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8) Singer, Samuel et al,, “Management of soft-tissue sarcomas: an overview and
update”, The Lancet Oncology, vol.1(2000), pp.75-85(%F A10Z%).
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10) Heinrich, Michael C. et al., “Inhibition of c-kit receptor tyrosine kinase activity by
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pp.925-932(%F A9TF).
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WA, A A 9T Foll lFo] Ho} 1 s|&RoblM Bl A4
2 7ba AR Clet el Z1eArekm gehel 47 15} 2o Agel o2 &
ek QAT 9l Aol Fe) Seuwel Ange $AEN D B

Atar Qlar, oju) A A]E A3 EE o] Frlel BHste], hHY 2
231 201352873, 2880 TN M= “AAH HYPEF-S AR ofw vy
B go] RAREEAE Fet] ajix = B A FAo] 247 2
= A7 7)ARke] opet 1 M HA ol ofshe] L o] &3k 7]
Lofoll A Bl A2 7hxl Abgh(olat Bde] Y&l EraL geho]

Fejao
2 914% 5 Qi AGS V122 ) gastelol Gk el 9 A7)
A FE3 A A o) % B s ThE AT ANE B
o 1 WEAAE FRA o Tefste] B4 &t AT B &
o3 £EF  YEAS Bekshelof ST 2R ko] wate] M

a3 .

2. AFA AN E sl gk geld 77 A 7€

M 2

ole} ], YA R BAS 93t 7|F o2 AL s Aow B

ol Aol thek Tl 7d7ke A e 7l v, frH SollA XEA 9

71& 0 &2 AFE3}al g1+ ‘Reasonable expectation of success' ol th-3-3= %
o7 Holt} Y= d= YH A Conor Medsystems Inc, v, Angiotech
Pharmaceuticals Inc, AF12)E& 94, Aol gk gel 7|thrksdeol
Us wolvt 2K do] R oo} gt HAR FA% ZloR Holmg
olol thgk HEZ} H gt}

23) [2008] R.P.C. 28, pp.716-732,
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(2) S=2f At

d=r2] Conor Medsystems Inc, v, Angiotech Pharmaceuticals Inc, AR
< WdEH 33 d<(Coronory angioplastics)ol] ARHE-%= 2~ E(stent) o]
< (axol) S FZEBI] BAFZ(restenosis) S WA= AHIE o] B3 E3
g o] XHA Aol & 5355 FadFT7E Ao | AR 2E
3 Ao] AR7F A o] HAL, tFAlolxE HAA ol Bl oste &
Bszo] AR FAHHE Qo ek A A(demonstration)o] FEHE|e] 3]
= AS S0, B4 ‘obvious to try'd] 7|ES A8 £ glvta detkst
Ao}, = Y Y (House of Lords) ol A= 31 HollA 2B Ak $I3h
AAZ Aldo] T HAI= Fethal dAskaL Al e Aol Ssigol o
Sho] Boge] ZH Aol #3F ¥F] (ordinary principles of obviousness) & %-&
87 ok AR | 4 gloka ol e} o] BAlskaL ek 20

o

ARA FA7|EF FHsEe], 14 (Patents Court) ol A= J B AS A5}
flate] @ B4 7|eArt S 2 E AT e FEsk] ¢ FE
Sk AFe] 7 ]Eﬁ*é(expectation of success sufficient to induce him to incorporate
taxo) S 7HAIIL QAAEAIE BolH FEIA], T2 @ F49 7t AT
2] 71hE A 1A & HA|(without any expectation of success) Ef&= Al
Fatole Aolgks e Holw HeA|ol dste], @A o] As|E =3}
o ¢ E32 A9 oste] Raz stk FaA(Cour of
Appeal) | A= Z}TE A 2] 7H%§-8— st Aol 7)(a fair expectation of
success)7F Q1= A9-90S AHIFEN =@ As)E A, 9 Saurg oA

o] AR5E] WAES 9lste] B8] APshcte AL s Tl

o

|

24) Ibid., at 730("It was not a sufficient reason for not applying the ordinary principles

of obviousness to the claimed invention”).
25) Tbid., at 718. YAl 1 =AZ HAA o] WAL AAZ 2H7} ke Hol
3l demonstrations 3}A] &t += AHLS E31 It} Ibid., at 723,
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g1t} (there was nothing inventive )T S Eo] IRAL FA5YT 20

