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(1) S5l
E3H 35 U.S.C) Al100F G Aol = e iy e WS o)
e Ao AT A101FzdA = 535 e & & W (Inventions

patentable)olﬁl——t— A& ole) FTER| AFali

o
=
Z*JE-(composition of matter) & o]E o thgt HFIL /83 7Y

e 4
ALk wAg Algre o] Wol A 23 axle] wet o s S5
We 5 glrka FAAT 1 9ol S dEA el ofat we] 74
2 T3 glA vk slopige] SSth YA o) B Hrke ol
Qick. Thk olate] lzayelol hs) S5i) m2e ATsHE Tl g
o), A2872 ()04 SJabe] 5% B3t e o=@ 9lol o5 551y ol o
TS BATAL ERNITLEE AT F HS AR AT

&
ji-d
rlo
i
i)
ftlo
S
>
op
ot
ol
A
i

3 g}, wale] o] B olma 9ol
el Sole S8 2 Bojel Sl AHEaE e TR o

AR 532 B 5 Qe tdl disl 8= S5 Al
101Z27F WA A o2 2FAH & (laws of nature), AF$1E A (natural phenomena)
’37] ofo]t]o](abstract ideas)E A 2Jgtal A s) Skrt. o]Eo] 3}
7% o] A Bol] HR] B89 Folste] 54310l 9 £

=1
FES BT 5 W S Ao HAL S| ucke 08 A

2) 35 U.S.C. § 101 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[H 92 SFTA A A AT e w)=H . A2
ArAT, mE HEAR", A2 A FATFY, (hups://www kiip.re ki/law/list,
do?bd_gb=statute&bd_cd=1&bd_item=0) , 73 : 2022, 6, 11.].
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1) Mayo Collaborative Services v. Prometheus Laboratories, Inc.4)

@ AHde] A

Apo] @ FH(thiopurine))-& AU o] FoJtAS we] tjAHEQ] 6-MMP
(6-methyl-mercaptopurine)®} 6-TG(6-thioguanine)®] %S ZA3ste] X828 %
& HAgkshs Wl A3 2709 vl 53](716,355,623%, #16,680,302%)°ll
ol S0 40) 2 wERAel AAAS AT AR, T SaEEe 53]
24 o] A = A

A16,355,623% 53] 2] 7R 9] A1FO2 o} o] o] Jint.

Az 93 Aehe] A7 & HHsshs W oA, ofefie} 22 SAE EF3IT

3) Mayo Collaborative Services v. Prometheus Laboratories, Inc. 566 U.S. 66 (2012);
Alice Corp. Pty. Ltd. v. CLS Bank Intern. 573 U.S. 208 (2014).

4) 566 U.S. 66 (2012).

5) shgHEe] gk 719 ddsteM e, dEkalets](Kes) ool 9] 7|5kt MW
< FustguHetalet s, “#718keE Wy, akalets], <hp:/new.kesnet,or kr/i
upacname) , 7 U: 2022, 6. 11.].

6) 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 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 8x10° red blood
cells indicates a need to increase the amount of said drug subsequently administered
to said subject and

wherein the level of 6-thioguanine greater than about 400 pmol per 8x10° red blood
cells indicates a need to decrease the amount of said drug subsequently

administered to said subject.
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(a) Au7l 91783 23S 2t S A 6-TGE T3 FE 2] Fo(administering)
(b) Wu7)] $173 A-S 2t FAolA 6-1G2] -8 27 (determining)

o] 7)ol A (wherein)  6-TG @wlo] 8x10° A8+ 2 230pmolHt} vhg Z-ofli= 1 F9
FouE oFa o & S7MAAL 3 ofnlstal,

oJ7] ol M (wherein)  6-TG #Ho] 8x10° AT B 400pmol BT} L& 7ol

Folghg gl Aok 3 ofn|ait,

o
=

NN
=

X ok
=

X1
=

Lo

=4 oAb Ae) BEEws) Aol R e of Skl ok YA B
ke A Abole] ARAAE AAPHOZA 1 AR S 3H 24
A =

o] gitt. W o] o|gfst FABAE SHsetE = ATt o o]
gk HH o] §&(applicaton)oll s Fsh= F7HHQl 540 gled S35&
HES 5= it} o] AR W o] 3utkA| (administering step, wherein clauses,
determining step)= 2 AHA7F AR A oy Agk, TFe] HAS B
3 AFAH 2 o] 2807 AH(transformA|Z AL E FESIA| gt} &

