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Abstract

I. Backgrounds and Purpose

» Background and Purpose of Research

O Our patent review practice takes an attitude of denying patentability,
citing the flaws in the "industrial availability" of Article 29 paragraph
1 of the Patent Law.

O This is due to the ethical aspect that recognizing a patent on a medical
method hinders the health of mankind by restricting medical services to
humans, or that patients' right to life is not sufficiently protected.

O This attitude is vulnerable to promoting research motivation and promoting
the development of medical technology through compensation for inventors.

O This study will seek an optimal point of contact between the two
propositions of promoting the development of medical technology and

ensuring public health of the people.

» Contents and scope of research

O This study is intended to examine the eligibility of 'medical methods" and will
research the recognition of patent eligibility of medical method invention.
O The main purpose is to discuss the limitations of existing discussions and

to analyze overseas legislative cases.
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II. Major Content

» The patentability of medical methods and medical activities

O The Practical Standards of Patent denied the possibility of industrial use

for the invention of surgery, treatment, or diagnosis of human body as an
essential element.

The 2018 criteria defined clinical judgment as "psychological activity to
determine a disease or health condition based on medical instructions or
experience”

However, in order to clarify the subject of clinical judgment through the
revision of the criteria in 2019, 'medical person’ was specified as the
subject, and the current standard states that the medical person is the
subject for the general medical practice.

These amendments would be based on the institutional environment in
which patents can be established by 'artificial intelligence'.

Therefore, only clinical judgment or invention of medical methods by

medical person will deny industrial availability.

» Necessity of re-examine existing discussions

O Industrial development and health promotion are not necessarily mutually

exclusive values, it denies the patent eligibility of medical activities by
prioritizing health promotiont, but it is not believed that defining diagnosis

using artificial intelligence as an exception does not only promote the



development of related technologies and retreat the promotion of health
promotion.

O First, the development of diagnostic technology incorporating artificial
intelligence can improve medical standards by reducing misdiagnosis
rates, and the difficulty of clinical decision making is that reasonable
judgments should be made from limited information.

O Second, since diagnostic technology using artificial intelligence has less
time and place limitations, it can increase the availability of medical care

and the accessibility of patients to medical care.

» Comparative Legal Implications

O The patent eligibility of medical method inventions is in principle negated
in most countries except the United States.

O However, the method varies from country to country, but in the case of
Korea and Japan, it distinguishes between the invention of medical
methods that can be patented through patent screening standards and
those that are not, although they are not legally patent reasons, but deny
industrial availability.

O On the other hand, the EU defines the invention of the medical method
as an unpatented reason through the law (EPC), and the U.S. allows it in
principle, but the medical practice of medical workers does not have the

effect of patent rights, imposing certain restrictions on the public interest.

2INYISU| UpJessay uonesiba esioy \



9IN)ISU| YDJeasay uonesibe] ealoy ~

O There has been a recent revision of the patent review criteria for the
recognition of patentability in diagnostic methods, and if the diagnostic
activity does not include clinical judgment, patentability can be recognized
unless it includes steps that are direct and temporary to the human body.

O For example, "How to Detect Albumin in Urine for Diagnosis of Kidney
Diseases' is a conventional practical diagnostic activity that negates
industrial availability, but is now patentable through the revision of the
screening criteria in 2008.

O Furthermore, there was one more revision of the patent screening criteria
for exceptional reasons to recognize the patentability of such diagnostic
actions in 2019.

O While artificial intelligence technology has been rapidly developing and
expanding its use, especially in the field of diagnosis, it was unclear
whether such convergence technology constitutes an act of diagnosis that

could be recognized for its industrial availability.

» Exploring alternative legislative measures

O This attitude is because medical technology or methods such as surgery,
treatment and diagnosis are not persuasive in many respects to conclude
that they are not available in industry because there is room for medical

practice.



O Although the dosage or dosage of medicines that can be seen as part of
the treatment method for patients is considered a component of the use
invention, it is also inappropriate not to apply to other general treatment
or diagnostic activities.

O In addition, a change in the current system will be necessary considering
the current state of legislation worldwide, the trend of granting patents
to recent medical practices, and the times in which the importance of the

bio-industry is emphasized.

Il Expected Effects

O In order to determine at what level the patent eligibility of medical
practice should be recognized, it is necessary to first gather opinions
from various fields, including the medical community, the pharmaceutical
industry, consumer organizations, academia, legal circles, and patent
industries, to derive a social consensus.

O If the direction of patent protection is determined through social
consensus, it is expected that the patent review standards can be revised

or the patent law revised based on this.

» Key Words : Medical method patent, medical practice, industrial availability, patent
eligibility, patentability, exceptions to patentability
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15 5 owrled AW'e ?i%%i 9lou, ol 8] 7]%0] ohd FAAE FHow
S} Aolehe HolA 317 Fof =ojo] Y v TAH 71Z0let & 4 gl

chat AAEkas oz A27 A5 4o 4] dhe) “olzele] wsle A of
olo] olzger ol He] P A ofshy ARANE 7122 sHe AT 7150z
3, AL A, RO EE Olnha] A& Aldstolol s Ao o E: XzReie
23] ofzelo] Wk ohIskA RASEY st L St Gl WS o st}
T A QIk) el I AL ] 7o) tstols “ozpele) tgo] T
Aolg Yo ol WaRo] glome A%e TAA ARl mtet oS He S ¢l
1, olsto] wigkwh A1g1o) W Sof Sakstol WskE 4 Sl Aolol, ool B,
= ojstiye] Ao gl oJmglo] ohd AnkAolA ofd Al&NS HEs gho
2 ARIS) A1, A Sigeltt Y BRG] ] WY S s o 5
2 740t ARSI HlZo] | 9Io] 8-S TH slolo} ke Qgeltt 224,

