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Promises of stem cells in regenerative medicines

(i) Improvement of spinal cord injury

(ii) Regeneration of retinal sheet

(iii) Generation of retinal ganglion cells

(iv) Healing of heart defects ) (4)
(v) Hepatic cell formation

(vi) Formation of insulin secreting B-cells

(i) TIDM and T2DM treatment

(ii) SLE (autoimmune disease) treatment
(iii) Application for HI treatment
(iv) Krabbe's disease treatment

(vii) Cartilage lesion treatment () H POlesiEinncuzob]
(viii) Regeneration of pacemaker
(ix) In vitro gametogenesis Healthy donor
(i) Treatment of diabetes and retinopathy
(ii) Neurodental therapeutic applications (i) Treatment of anemia and blood cancer
(iii) Restoration of cognitive functions () (ii) Retroviral therapy
(iv) Brain and cancer treatment ) (5) (i) Correction of neuronal defects
(‘{) Ear HCOHSlAlC fun?tmn Tesmranon (iv) Generation of functional platelets
(‘fl,) Regeneration n'f!ntestmal mucosa (1) ESCs, (2) ISPS( S, (v) Alveolar bone regeneration
(vii) Treatment of vision defects (3) MSCs , (4) (vi) Regeneration of diaphragm tissue

(viii) Muscle regeneration (5) BMSCs , (6) II’SC:
(ix) Regeneration of fallopian tube

(i) Regeneration of kidney tissue

(i) Regeneration of bladder tissue (ii) Vision restoration in AMD

(ii) Muscle regeneration 3) (iiii) Treatment of placental defects
(iii) Regeneration of teeth tissue (6) (iv) Treatment of brain cortex defects
(iv) Healing of orthopedic injuries (v) ASD and autism treatment

(v) Recovery from muscle injuries (vi) Treatment of liver and lung disease
(vi) Hear scar repair after attack (vii) Generation of serotonin neurons

(viii) Regeneration of pacemaker

Patient

FIGURE I: Promises of stem cells in regenerative medicine: the six classes of stem cells, that is, embryonic stem cells (ESCs), tissue specific
progenitor stem cells (TSPSCs), mesenchymal stem cells (MSCs), umbilical cord stem cells (UCSCs), bone marrow stem cells (BMSCs), and
induced pluripotent stem cells (iPSCs), have many promises in regenerative medicine and disease therapeutics.
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Figure 2| Production of induced pluripotent stem (iPS) cells.
iPS cells are produced by treating mature cells, such as fibroblasts,
with genes that ‘dedifferentiate’ them to a pluripotent stage,
similar to an embryonic stem cell. Viral vectors, such as
retroviruses, are generally used for gene transfer. The transformed
cells become morphologically and biochemically similar to
pluripotent stem cells, with the advantage of representing
autologous cells in therapeutic applications.
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Approved Cell Therapy Products (Year)

Country Autologous Allogeneic
Australia Cartogen (2002)

ReCell/CellSpray (2006)
Canada ReCell/CellSpray (2006) Prochymal, MSC (2012)
EMA ChondroCelect (2009)

MACI (2013)

Provenge, DC (2013)

Holoclar (2015)
Cells of stromal vascular fraction of adipose tissue (2015)
Bone marrow-derived nonhematopoietic stem cells (2015)
T cells (2016)
Adipose-derived MSC (2016)
Japan JACE (2007) Temcell HS injection (2015)
JACC (2012)
HeartSheet (2015)
Korea Chondron (2001) Kaloderm (2005, 2010) Cartistem, MSC (2012)
Holoderm (2002)
Keraheal (2006)
CreaVax-RCC (2007)
Immuncell-LL.C (2007)
NKM (2007)
Hyakgraft-3D (2007)
Innolak (2007)
Adipocell (2008)
RMS Ossron (2009)
AutoStem (2010)
QeenCell (2010)
CureSkin (2010)
LSK Autograft (2010) Hearticellfram-AMI (2011)
Cupistem (2012)
New Zealand ReCell/CellSpray (2006) Prochymal, MSC (2012)
Singapore Chondrotransplant (2002)
Cartogen (2002)
ReCell/CellSpray (2006)

USA Carticel (1997) Gintuit (2012)
Provenge, DC (2010) HPC, Cord Blood (2012, 2013, 2016)
Laviv, fibrocell (2011) Ducord (2012)

Hemacord (2013)
Allocord (2013)

EMA, European Medicines Agency: Hemacord (HPC, Cord Blood); MSCs, mesenchymal stem cells; MACI. matrix applied characterized autologous
cultured chondrocytes.
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FHARLE AT AR R R 2 GEERAE L IPCREE
> %58 ABLK31/7088 ~ AB1K48 & C12N15 2 H = p 2 % 1#°° - AG1K 31/7088 ~

ﬁ%é%jg%ﬁi?@ﬁﬁzﬁﬁ&&ﬂ@#’AMMB I APPSR
u@@%%ﬂﬁ%i%ﬂ%?ﬁ§%ﬂ%1%ﬂ$%’CHM55€¥% AW
1A% 2 AF1 422 DNA & RNA U8 e ol & 8 g flg s i

HEiz gt o

ARERILETIEATFARAPMY FRE BB - ¥ AL EB TR A4
ATz AV R RA S EFR33Ep A 10222 AR E(R L)
G R x ERe 47% ~ 15% % 14% (Blz ) - 2000-2017 & B 38 ®/ < 32 2 )5
BAAMBFPEJFE2Z R X HEwRBle L - Tmo AFS KA F P AR
Lﬂ'éﬁ-fé_é 20113 s MM AT 52 4B > 2 2013 £ {5 @ '%-*”c =23 &
_"gz‘__p.ﬂig,&zg‘no

