Aok BeuA E 1 el Aol thajel F

25712 e Aol A BAE W ZRE 30702745 AAE S 9)7] wjie] 256) FDAE

(C) if approval of the application under subsection (c) of this section is withdrawn
and all legal appeals have been exhausted,
(D) if the Secretary has determined that such drug is not a new drug, or
(E) upon the effective date of the approval of the first application under subsection
(j) of this section which refers to such drug or upon the date upon which the
approval of an application under subsection (j) of this section which refers to
such drug could be made effective if such an application had been submitted.
254) 221X Aokl T Blele] A% E&Foltlee Balok thalel FEHHE NPT
T 903, Aol o FESHE AL Aol 22148 Akl HEAAFEY ARTE
AEshs oFA] A1Ho] 7hssith: 21 US.C. §355(j) Abbreviated new drug applications.
255) HAF] tigk F538]7F AR} of = sptel] sdshs Elsteof sl vl 7HA] 7k
S RE, o] 24} “Paragraph IV Certification'o]2} gc}; 21 U.S.C. §355()) Abbreviated
new drug applications
(2)(A) An abbreviated application for a new drug shall contain—
(vii) a certification, in the opinion of the applicant and to the best of his knowledge,
with respect to each patent which claims the listed drug referred to in clause
(i) or which claims a use for such listed drug for which the applicant is seeking
approval under this subsection and for which information is required to be filed
under subsection (b) or (¢) of this section—
(I) that such patent information has not been filed,
(II) that such patent has expired,
(II1) of the date on which such patent will expire, or
(IV) that such patent is invalid or will not be infringed by the manufacture, use,
or sale of the new drug for which the application is submitted; and......
256) 21 U.S.C. §355(j) Abbreviated new drug applications
(5)(b)The approval of an application submitted under paragraph (2) shall be made
effective on the last applicable date determined by applying the following to each
certification made under paragraph (2)(A)(vii):
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(iii) If the applicant made a certification described in subclause (IV) of paragraph
(2)(A)(vii), the approval shall be made effective immediately unless, before
the expiration of 45 days after the date on which the notice described in
paragraph (2)(B) is received, an action is brought for infringement of the
patent that is the subject of the certification and for which information was
submitted to the Secretary under subsection (b)(1) or (c)(2) of this section
before the date on which the application (excluding an amendment or
supplement to the application), which the Secretary later determines to be
substantially complete, was submitted. If such an action is brought before
the expiration of such days, the approval shall be made effective upon the
expiration of the thirty—month period beginning on the date of the receipt
of the notice provided under paragraph (2)(B)(i) or such shorter or longer
period as the court may order because either party to the action failed to
reasonably cooperate in expediting the action, except......

257) “th2 27} 21 o] Hell EAekS EA1814] &=thH (unless someone else marketed a generic
sooner)"o|2kE Z710] BVl Stk oW S Hg-olE BAKS: EAH] & oF e
588 E57I TR o|$ 7] SR o ol Fof dulE B AW A
grolo] gyt 569 Wl dlelA wAEE Ads 48] 98 E—’Fﬁol%‘ﬂ

258) ot elo] ofste] QA £ Sleh, ol A4 "Heus) Wl X*%EW et}
SR Foh AAARE 2A0R 84 Stk ek % ot R WAL Hold
Al wig- F o Wolqirt,

259) FAAolt}; “And Solvay agreed to pay millions of dollars to each generic.$12 million
in total to Paddock; $60 million in total to Par; and an estimated $19—$30 million
annually, for nine years, to Actavis.”, 570 U.S. __ (2013).
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(2) A1) 23

FTCS] A7 Aol 7121900, FICE 2uhe A1 uaa go] 32383
o A 1zt ol WAl Hl% Awgele] FRACE Adela Y 29 5
9l Ayl o Aolglehay SaRe Sae AeA S04 F4
Ak ESHAEL Al tolsA FAES MAT 5 J= FHA Al 2 Aol
uhitel, 5397 AAFGIE Fokol AAA) AFAYS A ehE 1 Fa}