6) E5¥Y 2018. 12. 14. A1 201833062 4.
7) AAEA 2014, 6. 26. A3 201294369 ZA: i 2007. 9. 21. A3 2007%2461 A,
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2= B Ragle) AoE 44 Tz ogtoRK A ey HTie 99
g slHo] ZPsetES Hshn gk AoE Halt:
SR, SPEA BB 27 A=A o) ‘BslE 2o Balo] Wshe o2
918 aheu), 5319 thagol A AQsh Sl OlEWel S WEA ol Hole Y
A

Ao il e e Qicka AZ4En dustd, =P AE SdlolA Alske
0]9 %= 7}#F & B Ho] olx20]x THo|n g AL giAto g = oz d9s EX)

N

= A Brgah, 1 B91E Hlojelolut 92l Eolo] ofd IREH AAIS W 2
bt A4 S3E Aske AL o Ao] B 9] HEolt

22 7| =29 MEE T8

IS ESAIRA B
AHoz 3T ol FA A dEdd EO% SUERA(CHFHEE 9] 4T
2 He A FA0 weh Aol Soke 2RillE 53 didelA wiAet Aol
19864 71 ESIH(HEE A3891%, 1986. 12. 31., YF/NAR)oM = EdithiolA
AHE oJoF T oAl W] Ty 2 Be S48 TS 59 o=
EAIZT Tt Ae] AP R0 et ARYo = A OFARo] oot APt 1 2oF
A HAZ FoslaL ATHESH Adox A2).
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1
A
el
E
rlo
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1o
12
(A
rlr
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8) & AFoA= A HF o= A o] YA, EidiA, Bo184A, Eold BEESIANE THdsto] AR
& 287} o} WA I AEAS vt dEAYE dES ook Sl AR oA /\}RQU% E5id
A4, E3|ZAA 50| olo &3ttt §HH §HL ‘patentable invention ©]gh= FE-S AW, B]=2 ‘patent

eligibility’ &, E51844& 2222l 7idQl ‘5] (patentability) 7 +85}o] ARgstal Qlct. gHH EES
AR BOE B 4 fle OoEA ol Att &, YA AAEAN A9 52 HARANY E5E
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T} olFolE S B8 ARIAIDNAE 271719} cloREo] Hstol u]
4 E Q7 S92 QAN A0 OE B S2, A D AT 59 A=Y
B3 e ol Aol H 22 =R tjols A4 ol87k540l g
L 502 Bt FS AXHYE. ool e HEYS BEIAR] et TATFY
Qlo] ARPIZOIA A4 o] 87Hs A S TS Qi RO YHS FulmEoR S
B39k Hlato] QItk9) YR SHAPIAL oE 7|0] el A% o B AT
oAl B OR NS 7149, S 71e0] E5Ue ¥
2 2A0] Witk 3444 slaE0] B4 AsielE), ol wigk glo] FE5Ark A7

o|tt.

rE Rl

X

2. 72 THIR| B

ou) Wgl A Aol AHe Y, AZ, AP AL A% ZAATIE
olofolL} ojoto] zAMMY W oloke A&t SlzHo] Bt WEo] distois A
o} 8715490] Qrhe ol92 Ed1S RASHAE, S50 gt o=y W] ojst
o= A 0] 871540] QSN v, Akl Aol A8 4= Q= ojefolut o= HY
of T3t wrgolgeke HH99] 7|Ao] FEolst gHgsto] WAleln qlrkd ol £
o ooz ety 9ich1o

!

sl Wgolgks Qo] FAE & B X EY
=]

7 upge] Al A Weldo s AAE LS AR RS vl os T46)

ok

9) AT, “OEPAAA AP EISAAY ARl gt A7, SIS, A28 A1S, 2006,
60-61%; A9, "= P9 Eo|tiidA : A ol87FsA3Y SAE dol”, "AdEREY,, A4258, 2012,
AR, “FHFs Iyl tigt Eoid B3, "HAE Y] AdjATA,, 2006, 130-132% 5.

10) o9 1991. 3. 12. A3l 90%250 T2,

11) E39Y 2004. 7. 15. A1 2003316104 T2,
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of E5)y A30% ixgq BB WA B AL S BA AL 359 94
2 S et Qs wol sigEle] B3t 5189 4 g A AL Ay
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917} obd Tl8aglo] ek AoRA AR o83 4 9l Wolehs Aol
olo] BiEo] QIS B4 THAACR Sh= WS B3] Tl Aelshs o9t @
QREo] £ U AEo] Zo] B! Y A, @ LE AP O] £ Eoto] W
of A% Az, A B ¥ 4 Y R AHEiT A% 4 9 et
H5Eolo} S A, @ Rl B FHL E3l9] oz 7] HHl ot oJm
AAE ato] glo] E3l9] Ha) ofRE AF2A Hol ozt Aewe [
o] of@A B A" uholeks ol92 B9tk AT WAL IAS W THAsE e
A9 ABHOZ AR o85S B

Qust geetn A2k
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A4 e
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1K) =
P& S5

E Th2 e BOIAE QAAER} AF7|Ho) weh SE Aio] WEZ7 §4
A SHe S50 o] Bk o] ol HEe] A% FAAMF ek A T Ao
2 IR 2 SL gy, 79 Bao] Hrn|golng oJRYelz B 4 Q¥ B
oh E8] HR018¥e A LA wet gebd 4 Gk A15H 4L FMEE By
o 7¢Ap} MEHOR ARE TKsAe] Stk HE AFHAT. 2 W= @Al

flod 7led AMolEaL & & glo] &l sigetA gethe FAlolH.