2) i ¢

3= 5] ¥ (House of Lords) ol A= @<] 73] & ANeH3taL, o7|A] A3t
’d82] 7]l (fair expectation of success)’} = AR RE A& 2] H9y
(obvious to try)2] 7]Eo] F-83tH, olu) 75 9 7hsAde ARt
k2l Jo]$H(How much of an expectation would be needed depended upon
the particular facts of the case)= B}3] 3L T}, 27) B3k H Ll of| A= H A Al of| A
g o] W&ol Bato] s3] JHAIsktaL e, A o] Ak
BAIM Y THA @ T oAFoke vE VeS A8stolof FS WelaL®
e FaglolM 2AgA RS Adstivtd RG] AR HAS AR
ek k2 s

o

o
A
o
A
>\‘ 5‘-:
%
o,
=
o
Ir
O‘rm
o
o
lo,
N
iy
b
N
N
L O_u

26) Thid. , at 728.

27) 1bid., at 730.

28) ols} Ak 18] FAPol fstol, UPERAE oleld FFe WA 1A zis
Sejugel 2n4 208 ke By el Faolela vlwala 3ok, thid, at 723,

29) 1bid. , at 719.
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(3) EPO

D78

EPO?| 7%, JEA Ak Aol 53] Fd&gstolu st 7]&2okol
2] ‘reasonable expectation of success 9| 7|5 &-83F= A7} )30 Z
B Fck(inventive step)> 7| EZ 02 FoFe] 7|EA ) o] = Hr o] 7)ol
o)™ o thdt 7]l (expectation of some improvement or advantage)S 7}A] 1L
EAto] 71427t A3 S (would carried out) Ao|2HH, ApE 3 A (obvious)
O QIFEIL(T 2/83, O] 1984, 265), A7} W& oA 7hsdh A=
Al&=2] AFEA(obvious to try)BHE o}uUE}, ‘reasonable expectation of
success' 9] 7] AR ¢ Qlal, wEbA] Fle] T]Eo] FREE TES
2 Holx] gfeth, A FAL AYrIe2 Y §49 7t 2 23
£ W oA 7hed ARE Yrlshe AL oy, B4 TeAt
ejH o oA 7hset kAl sk, Ao ARl oS 7hs Aol ok, &
24 Ql FEAM Y dS7Fs Aol v, XA o] FAHTHT 60/89). A=

T 9F7) 98 =4
H Aoz & 5 Qlvh. olyd ddr|Ee TEe Y] EA(merely
expression of wish)' ¢l ‘439l thal 7]t (hope to succeed)9= TFEE= A
o7, U Thed ARl digte] el dH= #EHE HI7F(presupposed
scientific appraisal of available facts)o] 3| &8l= A2 (T 207/94), A&l o}
& FaH 7|7t obd, A7)zl el AaHor odHe et 3
7}(scientific appraisal)©| T},

A=y PO 21K ek A] 2 Al 2] 2 A (obvious to try)2] 7153} ¢
o] AFo et F2]& 71t 7154 (reasonable expectation of success)2] 7|
Fol AHEHAL =, ol Aw el gk F337 77} obd A7)zl ¢
& A=Al FehA FGrtel ofste] 7= AR, Ml Aol tigh
A2 2 glon, Al sl e el gk 71wt 3

¢

Jﬁ.‘i‘
)
W
e
p
)

30) EPO, “Case Law of the Boards of Appeal’, EPO, <(http://www.epo.org/law-
practice/legal-texts/ html/caselaw/216/e/clr_i_d_7_1 htm), 71 Q: 2018.12.15.



7o 2 Bolt},

2) ek AHE

@ EPO 2004.10.6.2F T 0918/01

2004.10.6. 9] T 0918/019|4%= VLA-4]| th3t A& o]&3le] WF d=
AN X Foh= ofoFg = 530 d%é}éﬂ gl gk &eld 71t 7ks
e B0, AEAS P S3& FA= & nf qloh

2A8YZ = eosinophile] A X5 F4-& Fvlste] 95 AW #H =

o

o] glth= #, eosinophilo] @] A|E o] VCAM-13} Agsl= o] ¢
Zo] AAzAolgl= A, VCAM-19]] thgt 5 2]7F=(ligand)7} eosinophil’d
o] VLA-4olgh= o] 7|AEo] Stk 53] 7eAhe gite-8-A(igand-
receptor) @] A3Fo|A 8| (receptor, ©] AFAAE Y1 AE VCAM-1)E
st AY FEAe} At 2liF=(ligand, © /\}73_01]/\1% eosinophil 2]
VIA-4) 5 Apdtate] Bte-r8A o AgS Add 7 vk He g Q)
ouvg 34 7leA= D2l oJste] o] Akl 3} o] eosinophil
o] VCAM-19]] A%3}= A& VLA-49 gk =T 2d A'E o] 83} A
date] A5 S A5 F dve JAES g 7 UAS Ao=, o] A 53
g o] M E A o] FAHTG(17H).