S99 W9 W 98 s @ ol Aol obEd 9 v g Ze) o

E.
=
of QHAoRE F7H AAARENE BN Gtk Rolt,
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260) Par Pharmaceutical; ‘3= 50] EHAofo] tfsle] FDAS #&5H7/IE H5T 74
T ojo)g WERS S 2Uow Bl Sulolske] BANE WS AU 39
Aol

261) 15 U.S.C §45 — Unfair methods of competition unlawful; prevention by Commission

(a) Declaration of unlawfulness; power to prohibit unfair practices; inapplicability
to foreign trade
(1) Unfair methods of competition in or affecting commerce, and unfair or deceptive
acts or practices in or affecting commerce, are hereby declared unlawful.
262) ‘Federal Circuit......evaluate reversepayment agreements under the so—called

scope—of—thepatent approach.”, FTC v. WATSON PHARMACEUTICALS, INC., ET AL.,
677 F.3d 1298, 1312 (11th Cir. 2012).; ‘Sk="0] ol AP S ulFro] ofgfu] 27} H YT
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of Baro|giek.260) o] g BTbd S0 s1Z5t0] 1 Wl el A ol FolAE Feleh
2 seehn age] FAAUE e 497 42 & ol Aolw, ol A -9
20l o] Aok o] EAske Hxe HAS AZAIA 180271e] BA| SJepF 53
Bl S FoIBIL v} ol 5o] FO|B Al A9 1 o) 2AL FTCSE W] By

263) In re K—Dur Antitrust Litigation, 686 F.3d 197, 218 (3d Cir. 2012).; o] % ARG
D912 TS derepl SR Sofn 24 WAL A YSAAL pgelel
YAl Al A3k 7] wiTell, o]E 48] “9FA FE(quick look)" 7IEolekalke gk

264) “And we are willing to take this fact as evidence that the agreement’s
‘anticompetitive effects fall within the scope of the exclusionary potential of the
patent.”

265) “But we do not agree that that fact, or characterization, can immunize the agreement
from antitrust attack.”

266) “Given these factors, it would be incongruous to determine antitrust legality by
measuring the settlement’s anticompetitive effects solely against patent law policy,
rather than by measuring them against procompetitive antitrust policies as well.”
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SHES e A nelshE 0% stk el dy
FHolol AT APATY AL FHelel o 2% FAe) Be

A Wt Zoleh Bt ol BAlek AlzALe] A A A4 71k Aweka 1

7hE Ak AZAZE A Ao Fe) tial Aok Az §3A E471% W o
A BAE AZAL] AR A0S 43t 1 g7te Bk A RAIZEE AFuE B
A o] et 7hEaly] wlo]th.268)

Y. GAF3) Y] fHA B Ve

FICE 9AFgY7} gHdd= F490s 29 "o HE(quick look)” 4
& T oY, AUt AS FTCY ofeldh 3¢S v 2]sl3le}.269) AA 8o tjsto]
58] 2EAQL olal|vhg zhal gl AF Hijehe A9 o7k AR W Aol v
A QS vtk A2AE F dE Aot o AR oW A48 5+ 9
T o270 A Fgo= olelek A2 E 4 glrhs 3lo] 2 ol flvh 1 ol
At GAEDY Aol “dele] dF(rule of reason)” 7IFel oJste] W
gx]ojol ghrka Mgtch

ghele] 4A 71 selAs gl @ HAFe] FAARA FBe HeA on

7F Ao, s s 2FvEt Bladle me A o, Al Wed 5 e

267) “Rather, the general procompetitive thrust of the statute, its specific provisions
facilitating challenges to a patent’s validity.....and its later—added provisions
requiring parties to a patent dispute triggered by a paragraph IV filing to report
settlement terms to the FTC and the Antitrust Division of the Department of Justice,
all suggest the contrary.”

268) “They may, as in other industries, settle in other ways, for example, by allowing
the generic manufacturer to enter the patentee’s market prior to the patent’s
expiration, without the patentee paying the challenger to stay out prior to that point.”