R A4 ol 87Ms e BT T EE WA HAZTE AR FEAERA
7], @ 25" E AR sk SdETol At AYe Amdhe HHEelAY Ao
= ARE ft A AP Ee ALHE wAB] A ARG 3ot
A ol 87 AE R ARdo 2 5, Je 59 HE, oA

30
2
5
HA
ok

12) 499, “Qu#HPYol EFHo| o5t BT, "AIAARE,, A18H, 2005, 114%.
13) E3HY 2017.11.17. A1 2017314501 =A.
14) THHY 2006. 8. 25. A1 200531936 ALZAA.
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o= Al ARgele 94 AR R B I AR O sl vdadet Alea

Tt PEEE o9 7k AEHPES X ARWle] ST Bo] v
215
S8 A7k ZULHo] ikt BoNS L AR JJstel FojY Bast g

Ar2 Alggo] golstal, o] FHE oM, JRHEO AkS W] o A
& Ol% Fs/30] ATFL 77t Aljte] Qlrt.16) AL SOl A<} tiifs st
ofste], = Qlof| o3t 1Y 59 AW 7 B FAE A:mSAY A

71 59 ol 744 o] A L9 Aol nA|A| ol At A&
19l =S A 2 7RsAdol 2H, Ao ARS e, A=, Fdsta ot
A 4732 SN HHY S Aol o]83 &= Sl WollA Alefske FAI<}
A7) Eolehs AHARI 7H= 7F Al@sheA] o et FHstA sfE ofAl= ofy
Fohal WA Qi

o?‘:‘

=]

3. NE =22 pHiRt AfEE 227

mj=of| A Q7o AR EE vlEsto] 1L Aeho] Wt Abdoly 2| = eyt
HEl AP 5 ot BV AZ1EReH, REolME Diagnostic Method 27oIu
Medi-Physic/Treatment by surgery 2% & ATIAE JF= J=2P Y9 E3] A
o] Zrj=1L Sle FAloIth. HHH| fEuehs o7 < A5 E 2oRE E 9=

71719 2E2A] FGshe ol&HA AAE RASHL lth17) T 1of 22 £330
7|27} IT9} BT9] g30] H& SR 8A| L vlo] QAAT} ApAH] A4 4AHJ o= FAFslal
Uiz ZAE T2 Altfof] ZHd AEeH SRR = Fo] -

15) E3HY 2018. 12. 14. A1 20183]3062 2.
16) E31HY 2013. 3. 21. A1 201235]9587, i€ 20135853 2.
17) olo teixe EYE EothiiAdS AAdof stttk 194 Aol Adt A4 A3t
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WS L= sh= w9 VIS Foke 2ARE Ee SAA vk
o7 AAE 4 glri= Wy o] “HHEAA|A(repeatability)” m&Eo]2k= A7}t Qlct.
FQL QITH] 2T 71R] A flote] HHF AgAu|AE Al £t /x4 &
A& AR 2715 S 7H e B AT O] =3 HiER Rl A9 Foiske
35 SAF AollA ZAtol] tigt A= 97 ERRIS] RS M 4 = fE =T

A2 5 Qe it opfe ol AXShL sfeeky AR Hero Qs Ao
dat ZAe] olmaslo] Xge z2fet 4 k. & Bl AN o] et Hl.go]
ARG 2] (2 W] oA Aoltt ol Qlzke] Awt £9o] T
g @d 72 S5 A1zolH 98 2402 £a g Uwe) ol8L B 74

WA 2200 449 TN o] Bek Ystrky I Holeh19

FEX7IE Ao] ohch. @312] Thea 2L o] ol BAZH] R 4 9l

AA, AFAG0] HEE A7 T2 QAE@E2H) S 0 Jurass =Y ¢
At YA QJAFEA(clinical decision making)?] ojH a2 Aldte AHZEE g

2ol TS sk Tk Aol ¢ u} 19 w}aw R JRo B8L 0 FolY] sl
of WAl Wre R YRS FPH 0 AEsl] JH) AUES EEFe 5
2e Qzhitt ABAS0] HS %_6} A EA] 5LHYA 4 9tk

A7)z 2 oA Naure)olA] 919k eolA QE|50] QIzt QxS S7igcke
A7 ATt HEE TALCE Q7 QATE FL AelA Fala e s}

18) 29A, 9] A(F2), 109%.

19) Yue Wang, Wai Tong Chien, Sheila Twinn, “An exploratory study on baccalaureate prepared
nurses' perceptions regarding clinical decision making in mainland China”, 21 JCN 11-12, 2011,
pp.1-2.
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A5 A0l oF 5% H @ol Zopdl Zlo]t}.20 &, AdofA AdFA5 HH2 o
=Y 7 0L, YErES Alatst g5z E BAFA =0l 2 ZolH. ot
7h Age] 2 FE2 =283 ey ARE AT o QU geEA HABA 0=

o

flo

(availability) 2 319] 9lg HZA(accessibility)S =9 4
AH, A19A HEE FESto] HAS3E 9t 8E 24T 4= Sl 59, 22 ¥
AF319] RS9I AANA 0] 2 =420 FHi= ofojX| il Q7] W2l 2) HAF
ZoA 9] 7 E HEAE Eole Y Ul S85ith Yot 2 F2HHtol2A
AA5-19(COVID-19)2} 22 A o] WYE0| FF AL R F71d A0R &
£]11,22) o] = Qlste] ©@7|7te] thro] Qi £-87F AT & Q=T A8 AT B8
A7) TA2 & &R0l 2 4 3om, 35808 HAFZY] SHME {2

Aow Azt

20) Nature, ‘Al shows promise for breast cancer screening(Jan. 2020)", <https://www.nature.com
[articles/d41586-019-03822-8) (FEH4Y: 2020. 11. 15.).

21) Susan C. DeWit, Patricia A. O'Neill, Fundamental Concepts and Skills for Nursing, (Saunders, 4th
Edition), 2013, p.5.