53] A Gl Al oA VCAM-1/VLA4S 7] 2 3} eosinophil
I oAz s Addhs Ao] (AIFel obd) A@H AR (n
viro)ol] B3 stk A& 438 o, EPOoX = el Be7ked
WIS 878t HAdA 37l de BgsiA THEE AR
DG A Sl o3t a3t Seld A *é% 778 e Yrlshe Ao

73 T, 5744 71=Atel ¢
Fis ‘?JEV—% 71t 7hs/de] ok E Aol HAdE < les HEetA g

o =} (18-199).

F

of
o

I:H
F
s

31) IBD(Inflammatory bowel disease), W7ol WA= G5 Ao 2 o3
HE4(Crohn disease), A% &Y (ulceractive colms)ol SIEeps O]E]-,
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Z A3 A1 o}

) Q9o F45LY o A B e 54 714

&= eosinophils} || A e] Aol B == AL ofd A9
=, BPOAME 54 7179 Aag olgdte] 4F e

Wl tste] B4el 7EAt 4

oR
e
2L
_BL
2
X0,
>
82
O
_EL
vl
o2

o
2
N
bl

2 EPO 2007, 10.5]} T 0385/07
2007.10.5.9] T 0385/0794+%, aplidineS o]-&3}e] HAe+s x5sl=
ojokg gl w3k Ao HA o] TAHS=T, AYEd D1 T A
AlE 179 aplidines 0]-8-3¢] 309 <] $HAE o2 ol A4 I*J Al
Aol A= &2 Fof 17%o] AT Fafolar, A 18004 =
o= sk A 17 Al ollA 478 0] A7t Sato] et -69).

p

ru9
rk?l rﬂlo

AH(gastric adenocarcinoma, 21%<¢}, non-Hodgkin lymphoma, renal carcinoma) Oﬂ
Ae 5749 340] UAAAE, A A FollXe S84 38 o775
=R ektrhed). Alg#E Al¥(n vito)oll A= MOLT-4 WH&EH A|E,
MRI-H254 gastric tumor A|3E, PC-3 ZIHPX L A E 5& o= 313 )
E, A S AELE thde g kit Q1A ofystE R, aplidinedl] o7k A&

53k ool Aol BAIF R JjAIHo] vl B 4 gloem g (7d), At
o] FR A gFe=th vhE TR 2 Fdol WA= ]Ho] AoltaL,
H 2l 9l (actiology) 50| “dolstE2, D1-D5oA F|7deho] opd <ol ok
HZFE, Al e A5 a3 oF-5 T 7t 41 F
Qck. 53] APE ek aniol g APAo] Feh, AT A ke

b=

],

orr-{

T oX

32) 91910] 43K LA A v, BAH, FHA D3} WA A7) ol gl
o2 FAFE Y}, wikipedia®] Crohn's disease, ulceractive clitis 35 %

33) 7k EPO9] o] Akzie] o] Akl o] =l 2 #Egt A, EPO9] o] ’\}ﬁ‘ﬂ]’ﬂ
T k7)Ao Werlde] i WekelA BeA A e ng, 5 7)1 A
EX4o 2 3te 53 o] 1AL EPOoe ZEH g Ao & Aot
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FH Agedel digh A5 95 oAAT = glof, xE o] BAHEXA
2=t

=, @d] bE F79 ellA aplidineo] 37} vk ArRte 2+, 3}
sta ol A3pgdo] AstaL olF7t A vk HollA v o i EE
Agdole 237 J& AR T3 7t i 5 il &

glo] XEA o] RAEA] et HARR A =HaL, 9 ARdedA = WHel7)
ol ekg] 7] A o] FAMY ofF 52 H3 Adwo] glokes HellA o] Akd &
g = 2fol 7} Qlvkar & < ot

(3 EPO 2015.6.3.2 T 1577/11

2015.6.3.9] T 1577/110llX= #H7A7] o] %2 27| {1t ghatel gt
anastrozole®] &5 o] tamoxifendl] H])3te] D7 FHbet x5 o] ¢F3ltt=
A 0], 49 7leA= AAle 3 Aol glugte 27] it A8
o] 7t el gk el A 717 Aok Hs S0l XA