269) “We decline to do so.”

270) “In California Dental, we held (unanimously) that abandonment of the ‘rule of
reason’ in favor of presumptive rules (or a ‘quick—look’ approach) is appropriate
only where ‘an observer with even a rudimentary understanding of economics could
conclude that the arrangements in question would have an anticompetitive effect on
customers and markets.”
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271) That is because the likelihood of a reverse payment bringing about anticompetitive
effects depends upon its size, its scale in relation to the payor’s anticipated future
litigation costs, its independence from other services for which it might represent
payment, and the lack of any other convincing justification. The existence and degree
of any anticompetitive consequence may also vary as among industries.

272) European Commission Directorate—General for Competition, CASE AT.39226 -
LUNDBECK.

273) [97] COMP/AT. 39226.
274) [27] COMP/AT. 39226.
275) [3] COMP/AT. 39226.
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SAANF S, FHAR AAALS] BAFTT2 20023} 20030 o] Foix] Erds}
W23 5 Atolo] 6709 Fol(elat ‘o Al gey'el ghho278) thate] A o
& HESH HAck270) o] Abd @ele] 4] e vh&It Erh
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o] AAA e wE2a SolA AFer}.280
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276) [3] COMP/AT. 39226.

277) 2002 FE¥& EEAMA A|E2 T gu|& B3] 4~69 2ol @il= 2oR FAHE
vlEels DA, o] A= & Fuwle) EEA 99 Ul FvlE o] 80~90%01 dldshs
Holgrhal gk, [26] COMP/AT. 39226.

278) H. Lundbeck A/S“ 01 % 570 oMol AHaklaL Lundbeck Limited7F YA 1719)
groj Mol Asieitt.; [28] COMP/AT. 39226.

279) [1] COMP/AT. 39226.

280) W2 E 1,200%F F 290 1,040%F G2, dubulel = 1,2009F Ee, ghubalo =
9505+ g ] Fhelgo] x]ﬂzzloiu} [852], [945], [1069], [1156] COMP/AT. 39226.; @rdkA|o]]
3000 I 5 golF oo MER EARAAEIIA AFEH AT

1511

Q@ FEYL W23 oA 259 948 49 el ANERZE FE9] %ES A
o

%@Cﬂ_% AN Y3 = dula AAGT oz R 4 Frol 9se] 2003. 10.

o] A} oA &t Uitk zehvt Ak wj¢ A15E) ;3835101289 A
2013. 6. 19.910F ZAAo] Weixlr}.283) AA&e] 7le olurte ¥ =2 2015. 1.
19.9foF o] F-0]%

e
ot
Lo
=2
é
::‘

(2) A% Wt
7 B W i

“FHATe] 7]Fol digk Z2K(Treaty on the Functioning of European Union: ©]
3 “TFEU'#} 3o})” Al101% A13-e 2 24 w= fﬂid %‘ AL FA A T
N3tz AFGAREY] &) T AFIAF GAlY] AAS Al b4 Qlvhar Hol &

A3k o280 ol mrewl olmd Felsk A9l A 04 5 Bo ol

281) 4d| 2, E=uly) v|23 Afolel] 2002. 10. 22. AW FAFTH gelA Aol w207
5% A9 BEAIIN 18] Bk 34} a7k AL Fiishe ARIR AR GRS
AR de= Aer FodHrks Fol WA ek "GUK is a supplier in the Territory
of pharmaceutical products containing Citalopram manufactured by or on the basis of
deliveries from Natco Ltd.", [348] COMP/AT. 39226.

282) A JASNYEE= o] AR Tt A9 ‘s G Qe Aolekal Btk
"Commission considers that this is a gray area and it is unclear how close we are in
this case to the black area", [652] COMP/AT. 39226.

283) http://europa.ew/rapid/press—release_[P—13—563_en.htm. 2015. 10. 25. FFH%.