22) S UEre] 271 1T 45T 49 AR Bd PSS 4.27% 371 202 &9}, S=EAARA
T, "71FHstet A AR, 2008, 18%.
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TAE =] Agol 271 itk o)l 7 Sl=2 A2 AR

WTO/TRIPs E74

ol it E5 17
of wpe} ZApe} Ao & &5t Sk wWEbA ofstollA=

T} Z¥7- Aolgt Y FEE Folal Y= PI= EU 2 429 AHRE ATE Al o=

il

98] WAole] AFH 4-80] QoA FaT At

% olek
A1y 22

1. WTO/TRIPs 87H

WA WTO/TRIPs23= 2l¥=o] Q=i U E5] oA AT & =5
A5k et = FAHL E35]9 i (Patentable Subject Matter)of] Tdlo] “HE 7|<&
2ol 4 E= Ao et ofjwet HEE A, FEA 9 A4 o870l
oW 53] g50] 7k skl skl ITk§27(1). HRt 3= Ut B 5EY
A2E 3 A, 9 9 Q¥ whH(diagnostic, therapeutic and surgical
methods for the treatment of humans or animals)& E5]thdollA AT &= At
827(3)). & 2ol Wk WTO 3= A=9] wetof| wheh ojmriby Irgo] oist 55
o]oq Oq E'- X]-EX-]_E 7:]7(-]0]- 2 O]]:,"I-

23) \X/TO/TRIPs— AAFA7IHWTO) A B AAFA717 A& figt v=HA 94,9 B45M & sz
A 748 $1905e WIO/TRIPs @949 142 A5 18 WA= 2 1 Uold 445 oag st
AITHWTO/TRIPs §1(1)). WTO/TRIPs= 71& B0l A2 oJFArdE F715he W49 =AEH &2
& A E AEetaL Qe 5319 B¢ Tt Hos oot v goh2 F8aith
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<E 3-1> WTO/TRIPs EH 4 o|zutt dtHo| Hix| 7t5 =g

Article 27 Patentable Subject Matter
3. 3¥=E 29 ARRE SSHAClA A 4 i

3. Members may also exclude from patentability:

() 7t EE= 2O ARE 9ot Mgk, 8 9 A Hh

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

S WTO/TRIPs @42 "T8A], 7I&wok AFY] Y Te I8 offof TE
P Qlo] 3517} 5lof =1L E5]Ho] i ofof ot L sk JITk§27(1)). ol 7]
& HoH(field of technology)ell W& 28 ¢l= E5|H i Y2 4% Aolt}. wet
A w3t do] ogHPy dgo] tiet S5 dS S 11 Fsfol iRt FAleTE ARt
St 7] Hofo] wE xpdol d 27} Al7|He.29) o WTO/TRIPs E49] si44
o2t 7]& Hofol thet AP FA YA §27(2) E (3)0fl FAs U= HPo=
et ol Aol sigsiAl gh=thal Jo] Aol & F42 TRIPS 49 783
YA oh= ‘ﬁH oA, 552 A JFEE Hoshal, A=2] A8 A1A 2 7]%;‘4 2l
ol Wi 585 EoFe] 3509 5 ]/‘]7]7] o] LR% 2AE HTL + U=

gkl %1 = FoIA®8), dlH= HPo® oud 5359 AYE Attt 740]
WTO/TRIPs g4l AHzog Hbdntal Hr|= ol

2. SEARAS| H2E PPt OiF B

Paris Convention for the Protection of Industrial Property,(°]s} ‘T2 & F o]
2} 9h25)0) A FALRHEZ 5], ALAIRE, O, AHE, AHAR, 4T, YA RA Es

24) AAE, “eHrHdge EoES B4 AR, "ARdAAH,, B A19%, 2006, 14%.

25) st oRS A|AA AR AFE7]-HWorld Intellectual Property Organization, ©]st “WIPO"2} 39| 3 st
of 1883 AAE &35, AHE, YRR, AH, AHHA 9 FFBAYA 2okl SAFPAFLZA, 5 A2k Al
oF=o| watok & A AL T FEAQ FHE AL Qi
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Ao EmH 9 REAAEAAAAN NS B GoR BEEIQ). o T B4

2L 7P @A shaislolof she, Fedolut A4 Hoko] 34| ohst 9, A3

A9l EEF TE dzd, 7Y, 1%, BE, 95 WF T 9 TR 2L UE Az
L.

EE Akl disiME 2-8HHE1(3)).

olof wiet wtEHef] £35187 F AU o874 EA siAEnh20 dgud
Oz AH| 2] AdsE Al AP Sle 4014 2= woke] AdA = WA
Hotop & Ao|t}. on] fejuts Zefeh qiFEe] =7 E 9= - B AdS A
999l stz ERFsiL ot wEbA SeRd Wgol digh He o= EE0 R SiEh
=, oo Hiet AT ol 8TFsEE < Y] HAE 1T mf A1
Ha/do] .

ol
)
rlr
paV)

3. MHRARHMAF(WIPO)

WIPOOA A7t TPCT27) A ZAF 9 o] AAF 22 (Patent Cooperation Treaty
International Search and Preliminary Examination Guidelines),< ‘& T+ X
=) o QA = E AL A& WY A B 5 Al AdEes A vy
= FAIFAF A HHAL gl A AQIstal EKE9.08). WERA PCT =AIEHol ofstt]
2t oy T o 55 55 7heAd2 I @AM AE =71 E5(AIEe] 9
3 27

N2 WIPOE o2 o] SIS BHeke St B A9 2R vt 9)

=
=], 20209 4¥L 71202 olauPH Wy(Surgical, therapeutic and diagnostic

26) =Y T 9] Aol AAAY 0873 71E2 QU 2A O WHE A B AREE = Qlojof oh= RS
Oujsl= Ao)A|, AAA o]elE Futsfjof JIGEA] S ojH 7|&d EANE FRkeA= ofY "= A7HA|
[F3R= AL ofyghal slo] tha IHSH Aostar Qlck i 2006. 10. 12. A3l 200433270 THE.