S Al
2 We gl AL SHE Be 5 A AN el $802 A

determining step<

o= A, A w = WS I 7sRokel 2 o
A= =] oAbl Z olsfEar, A o]
A AXShH= Zeold, o3 A= &

=
AdHHS 5ole e 7 e 9 R S8 o' HAeA

l&Zokellr A7zl 2lsf ofn

m
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2) Association for Molecular Pathology v. Myriad Genetics, Inc.”)

Myriad Geneticsi= 17Fe] bt dash 2y 9188 543 5714
7= Wo] 3212l BRCAy, BRCA. ] 83t 9x]of A7|M dS 2%
olE 7I2E the] 53 ASE . At M=
o2 ZA5= ¢ DNA ©#H(segment) S 217He] & FRAAZHE £
Aol el 5315 A101z w2t Sth Aol A =H=A7F &
, &35t "= Wl DNA(complementary DNA)S| E-&| A4
o] ¥)it}. cDNAE 2} <ol ZA8F= DNA T (segment) ¥} S U3+

Jake §1 ARE AT YA AdH oz EASHE DNA
Hlsegmenn) ol Sl F-9 5 S dS A93HA] = Fio] Aol 3l
o A e AAH o R EA) o}% DNA T3 (segment)2 #F312] AF
(product of nature) 24 T3] o]& Eefdf Wrh= olfres 58|t/
A& AT F YA, cDNAE X}?iz—iﬁﬁ EAsk= Zo] oy 7] wiE

ol 534 A 40] Q14 Bk el sict.

gg{
e
o
&
Jm
ofN
2
(R o

N
"
32,
o
O:

A

[‘

i
i
WL g

(RO
=
i)
filo

av)
]

3) Exergen Corp. v. Kaz USA, Inc.®

ORE KA

B, A E BAEY 9o 9y exE =
H-(deep body) A2 et Alxte] 218 vRF 21 W} 7] 7)ol &
3k 53)9] s olrt Al it

Q%<

CAFC= o] AHolA 5318 we & Qi AdHH 55 Sslevs &
= WP A7) vl dad dga 7de] SAs=AE tE

3

2ol FAXZ dAtatgict, Frbd 247F T T FofllA AL

m
il

A5t o Z A Alghe] Al

7) 569 U.S. 576 (2013).
8) 725 Fed. Appx. 959 (Fed. Cir. 2018).
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o€l 2 olsh s, Lol 75632401 Aolehr ofeldt a2t WEA )

i seEs, o] A ‘:‘L“ﬂoﬂ/‘ig] %Xé e & olalHaL, d/dF eI, d

Q7o Sehel Bo] ohd A %A FTHE BT B 5 e

o2 A 7]7]0l S'3 Aot} & WAl oWl AR Hlg-S F

2eE A Eoll dAbsd 2=k AR AL Abole] BAE vehl= A

(coefficient) S AA3}YAL, o]#el BAS EAF o)A & AL =4 W
[e] pu

DER

AP AL o] Bt H Ao waste], WA FA7E © wol
S5 0e 4 g AN, AW, F47 ololtle] F ol st
#at ZAAE Bath 2 F 0ol olo] I A9 1 HAS 5512
WS = Q)= 2.2 0 2 B 7] 7] 83 WA 73 (inventive concept)
o] Eguo] YEAT PEsHE e AA WA o] AHEHE 5