284) Article 101
(ex Article 81 TEC)

1. The following shall be prohibited as incompatible with the internal market: all
agreements between undertakings, decisions by associations of undertakings and
concerted practices which may affect trade between Member States and which have
as their object or effect the prevention, restriction or distortion of competition
within the internal market, and in particular those which:

(a) directly or indirectly fix purchase or selling prices or any other trading
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conditions;

(b) limit or control production, markets, technical development, or investment;

(c) share markets or sources of supply;

(d) apply dissimilar conditions to equivalent transactions with other trading parties,
thereby placing them at a competitive disadvantage;

(e) make the conclusion of contracts subject to acceptance by the other parties of
supplementary obligations which, by their nature or according to commercial
usage, have no connection with the subject of such contracts.

285) [596]~[665] COMP/AT. 39226.

286) “the potential to restrict competition by its very nature”; [661] COMP/AT. 39226.

287) [661] COMP/AT. 39226.; 7H'8 Ftelell thgh Ak 412 A4-2] Chapter 12 o]alel] AA &
Ak

288) [Whether] the generic undertaking and the originator undertaking were at least
potential competitors......

289) [Whether] the generic undertaking committed itself in the agreement to limit, for the
duration of the agreement, its independent efforts to enter one or more EEA markets
with generic product......
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290) [Whether] the agreement was related to a transfer of value from the originator
undertaking which substantially reduced the incentives of the generic undertaking to
independently pursue its efforts to enter one or more EEA markets with generic product.

291) [1031], [1033] COMP/AT. 39226.
292) [1037] COMP/AT. 39226.
293) [193] COMP/AT. 39226.
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dolgte FTEAS Alx/dusts Aok AR, 1985. 1. 25. "SE A2 53
2o Azxugdrolgts WAoo LUAER Axubduded Ui AWMES Y3t
©]296) 1992, 8. 8. o]Ao] TEHT A10-00536705 (]38} = el A 'o] AL E3]'g}
SR 53 55H A2 o] AbA 535]9] whEd g AL 2005. 1. 25.0]90tk. 28]aL
'ZEPH e AF | OREA A L] Aok MEAE AA 199634 FE Fulle] BvjE7] A

o) AVl FERSVL WAL 20009 AFS] 2XYL AASELY AZEY 2
G GFEA AN 47% A AFRREE AR A, AFHFE A28 A
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294) http://europa.eu/rapid/press—release_[P—13—563_en.htm, Z$7H< 2015. 10. 25.
295) B 2014, 2. 27. A1 2012524498 #4.
296) o] A= oA el BAES AL} LHA] opse] ARSI & &

rlr 4>
0 g2
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Lrlo A

297) [68] B4A U913 Ae1sle] €12 A12001-300%.; o Azl Sl <Jjo] Az 82
ARA AgIE AOR Hel BEE EE AARD AnA AGT BHOZ Ao

GFEAS} E8T Ak ARl o] A4 S3io) Baldel o] s1Asle] gIgi.
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Y] 4H-7PE -4 -2 A2 Az olghs B3] WS 55FUskaL 1999. 5.
29. & B2 S2U3 A10-021642235 2 A10-02174665 =2 S2uotom g
o Brjo g 2UNER ARG ¥dale FTEAQ ‘202 shdkato] 1998

9. F Rty o 2 e FEAZHINE A5 $3000 & 3 995 o
A 2kakd T}, 301)

Soloke o] A7l BEASI} e 20004 DA el 71% ) 1919] Aol
Az el B JAE 240 257 dglom 00 eHERY e BA5
s7h EAEA 2 Aol ol BUs TR gl LOES ZIANT B
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A

298) [69] F48AANA
299) Toﬂ 2Ol AN Q E T
golAl e ol e} Fhl.
300) BAR] 20122 2eX|Y Mokute] AESHAEEA AW AR §71E e 4 9]

wjizel] o]AF e 87F H50] 7hestsltt

3] A8 oA A2001-300%.