S3 A 27] T 2] ke, A

2 a7, AYAe] et delsirt 4, 27) fEde Bhe W) #

_1

0
tlo
2
i
_o|L
rr
P
flo
i
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N
or
ol
ol
i
rlr
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P
N,
ks
righ
)
2
=
o
o
(@)
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=
St tamoxifen®] ARES g %J—quq 3)1\34}\517 7] 9]
anastrozole©] tamoxifen®l] H|slo] 2543 §5& Zt=t}=
A

EA7E &3 YATHE A& Sol, B4e] 71EAh anastrozoleo] amoxifen

)

=2

dhatel Fel=el S B 5 ARSE ol of A Esugel A

3& FAs A4,

~
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3 A

A= EPOYM = F R A(inventive step) TS A= 2] 2} A (obvious to
W& NEOR AR FelHel SE o AFLE HE A5
we} A4 Aola, olsh e B ol Fde] AnA get 2ol

RN
E Aoz Wole PE Aoz g7

4o =
DA L

n)=o] 735, A FePveX = e TleAE o] 2%S st
A = F717F FolEa, o]#3k A3 $holl ‘reasonable expectation of
success 2 7HA AL 8TFE A2 Hol 5 g, AR et A F
AE TS 7S gElxl o g Aeste] didEE ade AuA &
= AL wAsE RSl olaig s geld At 24 5 3
FHsh= 53 71E REA A 71 ol ek ¢eld ZIdE

al H

W) PRI Gl A0 WolA oreth, 1= S84 A (vpEP)
1 =79 stz dEel gk FelF 71d
AL 7HA I A8 & Aol AEEE 7-9-(“Obvious to try”-choosing from a finite
number of identified, predictable solutions, with a reasonable expectation of
success) & EIL UTF30 I-H o7]|X ] e el oA 7
PPssh Zaha, 4Tl te A ol s de AT dAE BE

Ao 2 Bl (“Obviousness” does not require absolute predictability of

34) o]dgt Tl JFEF o el AL ofYolA, ¢l& E9, Ex parte Blanc, 13
USPQ2d 1383 AFA-S polyolefine] & o]y} #2 #&}(degradation or decoloration)
£ A7) flste] A 37 WA ae A A7k (high energy radiation)E
ZARSHE A 2| g of #hgh g olnt,

35) 891 F.3d 1354, 1363(June 7, 2018), “Such a motivation and reasonable expectation
may be present where the claimed invention is the “combination of familiar elements

according to known methods” that “does no more than yield predictable results,”
36) USPTO, “Manual of Patent Examination Procedure”, USPTO, 2018, §2143, pp.2100-
2211,



A — ojekgmuiyo] Al 2 WEA 23
success).37)

2) AHl: Genzyme v, Dr. Reddy's lab, A}z

Hloll A R /de] Ak i Al A TeS AdstaL Q)
of, el dig Feld 7t 7t ds BAKH LR o] IRA oFE
ek AldlE v A AR Holwdl, FH Al SR 2017.12.18.
CAFC] Genzyme v, Dr, Reddy's lab, AFA38)S & 4= lt},

—

3L GenzymeAle] 5381 Q1A W< progenitor £-& Z7|MEE 33t
L o] B3 Ao 2 @ G-CSFS 2 X3te] Z7|HE2 oo o] EA

]
7111, @ Plerizafor(’+E™ Mozobi) 2 2| 2]3}o], @ Stem cellS F35l= vt
Holl #3F E3]¢ld], ¥]aL Dr, Reddy's lab AlollA = vl £3] 5,824,304%
o /WA VLA-4E o]g&3le] dHY stem celle F7HA7]= I
Hendrix®l] ¢]3} St&=8(22 WO 00/45814 E/HE3]FH) oA PlerixaforE
ol-gste] dH Yo WMEFE FI/MAA HIVE Asste BHHE =
GenzymeA}t 531 ¢] 21H do] R Hrkar 743} ek,

HAA = Stem cell T = £ 7o) £ (recepton)7} Y=H], @
Adg (v 53)2 VIA-4 FE&AE Adeh= AolaL, o] AR 53¢
plerixafori= ¢|&} A& Fo]dt CXCR-4 FEA & FEZ 3= Aol A,
@ 3 (n)ZES]) oA CXCR-4 =& AU plerixaforol] tfale] A3 AF
3L QA = A, @ CXCR-47F VIA-49F FARE w7/ US& 7hxIt= A

o thg A7} Ithe A 52 Sol, B4ke] 71447} AAE G-CsF A ela)
ole ul, 2714 E 2] Wl g o)l tlate] 1 AF o iake] FelHon

e & ik A8 5o, o] A Sslwe] o] RAEA )
W ksl

Saletol A oo 2 AlRbelA], AMLHAA VA4S o] &ale] =

37) 1bid. , at 2100-2217.
38) Genzyme Corporation v, Dr. Reddy's Laboratories, Ltd., 716 Fed. Appx. 1006
(2017).
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ZIMIE ] VLA-4 & A Apdsto] o o] 7|2 F& S7HI7I=
Ul-g-o] 7iA S o] gltkal slejele, CXCR-49}F VLA-49] 2Hg W7 Eo] &