27) ©7]14 PCT SAIEEAL thro] 7tof gt 13] £9& 53l o8] =719 E338E FE53 4= Qlrk PCT
FAEY e AFHOR 2 — FARA - FATAN - BFH FAHRAHAE) — A HAA A=)
— FUYGA" 2 A=
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methods for treating humans)2 §A1Z 02 ES|thitol|A viAlolaL UA| 2 =7k=
S, FANE, v, gAjof AR mobHr}.28) S E5] I A9 FEA9 2ok
= QB WS ESiolA wiAlstka glch.29)

24 o) =

1. 232 3ol Saniy

o= S5 A1002R00 ofohd U2 L (invention)Tt L (discover)s H3tth
1231 A|101%2= AHEaL 585t 2= B(process), 71Al(machine), AlE(manufacture),
Z/dE(composition of matter) & 0|52 7 of gt T E= o] E7] HZ
g oh S & Zof| et nlolAs AW 1 AR, &84 @A 2 444
ofoltjofof] Exgt W T W2 5515 W & flvh. "Id(discover) o] tiet &5
AAYE A5t ok HollM B7| = guidst & 4= 3loH, vl =Y ol
e Aol Bt "Hot @ AxE 59 el Wt | Ho|th30

28) WIPO, “Certain Aspects Of National/Regional Patent Laws('20-4)", 2020.

29) 42l EPO(European Patent Organization), ©FZ27} OAPI(African Intellectual Property Organization),
f-2FAloF EAPO(EBurasian Patent Organization) & oFgt AX GCC(Patent Office of the Cooperation
Council for the Arab States of the Gulf)ollA= AY F&A4 E31 HAF Al Q=i U EsitiidolA
ALfstar et

30) Diamond v. Chakrabarty, 447 U.S. 303(1980) at 309(“include anything under the sun that is made
by man”).
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<E 3-2> 0|7 5584 S5

§101. Inventions patentable

MEL -85 W, 714, AF 2EE Ex oo e AEL #-83 NS YEstdAY
AT A= o] g 24 EE 84 Qs EdlE ¥ &

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.

A= vl=ollA] = WS 1 A& Eol4do] FAEA= o &89l #+
S (useful invention, §101) Ali+(novelty, §102), HIX8AI(Non-Obviousness,
§103)2 259 S5= S5 o Ut o7|A WA 8 9 SSAIRY XK
3 7dell tul=l= Zidoelth jHH R84S dNtE o R fEjuRte] oA A4
o]-§7ks el gt R wofsl=t] 3D wl= E5WAT -89S Al A TolA
E5HAL T ATt F-&2 0] YHjshe A oE F&H32)

2. SR el SHN HY

18834 713 ESAEAo] o@upio] e B34S RS A4S gl ol
MSoAE 22 oz W] et S8/t slofsln) ekorksd 19544 S35
o] EAPIE AFg3H o] Hhet S31AL Slojsis 249 Yl ol 3ol o

B ol Hiek S350l AU

31) H4, 98] ESA WY g #st vE, TSt e, A54E A3, 2013, 783%.
32) 5, “vl= EoldA 984 (udility) JHES] S 487, TR, A17HE A1E, 2013, 78%.
33) Ex parte Brinkerhoff, 24 Off. Gaz. Pat. Office 349(Comm'r pat off. 1883).

34) O. Mitnovetski & D. Nicol, “Are patents for methods of medical treatment contrary to the ordre
public and morality or ‘generally inconvenient'?*, 30 J Med FEthics, 2004, p.470.

35) Ex parte Scherer, 103 USPQ (BNA) 107(Patent Office Board of Appeal, 1954).
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of2|3t Hok= 19524 vl= E3AS E51344 23 A101%29] 7] e AL
2A, 71E9 E9& 7ls(ary) o =AY, 5 NP oE W (process) 22 St
= uF Qlet. ol wet wismolA= SEH el gt 595 J44s FAE5HA
AUt 2=y 9bA A A Hiel Zo] g o] tigt §35 S|o&E <lste] It
EY4o] flEH L, 53] vl FE2 A= SAoAl A7HE 4 Qb= A12jo] A&3 0
A71=EQaL, o] st 22 Pallin v. Singer AFA30S B3] SiE et dg wE2 o
WA A =2uro] Bt E51EARI QA Pallino] thE JALE E5]dE o2 A4 A
QlEl, o] ARolA =gto] H g2 wWiigeiate] Zukg et | SAAE sz
Ak atdo|th37) Palline 19934 sig E517F Jsi=|AF 453 A715151th
olo] tfsh WY “FUS ST Pallin®] E51EYY oAFH 01 Y & i

2HY AAEY THeRAM Aol gt il daetHA gl Ssle Fart =it

i
Fd

o

= i

4

2

o] Ak B3l = HollA= = HLlol tigt S5 B389 Hdsiths of 20|
2R, ol =k R ARES|ATHThe Medical Procedure Patents Coalition,
MPPC)2} vl=9] =98] (American Medical Association, AMA)= =557} o84
Hol gt A4S Attt A4S AR Jaid E5]9 2AE ¢t dzvEs
1} gEZ olofuzith39)

olo] ute} vl SHoIAE o= Pl We] ESHANS Rk FHS Adske
¥9HGanske Billyi0o] 3ojl # glor, o]F JUolA 7} olshuAAY F4S Ll

36) Pallin v. Singer, No. 2:93-CV-202, 1996 WL 274407(D. Vt. 1996).

37) U.S. Patent No. 5,080, 111(#W &% Al E4 FA5 A/E H A5 292 Aokl o]& E36HA] oY
St W)

38) Pallin AFdE AFsto] vle 540z wis < 15719 8y &7t SFEUHL St =5,
“Patents Seem Fatal for Medical Ethics”, Wis. St. /. Aug.28, 1995, at 7A; Wendy W. Yang, ‘Patent
Policy and Medical Patents: Case for Statutory Exclusion from Patentability”, 7 B.U. J. Sci. & Tech.
L 5, 1995 AHY, kol =&, 19%0°)4 AL,

39) Bradley J. Meier, "New Patent Infringement Liability Exception for Medical Procedures®, Journal
of Legislation Vol.23, Iss.2, Article 4, 2015, pp.265-268.