4| Mayo Collaborative Services v, Prometheus Laboratories, Inc, A}
Aol thalf ml=oll M e ook o] Fol-8W - &3 W2 AR H ol st
U olfr 2 S3dE Aol FAHAGAL s AsjE90] vk 2
it ofokrol 5% & - & I 28 8 - & =& <)
He o= AW At == 2871 I AAl= TR EH ok gt 9 AR
oA AR e oJofFo] Fo&H - &= (dosing regimen)o] A} F o]
= Qe A% ik glek. 91 AR E B AR B

o
i =
oF g3po] SFAs} AL BHE FESHE A Alole] Huw

9) U7, "YU 2 A Ao ARAD—dE Y 2015, 5. 21, A3 20145768 HL§ <
A B2, TG, A6435.(2020), 89; o] AW, ‘o Zukg W o] S, T 24
2FATF s, A16A A43.(2021), 14,



A7E A Holgkal &t ls Wolth 10 dukx o g 54 okE3 Q1A <A
At AR S AX AR A 9] o2 ofF e SA4S Ve
W A, oF=o] FolF thr] 574 Ao 874 Ao dadA, o
o7} thAMAIZ} 8- Aok Agele] RS Urhle A4 I A=
A ol AXA H= thAHg3 2871 el whg Aot}
o] 1ol thel A Helgkar g Aol o] e sttt 1Y

ol B ofekFe &R - & EHolTtal duEHE ASL ol
A 2 AAE el Aol ofz} o5 o]&ato] 74123l &
A A 3F= WhEEolth, oo H|E) Prometheus®] ¥ WS A2 <
S - BFE AAEEA F2 A o] Hg A o] 2 At FES
lEnhs Ak v X*Oﬂ*i AEH o2 e Fefo] Fofd

e
o
o% 19
o

oo Hm oo o> 2o

=

o rsi'
R
9 o M Ho o2

Y

A4} 45 S Eo] 1A ohsieh, ofo] AehE s 9 W Aol
7 gAL A O AR oA APGe] JAL A ¢4
o ABANL AR A Grha o Holeh, ¢ W wre Fof
84 - Sl B wrel BAolN Bri Rl - 32 A4 9)
S AARH WA 24 FE9 ololtolE AFHE Aol Bsrin

10) 132 'S, Ct. 1289, 1291, 1296, 1297 (2012).

11) Adelman, Martin J. et al., Patent Law in a nutshell, 2nd Edition, West, 2013, p. 66;
F94, “elopue] 3 590 A RSB, A6H013),
165 G RALE WA RIS THaLS e JuBUI Sk
ol oy el 2015, 5. 21, A1 2014?768 AAE T2, TAAAF AT, A1
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=01, ookEe] Fo8R - &F wol Wi FAFS SIEAAAME

Fosamax®2 15:e] 18] Fofahi W 12 o=y o] E 150mgS 17)
Qo 13] Fofah= WY 13 Copaxone®S 159 5ot 7+ £of 714S &5
oo AN 35| Folahs WP Sofl Bl 7B 0w SN

A33.(2016), 459,
12) Merck & Co. v, Teva Pharmaceuticals USA, Inc., 395 F.3d 1364 (Fed. Cir, 2005).
13) Hoffman-La Roche Inc. v, Apotex Inc., 748, F.3d 1326 (Fed. Cir, 2014), H]|A~X X
y] o] E(bisphosphonate) 2] A1 oJdl= 24| o] E(ibandronate) 150mg= 1714 ol &+
AT Folate] SvEsS Amdte WHI #¥E 5 53 A7,718,6345. ()3}
'6343% 531), A17,410,957%.(0]3} '957% 53&])2] 53 HAF] Roche7} A 718 53133
ZagellA 1°—l Elarsel x}tﬂ/‘%] Aol H=Hl, CAFCE Eths5 ARE $3 olvt=
Ho|EE 1€l g H BFFste A A3k, 1 §3FS 150mgo 2 3= 3
g ‘:’*l o AFg3te] ‘6345 53] 2] AT A1e WA A8F, 9575 E3] 2 HF
A1g WA A103-S Faek Fesiitt, o] AH &FoA EA7F @ AFEE
BE3he 0343 5389 U Al1ge ofgie) 2t

method for treating or inhibiting postmenopausal osteoporosis in a

= o g% rfo }-rU
b F.:jgmﬁ

postmenopausal woman in need of treatment or inhibition of postmenopausal

osteoporosis by administration of a pharmaceutically acceptable salt of ibandronic

acid, comprising:

(a) commencing the administration of the pharmaceutically acceptable salt of
ibandronic acid by orally administering to the postmenopausal woman, on a
single day, a first dose in the form of a tablet, wherein the tablet comprises an
amount of the pharmaceutically acceptable salt of ibandronic acid that is
equivalent to about 150mg of ibandronic acid; and

(b) continuing the administration by orally administering, once monthly on a
single day, a tablet comprising an amount of the pharmaceutically acceptable
salt of ibandronic acid that is equivalent to about 150mg of ibandronic acid.

14) In re Copaxone Consolidated Cases 906 F.3d 1013 (Fed. Cir 2018). Copaxone®%
A it Bsks Akl A 8E 97k FAMA| Ol Teva 52 Sandoz 5©] FDAOI
Copaxone® 40mge] AU SJOHE AJTS 913 ANDAS AR e A AU HRE
8] A|8,232,250% (0|8} 2505 53]), A8,399,413%5(0]8} 4135 53]), #18,969,302%
(o]s} 3023 53)) T2 HelistArtaLl FgstHA, S3ds e A1kl 2502
25.14 7g]:rL1:H_14 ;(-]]1‘63—4 8]1)\1 LH%_,__ q_ﬂl—}d ﬁﬁ_z ﬁ]_x}g] Z/\]—.Q_ ﬁ7l—/\]7]_‘:_ l:ﬂ—l:H

24 3ka}ol| 7| Glatiramer Acetate(GA) 40mgg 7Y ¢t 33] I|55A} 315, Hol=
el D48 T Fole A EHHE Al ) A A Felel A
= A H). Teva 52 A 7|&0] AHdd GA 40mg §-3Fo] 728 B s 5
TG A& AASEAL 91 7] Wil 40mgE 157 ol 33] FAFSh= Aol —?/‘?’?—#’494
A =S g 74°lE}L Aol tal Adsoll ek Feld 71d7E e 5 sl

o FFskgink. ¥hA Sandoz T2 A# 71wl 40mgs dFAdl 335 Fodt= EHS
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(3) MALZ|&=(Manual of Patent Examining Procedure, MPEP)
USPTOE ' 919] $8-2 AA/1Zel W d3h o 24 USPTOS] AlAtsh 4l
o) BHo] 28t2 o|FEF F=u],19 SHWFAZ A thaf ket 2ol

SEIYAALE B A F A 1] Ak 3 @ AT
o] S5y All01ze] A Wge] 4 WE P, A, A2,
28— F shiol sjgstolo} stk Ea () 7‘@%1% o] Al ol
(udicial exception)] S1F314) Skobok Feh, AP A aleli Wy Po] S
TR W] 47k 3 W) vhel ATkAL clelel Slacha Ba
ARFERA, 345 ololtle], AN, 4RI 28 EFHDe
S 10 AP A clsloh Beistel 44 ololtlo], A H, A AW
ool Beldy, Ale] A%, e WH B3 2o thFe golvh e
of ghkeh.17)

A= 5715 Fo3ta o, o]2gk & s 3ol digk el 7uE AT
7)ol 2505, 4135, 3025 E8]7} Faela F48t¢ith CAFCE Copaxone®
3lo] BE AHFgo] Aty Faeta st 2505 539 HTHY A1g
obehs} et

A method of alleviating a symptom of relapsing-remitting multiple sclerosis in a

E
=
o
<

human patient suffering from relapsing-remitting multiple sclerosis or a patient who
has experienced a first clinical episode and is determined to be at high risk of
developing clinically definite multiple sclerosis comprising administering to the
human patient a therapeutically effective regimen of three subcutaneous injections of
a 40mg dose of glatiramer acetate over a period of seven days with at least one day
between every subcutaneous injection, the regimen being sufficient to alleviate the
symptom of the patient,

15) HA 9] 291, T =5814,, WEAY, 2020, 981,

16) USPTO, MPEP §2104 III.