2 FASAR AR WA Hu Held o] 2elM = A%t

301) [71] S8A L3 ALd3]e] o4 #12001-3003.
302) [73] S8AANN L3 AL2]e] A #12001-300%..
303) [74] S8AHA L3 AL3]e] o4 #2001-300%.
304) [76] TAAANY D3] AY3le] o2 A12001-3003.
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s 2 Ao] wAEA HYT209

olejet 5384 HA A GSKe}F solAlRS el g4 D askA ==, GSKet
SopAIoF2 1999. 12. 17. GSK7} SolA|ofell Al ‘Zxeke] s S5’ n|EA
Alekel ‘HhER A 0306) ) SX A’ Fojahs tiale] Folrleke] V&R &
thEe] ArkwnE Fdeta, ZA We Foldd A sElAw 5eEas S
247 Faletts WeS Aoz shi= o & (Letter of Intent) & ¥}l oH, Lo}
7} 2000. 4. 17. o] AHA 5] ool siFahs LHHEER ) & FFAF,
weds S g FFAeF, selAleF (olgt o] 379l Aloks A ‘o] Ab
7 3ol'g sth)S # Akt 300

o A telel aa zak(olat o] A Az} BEhe Tt Rea)

<sfsiAlop>

NOW IT IS HEREBY AGREED:

1. In consideration of the rights granted to Dong—A by GG(Glaxo Group Limited)
and GWK309) pursuant to paragraphs(1)310) and (2)311) of the Letter of Intent, which

are to be the subject of separate agreement(s), Dong—A shall:

1-1. Cease any and all manufacturing and sales of its Ondaron product(or any

other product containing ondansetron or a physiologically acceptable salt thereof) on

or before the signature of this Agreement, and for five years thereafter;

305) [79] B4AUNI D3] ©d3]9] 94 A|2001-300%.
306) tlERI e volelzn s AmAlzA @A) ol 2415 ekka GSKe) Alofo]
L}.

307) [81] SAA A3 HA3]9] o4 A|2001-300%..
308) [83] FAA: L3 d3]9] <A #|2001-300%.

1571

1-2.  Promptly following signature of this Agreement, withdraw its
confirmation—of—scope trial(Case No. 99 Dang 880 currently pending before the
Industrial Property Tribunal of the Korean Industrial Property Office) filed against
GG's Korean Patent Reg. No. 53670;

1-3. Promptly following signature of this Agreement, duly cancel all
reimbursement approval(s) or permit(s) received from the Korean government for the
sales of the Ondaron product(or any other product containing ondansetron or a

physiologically acceptable salt thereof);
(%)

2. In consideration of the above actions by Dong—A, promptly following the
signature of this Agreement, GG and GWK shall withdraw the patent infringement
action against Dong—A(Case No. 99 KaHap 87153) currently pending before the 12th
Civil Panel of the Seoul District Court.

309) GSK= 2001. 8. 1. F&297 153} An|AFE0In 2 J15o) %‘%EM EJ*M FA AL,
o] AR Gl 18 g o]l o] olzy] witel Felite] GSK
¥AH I Q= Aot}

310) 18 (Letter Of Intent) 1. GWKE tiehil= ] WoA] HEHAAE 54407 g 9l
B9 7 Sl U2E Fopiiell polun (40 44 B sl Aol o
gl vla e HAACRS AAStelo s, olvlol o]sh e f39| Feolof mpEt
WA 2G50l 2 TEolo} ok, olel AT Aale] GWKE Slsha HE4e)
Yol2a] 2Hles olel sl GWEH ool tdler & izt 44T 2+ 3
t}.(Dong—A will be granted an exclusive right to sell and distribute Valtrex in Korea
by GWK. A separate sales agreement and trade mark license (if appropriate) shall
be entered into by the parties incorporating all customary provisions of agreements
of that nature. In consideration of such rights GWK shall be able to setoff in full
and final settlement thereof the alleged refund due to Dong—A by GWK on Zovirax
sales.)

m

311) 9] &AM (Letter Of Intent) 2. Bo}Al S thatnl=r F oA T3 HH L 22 TS
SAA0R wv 9 /58 HeE etk (B8 A9) TARES MR et
9 AEAd gig AR ARk AAstelok s, o}7]el= o]e} £ RKF | e
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