40) HR. 1127, “Medical Procedures Innovation and Affordability Act”, 104th Cong.(1995)(Greg
Ganske(R-lowa) and Ron Wyden(D-or.)).
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of 97219l ol=d9of thet Es|e] HATFES Aldsk= &2 HQks Hols|
SFATHFrist Bill)4D. = HoR
94 30¢ FF AHIEAL.

vl= S5/ EUSH 2] &55Aol et A ?Fxé | fltt= 540] ot E3t
A A= B A FRe] it E5lE doke w8 =71, ol d=7ls, 53
+AE B 7le EoflA A= A F+HE ‘%IOS obe Aol & ¢ Qo Iy
Hl=oll A Ry Trgo] itk S5)d Y] EUAE FESHAL 535 HlEel o
gt FEhe GAOIA A7 ¢ Sk 7t AGH 02 A7|g] meh42) o2
et S #7435 U.S.C. §287(c))~% npdste] He|PAE Aldsta it

<E 3-3> 0|3 So{uy A=Y 5o Hajof et 2| Mt

§287. Limitation on damages and other remedies; marking and notice

(©1) 8271(a) E= (b)oll e e dok= =P Audy9] 32t Aeisto], §281,
$283, 9 §2859) 7L olRAA EE olg} petel WO HBEA ohfeh
.

(c)1) With respect to a medical practitioner's performance of a medical activity 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.

TFAF R vl= &5 A2872()(De =T S99 digt AsiE sk 9=
PARHY =Pl Y3t BAsM = S5 Hsiel A1 +18(8281), S5 sl
Yol et =87 178(8283), S AP 11798284 B Al eAulEge] B

41) S. 1334, “Medical Procedures Innovation and Affordability Act”, 104th Cong.(1995)(Bill
Frist(R-Tenn.)).

42) Ron Stodghill, “First, Do No Harm. Then, Get a Patent”, Bus. WK, July 24, 1995, p.86; William
B. Lafferty, “Statutory and Ethical Barriers in the Patenting of Medical and Surgical Procedures’,
29 J. Marshall L. Rev. Issue.4, 1996, pp.913-914.

43) o714 5P I Hmedical practitionen 25 &5 AFol7] Yoto] F7F=REH 71 LAAU 9=
52 APl qlo] I AR AAlof whet FEche AFAQS nEHH(§287(c)(2)(B)).

44) o714 J=5PQl(medical activity)Tt ALA| thet Qo E= QaHA AX)9] - 2u|3HH§287(c)(2)(A)).
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& FARTY EE SETE] ARHA P

J3E) 013 S5 ABTEOQAE () BH, AZE Ex 2420] B S5
Ao B9, () 2B S o] Bk £5) WABS, T (i) AEF S5
2 sk U] Aol el AATAS A8 ghch Heba Rl
olz9)2 Slste] Elele] E5jAL Aalshs oz ojms)7], okRe A8sAY &
AR k- AR PHS ANSHe A9ete ] etk o) F3slo] s of

#e] (& 3-4)¢F 2ot

- ol sl dhat Aol TS JEBeIde] oz 4

=L

nag | 5287001 | x 53 el FA) FHE281), S1W FABAN dh FAHTH F79(§283),
e &8l AP 719(8284) B WoAt UulEe] T 1(285) A8 wiA

a - ARI7I(RA), AxE EE 2B B35 Yok A%

o | 2870 | - 2% 5319 g0 E5E Wshshe A

o - AEB|E B 5319 P AsHE A

3. TF 2 E=i% 9] HE

oA E5]A AL Tdols MA & (proxy test) L 2= ‘MoT 7]5(Machine or
Transformation Rule) ©] #2082 ARRETH MoT 7|&2 HEgo] st E5|1 2
g TR 712 o=A, ofmgt Wy o] O EAT 7|AY Ao AdEAHtied to a
particular machine or apparatus) @ YA =E(article)”’} = AU 40 R HEHE

2|4 AJHS] HEhAIE 4 UhE ofof] tigt E5A A4S AFD o Uth= AAIEL
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19729 Gottschalk v. Benson AFA45)E &) HelQ] 7|z7} nfdE QL) o] U]'-T#

SAEL T AYFAaRES YHEE Y E5444S s #fste] MoT 7Ie=

= A&kt oI Classen v. Biogen ARI40)01A ARfatAr 2 WAlof| o3t E’io—ﬂ
SF kS A9 HlolE 9] BluE F3 HF F71E Hole ili%“ﬂoﬂ s Al o]
HomA BT 71A0 AZHA ok, AR 55 HIAIAE LU = olf& EF
AAAL A v 9o, In re Bilski HEGAE o]2et MoT 7|52 F=3h=
PP 558 W 4 Sl IR HSIth

34 20109 vl A9 Bilski v. Kapposia48)o A= 7129] MoT 7]&0] &

23 E7(useful too) o= Braht 2015t 7] exclusive test)S ofaks ML B
35| oF3Th49 o] gt Bilski v. Kappos#a-2 GA] Al Fold thafet Aol k&
o FH=d|, JEZCE Mayo v. PrometheusAFAdo] {1t

O

Mayo v. PrometheusAtolA tie2 "9 T A &9 APHEAGFNE A=o
7] #f5te] ARgEE A 24d(thiopurine) AlE oF9] 283t 82 S5k o &
S gl disto], "HEE AFEFARTHL Tt A A0 e TELA|
2 533 A4S FASHS0 o] uf #Eo] 7= MoT 710l obd Hdge] W&
A - O] FA O] ek BT 71ESV0] AGHUT. ALFde
ARG ofAlolH, Aet-we Ao mE A2 AR st ARIHAE AABh

45) Gottschalk, Acting Commissioner Of Patents v. Benson et al., 34 L. Ed. 2d 273(409 U.S. 63 1972).

46) Classen Immunotherapies, Inc. v. Biogen Idec, 659 F. 3d 1057(Fed. Cir. 2008).

47) In re Bilski, 545 F.3d 943(Fed. Cir. 2008).

48) Bilski v. Kappos, 177 L. Ed. 2d 792(561 U.S. 593 2010).

