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. ME

A v EF YA E3]A (patent eligibility) & EA47F 7H =3o] H
& Eopr} vtz ‘A FEgES|o|th Biski #Z2VAA v= iy
A A8 Machine of Transformation 71&(°]3}, ‘MoT7|& 2 olg} gtt})o
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ATl A&d A7 e A 4 AR Bilski @2 o] Fof
T olgg =go] FAE Classen #2337 AMP #F4 0] A=, o9 2
= YHY BHES oMA7A AP FFES ] dig ml= HYY dHAHA W
Fs BAFA X3t Atk

ol st gt A tidTAANME, 9919 U Aol THFYAE o] AHA
53519 55i4de R8T ml= SS9 AL01E 7]1Z2Ee] o] AbdAA
Aol HE AEEH FHFY EN'E FU9F Aok ol AEFITE
g ANAATFHY STUE AAE Je "=FdA W Fod dFHe
E 948 JoE HQlth E3d Ae AEFSdd SSAdES] Folo &
A u= S A1 M F-EstA w9 F83 g 7HE o=

1) Bilski v. Kappos, 130 S. Ct. 3218, 561 US __ . 177 L. Ed. 2d 792 (2010).

2) MoT 71%(Machine-or-Transformation test) 011_ argol O A AX(Machine)ol 9%
ol gAY, @ Ao ¥E(Transformation) S A3t S5 4 H40) ,\lt‘rh =Y
1970 3] HElZ AT 1 olF F/E AZE e 2 BMEH thd ‘B3 AYHY
o AlgFog e

3) Classen Immunotherapies, Inc. v. Biogen Idec, 639 F.3d 1057 (Fed. Cir. ?011) CAFC=
Classen®] E387F ©egolio] TAWES ZAAFIE Vaccine Schedule®] E7 2 11 FH

W 71go] F2REL o}27 ek Classen Z0] FAE Wo] AAA] o 4

B % 4R wRel) Mg, 35 B YA Folel B 7 B0 0

SR T ARLL 52 5% AHZ WIAA} Bk GYLAGE TSA 2
S

o Eo}, Classend] 5342 & FAFATh
4) Association for Molecular Pathology v. US. Patent & Trademark Office, 653 F.3d 1329
(Fed. Cir. 2011). Myriad®] BRCA 1/2 g d+= FAEEH iﬂ%?‘l fé‘?ﬂ?ﬁr ZHAZ
o JERE DNASES WolE 2BaT BHRORA Aol BHE SULD Az
Szl A ¢ JA A FAh Iy Myriad7t 53 E51E 5 4 Ao 9l
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1. ARdel Zut

Prometheus Laboratories, Inc.(©}3}, ‘Prometheusiit' 2t 3th & "= E3
A6,355,6232.(¢]3), ‘623 &350 e dtth) e} A6,680,302% (0]8F 302 5316

5) H= B3 A6,355,6238 & "Method of treating IBD/Crohn’s disease and related conditions
wherein drug metabolite levels in host blood cells determine subsequent dosage”#H& ©]&
0F 5EHY 9o, I AlFTEE g3 2ok A method of optimizing therapeutic
efficacy for treatment of an immune-mediated gastrointestinal disorder, comprising: (a)
administering a drug providing 6-thioguanine to a subject having said immunemediated
gastrointestinal disorder: and (b) determining the level of 6-thioguanine in said subject
having said immune-mediated gastrointestinal disorder wherein the level of 6-thioguanine
less than about 230 pmol per 8x108 red blood cells indicates a need to increase the
amount of said drug subsequently admin - stered to said subject and wherein the level of
6-thioguanine greater than about 400 pmol per 8x108 red blood cells indicates a need to
decrease the amount of said drug subsequently ad - ministered to said subject.