17) USPTO, MPEP §2106.04.
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2. 7HAH

(1) & E35| = 2HEuropean Patent Convention: EPC)18)

EPC A52%(2)(a)oA = 2 (discoveries), I}8F o] E(scientific theories),
Z W (mathematical methods)-& Wy o] & 4 gl A s},

= T AR e osf dztely F=5 Ams= WR H QZtoly
seolAl A= Ak Wl thsi A= EPC 1973 A522(4)0llA] 2k
o]- 8753 Wro] ofyetal sttt t, 1 - EPCE TR 8] Al52%
(DE 2Ask AT, Al SsiidA A4l ek ol ezl Al532004 ¢
WS AS3Z(OR F71ste] old tisf S35]do] FoHA] d=ttal 114
ShAA, TRk o] A2 o g W o AR E= B, 53] =doly 24
2oll= 74%374 e Fo R 3Tt ghA A5432(4), (5)lA ojH EH o]
U 25 o] AatetA] & BeE I Edolv 2EY Al ook E &
= A2 OB =T} Altek Bg-olls 2 82 E g B 2E 9 53
g2 Ade] FAEA Gettal st dleng, o\ Sdolu 24w

o A1, 2 JeFgrEuhye Byle wo s e H

(2) &lAL7|ZE(Guidelines for Examination in the EPO)
WA (Discoveries)Z} s, 32| F2 2] 22 54 (property)S 8}
e AL oest ddod BExsta o3k wAL 7143 & T (technical

effect) 7} 3}515; EPC A|522(1)¢] o EH%’S} A gk, a8y 1 &

dYAA e B
Zo]

18) o3} ‘EPC'2}IL ghrt,
19) EPO, “Guidelines for Examination in the EPO’, EPO, 2022, Part G, Chapter 11, 3.1,
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ik, S4R, 5L 2019, 1474,
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i, T

[

s 7k A, 29
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Annex B, Chapter 3.
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22) JPO, “Examination Handbook for Patent and Utility Model in Japan”, JPO, 2022,

20) EPO, “Guidelines for Examination in the EPO”, EPO, 2022, Part G, Chapter 11, 4.2,

21) oJ3 R, “of kgt o] e A A", TARE =Ry, A617(2016), 325,
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|

1. ojoFg- =t o] WA e s Fsh=A] o &gt A

1A 9] &4

WS A o &3 7154 o] FHoRA TEF Holetn
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Patent Eligibility of Pharmaceutical Inventions

Lee, Jinhee

This article examines the current practice for the patent eligibility of
pharmaceutical inventions, Based on this, it proposes the proper way of
dealing with the patent eligibility of new types of pharmaceutical
inventions which may appear in the future.

The current Patent Act limits patent eligible subject matter to
inventions. Some pharmaceutical inventions are on the borderline
between invention and discovery. One example is a medical use
invention, However, the practice recognizes the patent eligibility of this
invention, Comparative study and the ambiguous distinction between
invention and discovery dictate that patent eligibility of a pharmaceutical
invention is to be broadly construed unless it is merely a discovery of a
law of nature which should serve as the basis for technological
development, The fact that future technical advances will likely open the
door for more new types of inventions whose characteristics cannot be
easily defined adds weight to this conclusion,

Regarding the invention for medical activity, industrial applicability
should not be denied. The concern that a medical practitioner’s
performance of a medical activity may be limited by this kind of
inventions can be addressed by limiting the scope of the patents, not by

depriving the inventions of patent rights altogether.

Pharmaceutical Invention, Patent Eligibility, Discovery, Medical Use Invention, Invention for

Medical Activity, Industrial Applicability
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