49) oo we} ul=r ESAEAL 5 WHo| A1H AT "MoT 7[&E S5oks WHdgo] 344 ofojtjold
Edsiths HHgt A7t gl °} E5|24/do] Atk AAtsiof gttt = FA1Y 418 EsiAARRelA T4l
Shit ik, #Esto], USPTO, “Supreme Court Decision in Bilski v. Kappos”, USPTO Memorandum,
2010<https://www.uspto.gov/sites/default/files/patents/law/exam/bilski_guidance_28jun2010.pdf)
FFH&Y: 2020. 11. 15)

50) #<5A, “Mayo Collaborative Services v. Prometheus Labs., Inc. 23} AGMHES|S E3]4", 1
Trend,, 5# A10%, 2012, 94-96%.

51) AR 1 AR ofi, E@Y T AARIAY R, 447 ofo]r]ofRlR]| 9] ofF.
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Mayo v. Prometheus®22 ©1% 2013'd2] AMP v. Myriad®2599] FokZ v|Hch
AAA E2lE 7320l sl S51A A4S Rt AdFAR U] T dis] A
Y "Mayo v. Prometheus #22 J2fsto] up7|geitt &= HAZ F44 w4
17183t Zofth.55) 12y ojof] sl HRtAHEE ARF & FAATL RIgEo R
] AAY A= (isolated or purified) 22 AFAA = APE A (distinctive)>0-& 7}
27 wiol] 318 Z 40| AHHF T BWAFA 0L ST) AHHHYL “H|E ST AHA

DNAS| ZFS Bol $RAE Belopith sl ojmg 313k Wah) SweA)

Mr o

52) A4 - AAIE, “ERY 9 B 7]e] g4l ESAE", "IP Focus,, 2020, 24%.

53) #2202 Vanda Pharmaceuticals v. West-Ward Pharmaceuticals, 887 F. 3d 1117 (Fed. Cir. 2018)
AR £4E B9 =ed 2@ AT Hig oA BoF 28] B9 51444 9%); Endo
Pharmaceuticals V. Teva Pharmaceuticals Usa, 919 F. 3D 1347 (Fed. Cir. 2019)/(ZHA} A3}o] & A
7 BAol| dish oA FokF 2d ol #el £S5/ 44 Q1.

54) Ass'n for Molecular Pathology v. Myriad, 186 L. Ed. 2d 124(569 U.S. 576 2013.).

55) Ass'n for Molecular Pathology v. Myriad, 182 L. Ed. 2d 613(566 U.S. 902 2012.).

56) AFEA(distinctive) WA FEHA Z}o|(markedly d1fferent)7} A= AL E5E e £ O]D}“ V&L
19809 ul= Y9 Diamond v. Chakrabarty #2< 53 Xﬂ/\]ﬂ 7|0t} A WEL Diamond v.
Chakrabarty, 65 L. Ed. 2d 144(447 U.S. 303 1980)

57) Ass'n for Molecular Pathology v. USPTO, 689 F. 3d 1303(Fed. Cir. 2012).
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T 58 et d2 AFdagdS MoT 7I&3 22 - A 7I& 5 vlas] ¥e
St HVIES Adsiey, e ol ddVIES ASH R Fgtial BY
3t B7ES AlAshs 22 stal dths Aol o3t A Hxs Zed
Aol tisf 73t ¥ H8= 7heA Atk Hollde 3Zolu, iz da HH Ve
o FHE SsIole v FAHoR B S5= IAEE sl st
H, R A AFAAF WA FARRRO] et HA Rl /PFg/do] H=ste] S5 Alkmof mhE
AME| B7F F=537]7] mzo].

a1l
7

o

w20 QY T FloIA] AlE Holny] o HEa 53] thio] Hi w
of WelE ST k. T mle ol Wl Thet S5 AUAA St
ol A3 =le) A WA QIzke] 2RAS AL 4 odrke Ht =g glsl)
olz9l] dstols Salde] BAS AR ARsha k. & ALY RS B
A9 WY BTHE HSRUAL AU AEFOL 4 oldow I8 BuiHel o

PHoleie 34 Zuo] AokA YLE FPL LS Y Aol

H|E 20124¥ Mayo v. Prometheus®#Z 2 Qldto] S@HH Wgo] tist £3] Q1% o]
4 49 oR|7F HASIE 2ol EFokal, i Tl B AR it EF

A &7 (directed to a specific method of treatment for specific patients using

58) Ass'n for Molecular Pathology v. Myriad, 186 L. Ed. 2d 124(569 U.S. 576 2013.).



52 || g 5919 w4 23 e B0 a7

a specific compound at specific doses to achieve a specific outcome) ¥} 70|
v Al B4 St gt A 5E 91t o= o] tiste] S84 A4 <
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EUe &8 A AAEE 5517 93] 35| meeligttt. 11 23t 59
w0k 4% 19734 HollA A2H F+H535F2HEuropean Patent Convention, ©]
s} ‘EPC'g} ghof et Ah= %%ﬁﬂ—?@uropeam Patent Organization, ©|o}
EPO'e} HE SHE AU Solde HAF - TFlaL it webA of7|oA= EPCE

SHOE U9 HAIE dESH, £ A9 %_"—9101] a7t 2 o U2 TR AT Al
= 4% M HESV|= g,
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59) ¥4 0 & Vanda pharm. Inc. v. West-Ward Pharm. Int'l Ltd., 887 F. 3d 1117(Fed. Cir. 2018). %A}
St FA9] ©¥ 2= Endo Pharmaceuticals Inc. v. Teva Pharmaceuticals USA, Inc., 919 F. 3d
1347(Fed. Cir. 2019).
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ARG U=t vR7IA R S 7] w0k BARfoIAl AgeiA] ok 3% 2hd
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2. SR el SHN

3 EPCe 9=dH TS E5sAh= A6 )lth 28y 19779 EPC 2&
Aol 2mr ol vt A ol87hs e Foke HixE Fokith 2R T
A9 EPCE Al53%(a) R (b)E &3 =50AkE Aokl A52x(1)= 5'511 SmHe
2A I B S0 Hol +dEHE e, AR 3 AR ddE 2S99 A
ol 87Fs/dol Sl TR oA