6) T= &3] A6,680,302& &3]+ "Methods of optimizing drug therapeutic efficacy for treatment
of immune-mediated gastrointestinal disorders”2te= ©J§22 5EH o, 7[EHeR
302 53 A F2E 7HEAAT 6-TGo BElA 6-MMPE ZAste FA o] H7b=E o
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AT XVF““Q’%HL} a4 E% A83t7] 93l Role AFOE, &
178 AAZF o1 YollA o 27 EF 2 (mercaptopurines) 3 x| 2578
HRE|EE WSE e tARE S oln] dE ezl AEith AT
o A7t AL 7 e A4 7B Eo17) st 1
g3t Ave A% AYHL AR, Prometheusite= o8t F2&E
o e d7rZAFAS ds dEAAAE 7T U
Prometheusits ©] 71€< ulgo® &, ‘PROMETHEUS Thiopurine
Metabolites test”"2l= HAA1ES AE8H8I9 T Mayo Collaborative Services
9} Mayo Clinic Rochester(©]3}, ‘Mayoijit' & gth & Prometheusiite A7)
o FALE AAEIY ok 20043FE S2EQ AAles st #
N g FES F, old i AAE Awe AFSATE ool 2004d 64
15¢, Prometheusit= Mayoiitell theted S5 E ol f2 G E Yol A
W QA (U.S, District Court for the Southern District of California, ©l3}

ar ox

o

P> o2 oy
o,
to
3
r

B ofo
B2 o

l

@Al gl &8 AVIET &Fo] AE Fold 2008 3¢
28¢, 5 ¥ Prometheusit’t BF8 S35150] S5&70] A(=AHA <

At} (302) 1. A method of optimizing therapeutic efficacy for treatment of an immune-
mediated gastrointestinal disorder, comprising: (a) administering a drug providing
6-thioguanine to a subject having said immune-mediated gastrointestinal disorder: and
(b) determining a level of 6-thioguanine or 6-methyl-mercaptopurine in said subject
having said immune-mediated gastrointestinal disorder, wherein a level of 6-thioguanine
less than about 230 pmol per 8.times.10.sup.8 red blood cells indicates a need to increase
the amount of said drug subsequently administered to said subject and wherein a level of
6-thioguanine greater than about 400 pmol per 8.times.10.sup.8 red blood cells or a level
of 6-methyl-mercaptopurine greater than about 7000 pmol per 8.times.10.sup.8 red blood
cells indicates a need to decrease the amount of said drug subsequently administered to
said subject.
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274) Zadgde Mayoitd $HAS Holsd °‘:’513Jr7j (summary judgement) =
39 th?) oo Promethusiit7b 323892,
Appeals for the Federal Circuit, ©
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2, M7 B dFEEe| LE

T 5352 Aol W= EFH(6-mercaptopurine, ©13} ‘6-MP'g} $rh)
3} oflo]2bX] 2.3 (azathiopurine, ©13F "AZA'®} ) Fo] HE-HEJEF
(6-methyl-mercaptopurine, ©13} ‘6-MMP'2}F dth 3} %] 701 (6-thioguanine,
oj3} 6-TG'e} gth)FTLE Fal=E HGAA 6-MMPS 6-TGE SATL
i”ﬂ o2 °1f?l LS ZolHME B52 HAHY XNeFd FoEd

T+ A8 9
& Fo EFoE A °‘9i‘:‘r 83 o) 93y
o7 kA 91*%% Foste 213 WS o)&dtd FEE dv HAE
F8 WES FAsIE itk olel dia] AAE Y2 IR0 Ted AR
A3 WA (mere data gathering steps) @AY &2 ‘At @Al (mental
steps)' & BARG Aol £ty 3te, E5)o) Ued dAEc] 2F4E e
AL Ao F oln] AR AAIAA (wholly preempted correlations)’o] £33}
oty FEsHATES

7t. CAFCS| TZEQX®

7) Prometheus Labs. Inc. v. Mayo Collaborative Servs., No. 04-CV-1200, 2008 WL 878910
(S.D.Cal. Mar, 28, 2008) (Invalidity Opinion)

8) Prometheus Labs.. Inc. v. Mayo Collaborative Servs.. No. 04-CV-1200, 2008 WL 878910
(S.D.Cal. Mar. 28, 2008).