Aalthe 2A ol g &, T 1447 CXCR4Z A E3ke] Z7AE
2 "o Y ol EATIE AL Solshl BHE F ddut & 5 9L A
o= g % ek

3) 4 4

A% |3l AT B FEH )0 FsAe] 1Fel, Bl An
W 71Fot Selvfele] ABA BEAET Gold Aot
o, e} vFely duge pAs] gskel a7 s 4l o
o 23} gelste], Yol Ao, AuAS BQe 7] Slte] Fapel 7]
SRl LT Ee 4B alg7bs o], Aae] ddrhsAel obd Fel
Mol FFMe odrbsgol AT HI, e vZe] Aol
43o] s Aol ofle} geldel 4zl M o] 4F7bs o] 2T v

A% AuAe 248 5t e 4T o s AEE
w ARH o s, Aade] 43 b
ek, 1 Fabe] SRR Wigo

]
sto] Gl oz i EHE FEYE € F Uk

=

oX,
=
Y
rlo
2
Ir
_QL
u|Y
V)
o !
e

AR o] ¢, FeH BF 7 (i ol o] o5 s XA
g FHOR HAFHL e A2E HolA] et

] Fdule] el ARAERISE (T 7 ) 810368 5104,

Z7bs g0l lom NFHS A-8-8taat sk 5 7] o® floks Fell o

ated, M dolME, "NEehe] £ab7hs el tiste] oSk o] Zsiviet

%=, ol AP NFEe] Bl ESYLARE o] FArbeEe T

39) M5, “FEM DR &t T35~ b 5, Vol 61 No,5(2008), 21 K.,
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T QAA o] 35 G F vk S5REE 5 vk HollA] Zho|7t
A PARS PR

o 43e 4AH 4ot SlokE FEAVL AS

40) INBEERLT-, b2 DR INC I B MM DE 2 )7 —1EH - W R 7 F OB
e, f»\"T v b, Vol.61 No,10(2008), 97 &
41) MO U768, o] =i,
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7
9] 7]51}7} AL 2R E ol wHE
Sh= A 2po|7} YA eF& o= of At

(=2

SeRdollA AEA AAIgE sl digk Felz 7d7bs 8-S v,
H 5ol &-85+= Reasonable expectation of success 9|4l 2F-&H Z o2
Hol=t], o]& &83laL A= Al YTolME o5 7|&] JEA A3}

HHE ZloR ooty 54 U=
BT 4, Ao Aok 2, v=e Fee AAle] A8 B
o thet Fel& 71 7hs Aol T Ao Xfol7t Stk s = A
o) Ao AL SASHHA = Aol thEk defd 7S
FAst] A= JBAS AT ALl E 3] dEvhe A, Aol thete] A
& 7|t& kA 010‘5 A& A Aeo] 2% :

Al
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42) ©]X18], gFo] =it
43) 9] =1
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55) Ibid., at Fig. 4 A, B,

56) Ibid. ,(“the c-kit mutants found in the GISTs exhibited constitutive kinase activation
that was similar in magnitude to that of the juxtamembrane domain mutant of
HMC-1 cells(5)(Fig. 4B)").

57) Ibid., at Fig. 5 C.
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58) Heinrich, Michael C. et al., op. cit., p.930.
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Novelty and inventive step of pharmaceutical use
invention: Focusing on the Supreme Court 2016Hu502

decision rendered on Jan, 31, 2019

Kim Kwanshik

The Patent Court of Korea lately decided that the inventive step of
patented invention directed to the pharmaceutical use of existing
pharmaceutical substance imatinib for unknown treatment of
gastrointestinal stromal tumor (GIST), was not denied for the lack of so
called ‘reasonable expectation of success’ for the claimed pharmaceutical
effect.

In the paper, the aforementioned standard for the determination of
inventive step is critically reviewed. Further, the extent of the
pharmaceutical effect to be expected by a PHOSITA as a precondition
required for the denial of novelty and/or inventive step of pharmaceutical

use invention, is discussed and empirically applied to the invention,

Keyword i

Pharmaceutical use invention, novelty, inventive step, reasonable expectation of success,

imatinib
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