60) B4, "RFEAAEAE M., EFF AFEILA, 2005, 39%.
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<# 3-5> /¥ ™ EPCY EESAR

Article 52 Patentable inventions
(1) 78 55l AT AEAHQ] THE FRkoks AYE o]8 7hsdh e AEo] tis] 5o
=},

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

F =

@) F=old a¥ol] o3t A E= &Y AEYH 9 A E= 5E0 diste] PFeiA= At
SHe ALl lslshe 4914 ol 75T MoE IFHolE ol Hck, § 2P0
53] 2Hont 238 ofdt BE e A8 8w A8a)AE ofd =t

(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.

a2yt WTO/TRIPs 7ol S3japdel tisf 44, EAg 2 A4 o874l
R 7le &oFe] B0l Foldltes A'oVE gAJolHA], olE A7I= 2000 F49
EPC A532(c)& Aldste] dAet Zo] 2z ¥e £S5 M= 45 =,

oo Wzt dY EPCe S8 T & fle ¥% & ESAEA 1) SAYE
et WAooz 1 37 E= olS0] 35EA B AR $500 v 2271 e
HH§53(a), i) ABA YPor FAEY F5 A=Y ik Bet 2E4or A
=oHAQl T o= nYESH] WS AQfRt TrE(§53(h)02) i) JEHOEA <l
2t B el diste] dsiAle e, AR 5ol HE B (Methods for treatment
of the human or animal body by surgery or therapy and diagnostic methods

practised on the human or animal body)§53(c))& A2 F45IL ATt & 7400

61) TRIPSEH A27% A7
62) o, AEAESCl diside g sjd=e] Myl fdskal it
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o tistoie= 01191% Aste] 53] 50| 7hesitt

<E 3-6> ®dl EPCA EETAIS

Article 53 Exceptions to patentability
9 S8 theo] Alge] Bate] FlofE] op e,

European patents shall not be granted in respect of:

() AH 8ol "Wk BB B EEA] s WEE: olFe UL X Aok o
F E= AACIA HECIY 789 23 A= olf e ® o]df diisiA| ofyst= A
oz 7554 gtk

(a) inventions the commercial exploitation of which would be contrary to 'ordre public”
or morality, such exploitation shall not be deemed ro be so contrary merely
because it is prohibited by law or regulation in some or all of the Contracting
States;

(b) 4% F= BBES E: 4% Be 529 44 3 42 B 5 AL nuEt
4 34 EE 1 s 4esix) opjgi

(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;

(0 F=olu A= gt A E= 55 AA 5T 9 A = 5= AA tsf A3
He A T 5 8L ofHet B 5 shuol ARG fIRt AlEeEA 55| £ Ee
2d=l= 2‘1%3}11 ofL gttt

(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.

St f98 ESI4AL 7to]=2k1(Guidelines for Examination in the European
Patent Office) EPC A532(c)2] 749 tidol He =i 5618 =i, A
P E R o R SLEe3)sta] Z47o] EStiAty w12 AAISHL Sith

63) EPC 853(c) Methods for treatment of the human or animal body by surgery or therapy and
diagnostic methods practised on the human or animal body
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2 AV EAREE A=yl sigsiA .o o2t A& E2 WA siddEte
oM A9 Aol ozt 349 AA WAl ek fet P A= A= o“”
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(i) dlole 4L A%t AA &4

(i) EEH HE dolg 9] Hust
(iii) ¥l & S-9u|3l HAES golst
(iv) 9g8Qlo] AmEHOE ARl TS Y= B

64) EPO, "Guidelines for Examination in the European Patent Offices Nov. 2019 ed., at Part G,
Chapter 11-4.2.2.1.

65) T 0019/86 (Pigs II) of 15.10.1987, EPO Board of Appeal; T 0290/86 (Cleaning plaque) of
13.11.1990, EPO Board of Appeal.

66) T 0245/87 (Flow measurement) of 25.9.1987, EPO Board of Appeal.
67) T 0024/91(Cornée) of 5.5.1994, EPO Board of Appeal.
68) T 0081/84 (Dysmenorrhea) of 15.5.1987, EPO Board of Appeal.

69) T 0385/86 (Nicht-invasive Messwertermittlung) of 25.9.1987, EPO Board of Appeal: G 0001/04
(Diagnostic methods) of 16.12.2005, EPO Board of Appeal.
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70) T0035/99 (Pericardial access/GEORGETOWN UNIVERSITY) of 29.9.1999, EPO Board of Appeal.
71) T0081/84 (Dysmenorrhea) of 15.5.1987, EPO Board of Appeal.
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72) A - AE, FO] B4, 19%.
73) T 0385/86(Nicht-invasive Messwertermittlung) of 25.9.1987, EPO Board of Appeal.
74) T 0045/87 of 21.7.1988, EPO Board of Appeal.



A% A9 gade) Mg 24 || 59

o7} “8ix}7] 37 AHAARE 249 HlojElE o]-8sle] EEOZHE|S] HAE of

Tojuit WL Bl Ado] Ahgd 4 e XEhE T HHHQ AT }-% Agste A

oloH EdE ¥ 4 gl NTPWOR B 4 Gk slo] Théss] B ATE g5}
Ak

ﬁ; EPOL EPC A A|5E = o] tia E58448 2elsjgit. of=
$99] olmAtglo] that el A7he Eajuey), ofeig Alzke 4

ZAlolck @A £3 E545Helo] EPC7E A=y E512 WAk o192 5
olzQlo] oAl e WeIS A SHe A2 olsfet Bl Hlko] & ), WAl
B3-S A 1 BAS WE| AASHL o] fojAof Fihe WL Al

AEA0E FHS AR olf& QTHE oyt 59 o T AR U 9 A
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75) T 0400/87 of 1.3.1990, EPO Board of Appeal.
76) FHES|RKEPC) A53% Al
77) G 0002/08 (Dosage regime/ABBOTT RESPIRATORY) of 19.2.2010, EPO Enlarged Board of Appeal.
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