9) Prometheus Labs., Inc. v. Mayo Collaborative Servs., 581 F.3d 1336 (Fed. Cir. 2009), ©]
HZ2 5N E Prometheus Labs, Inc. v. Mayo Collaborative Servs., No. 04-CV-1200,
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CAFCe= ©] AHdE dAAAMFH oA Aelstadnt. 9A, CAFCE Bilski
HAAN M9 MoT 71l IR FETE Al FAd FH, Axols IR
8738k 7]F(definite test) o2t 7Rl EIFHTRID) o]# gk AHA] St CAFC
T 623 53¢ 302 EHE ThAl AHEUTE T o] AMHA EA7F #
6-MPY AZA 5o tiside A3 JEA 59 A7 Sdolfo] =3
HA eFsk7] W2, 23 E5AAY FAT At

TAEY FE% tEe] g BAAMESY w¥e]l U F CAFCE
o] Abd AFUES 53 F A0l Aty FAEAT IYX I olFEE O 'F
o] (administering)” -2 ‘&3 (determining) s+ WA= “H3H transformative) 7}
ATHA Holok &, @ ol#fdt dAIEC] B3| FHY 3 (data-gathering)’
ozt B v glom, @ ‘ALY #H(mental step)’o) EATTE Aol &

S AAY S S (detract) ANITY B & flvhe 3 E4th

@9 olfst BHSFAME Fooll thE Bejet 2% BAF oW TS
St=A 7 2AEAT. CAFCE @A Fofoll g 214 dels MoT 7159
wstel] ZEE, 24 @A 9A olHE BElE Tt A A =
2]3-31ety Wt o] Ry RS HiEOE ste ACEE HX 53 F A0
ATL Bry 3 Fofo st A = A g o e, o
23 W37t glow A (machine) ol el 9722 WE AAE Bavt iy
AAjstit

@9 olfol M= FEI 249 AV W3
A iJ%-&loﬂ/q gxizq o] ﬂo]a}\:ﬂ ol 3P s
(extra-solution activity)'e] olHztx BTk & FoF o}
sty K8 HEE Eod IR Ted AR
A 2dHET T & $ dde Aolth

apR o 2 39 olfelAe BE d7to] sjjoF st At BT A o)
2oEY HetE, Il E58 40 e FAdA Bl Rolzkkd A
2 Ho} 53540l Aoty Eoph

2008 WL 878910 (S.D.Cal. Mar. 28, 2008).
10) Prometheus Labs., Inc. v. Mayo Collaborative Servs.b81 F.3d 1342,
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12) Tammy Van Heyningen, “Is the Federal Circuit Playing with Fire? Prometheus Provides
Insight on Adapting Diagnostics Claims to Satisfy the Bilski Test”, Intellectual Property
Strategist, Nov. 2009, p 191.
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[Abstract]

The implication of the 'Mayo Collaborative Services v. Prometheus
Labs., Inc.’ judgement to the Korean medical business methods
patents

Shin, Sung-Min
The Master's Course. Law School Chung-Ang University

The most controversial sector in US.A patent law is the ‘biotechnology
patent’ lately. In this situation, nine Justice of the Supreme Court denied
the ‘patent eligibility’ unanimously in the target judgement. Patent eligiblility
of optimalizing the therapy effect’ is denied based on the US patent law
code 101.

CAFC'S patent permission judgement and U.S Supreme Court’s conservative
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patent dismissal judgement in this case are very similar to Korean patent
court’'s industrial availability permission judgement and Korean Supreme
Court’s industrial availability patent dismissal judgement in the perspect of
the reason is presented as the basis of the judgement. This is as if the
reflection of the lower court's tendency to seek the purposefulness through
the concrete judgement on specific issues as fact-finding proceedings and
the Supreme Court’s conservative stance taken because of being faithful to
the basic principle of law and fearful about the social influence of the
change in legal opinion.

However, the explanaftion for human gene structure has been progressed
according to the recent development of biotechnology and it is expected
that this can be a major contributor to the industrial development and
competitive power enhancement. Rather, the patent permission for medical
practice will produce good results because it motivates the invention to the
health and medical service personnel, coupled with the rapid changes in the
research and industrial environment.

As a result, rearrangement of law is necessary for the development of
medical technologies and the gradual changes are required rather than the
radical change for preventing the adverse effects. So I think we need to
aim on revising the Korean patent law in the long run and relax the
construction of patent law in the short run. Specifically, industrial
availability in the Article 29 subsection 1 of Korean patent law, it is
desirable fo extend the concept of ‘industry’ including the medical industry
and the meanings of ‘applicability’ covering the ‘technological generality’ or

the ‘development potential’.

Key words : Biotechnology, Industrial Applicability, Medical Business
Methods Patents, MoT Standards, Reasons for Patent

Invalidation

- 186 -