4 TRAFOR AR LFPEEERHY
F- ¢ A A mm¥$;;;;igt§%%ﬁ

* 5 313
P 102
s 94
% 40
mi 29

A AR %
_ 673

*° ¥ % i5 1 1 (IX=CI) AND ((# Fliz %) OR (3 %)% ;%)) AND (IC=A61K-031/7088, OR
IC=A61K-048* OR IC=C12N-015*) AND (AD=20000101:20171231)
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PRARSE o (BB B2 B i ing e
ik 2 BT o g R Y R E R Y IRt s B i s S
e s gk e S R e s B R e BRGEF > 23R FEJIFERE 2700
T BT 0 T U A 2 WAL ABLK 35+ AG1K 38 - C12N5
a_aﬂ«~$HAMK%é“*@ﬁ+ ﬁzm4¢~;@g#mg fe Bl

& ABLK 38 & 7 F "X#f2 %ﬁ;ﬁ fe@liy > CL2N5 & 7 2 A& b en A g~ d P i 48
%mw’%mwm;ﬁﬁ;ﬂﬁéﬁﬁ%§ﬂ%%%

ARERILUZ B o R Ap Y FR R RRY - ¥ AL FB TR R A
REAYT O B A FRBEALERETE ARALE R Ep AEF T
EEAF (R L) A6 5% EED4T%29%2% 5% (Blz + = )-2000-2017
EFARZEAFFAMEPN BN R 2 2R X2 HEB e L = 977 0 e
iemARB P AR Y R p 2014 EAcG A K 2 AR

-+ Tmveng | AAE ER 3B EIE ST ¥ R ;%-fé_

o R 2000-2017 & [ e icofe ) 4548
FPENEERAFY G
* B 67
il 41
(N
P~
v £ &
el 16
i 143

¥ ¥ & iE i 1 (IX=CI) AND ((((‘#% ;5% ) OR (fm%%  i2 ) AND (((3% % JOR (4 s ‘m % JOR(H
% 4wz JOR(#t ¥ 4w 7 JOR(B % % JOR(HEH R 4% ))@CL) AND (i % )OR(%: i# ))@CI))) AND
(IC=A61K-035* OR IC=A61K-038* OR IC=C12N-005*) AND (AD=20000101:20171231) -
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ARER R AR M E Y R Y

FHARLE g 2 bR G B L FR
FE AR A2 MaEF o LR R P L RE A LG ABLL15 ~ ABLL 27 &
AB1F 02 % :ri,k Pz—-%%A6LLI5 & 5§ &4 s Fopl A fediz B2 G &
FAE SR A B2 PR > ABLL27 ¢ § F BT & Bk R 1‘2‘1‘”
ABLIF02 7 723 Vi »n § ¥ Z i ® > B "rv? WA RY A IR A i R
SRR B e S OB A AP R O ER S H AR R ERER 0 A

4
ARE XIL 186 e o AR Y R R RBE - ¥ A MY ITL A

AV GRS REZARI4E S FR29E v p 227 B(E S
- ) A E AR K EHSI61% 29%% 27% (Blz -+ =) - 2000-2017 & & A X 12
Ao AP BP 2 %22 8RB 4oRle LT “rm mie Sl p g P

WARLY R P 2003 Eg 5 F AT AT EEE -

o4 - Tesade, ZHEPEfEERAFY HE
B¢ 20002017&?“?.&?&17%’@4&%
FPEHERASY T
e 114
£ K 29
p* 27
ik 4
16 B
H i R T 8
S 186

% 4z ix 2 (IX=CI)AND (((£ 2 FR)OR(E 2 ¥ #)OR(= 3 1 42))) AND (IC=A61L-015* OR
IC=A61L-027* OR IC=A61F-002*) AND (AD=20000101:20171231)

52



HAEIZ, 8, 4%
18k, 4, 2%

Ble -~z 2000-2017 # B AR RS 1 f2p MM Ef15 & A HY 5

2

30
25
20
M A
:&10 j VJ ‘O—V/A
> T
0 T T T T T T T T T T T T T T T T T )
S g @i@@ R I P gy
E

Blz -7 2000-2017 # B AR efl i aFp B {ldEs gk
BE

53



L AFLERPEARLEHF RS

74 Pﬁ? FrRRmER Y I RS BFEFDL W R R AT
/\;"}%‘ FE/\-"}%‘ PE}%‘—’;;’* wa"F'f‘“?}ﬂq:ﬂ)— ég‘éﬂgi” IW"};Fi‘Q%\O
r"’]LL,—f"E"—LEF’)E tf;f@ﬂ&@—ﬂ“m%? Bt LT EERENZR
HAwE IR IR E 2 L«#”f“ A HJI2Z P TR T AT I
2 GEH ) EF R ME P P 2 AT R S F IR R
BEVRFTY o

-~ 2R

(- )i 4.2 P58

2 ®E {12 35 US.C8101 % = # & & fl:f 42?5k i(subject matter)*®
Tl A gp A gmATe 3 % 222 (process) ~ # % (machine) ~ # &
(manufacture) £ % & # (compositio of matter) » 2« H 37 ¥ 75 * 7% Qdﬁ =k
EAE2REIEEA o - BEEA A TiEd | (actions)® s 1 = H A TA
"4, (thing)2* " &2 & (product) » A2 ¥ 3% flig it 3 ILLEE" (criteria) » &
£V GrER Al g P 2 g A i eh 4 B2 e vR(statutory categories) © H & o @
Bl P 2 B4 (qualify as)® 13§ t22 ¥ 5-1% i (patent-eligible subject
matter) » 78 W g R8¢ JE 3 4p e (not be directed to);# &) “F (judicial exception) ¥
) uf Lo Rom 2 FERE S 7 AP § TR F ATE B b 2 3 ¢ *34 ] (additional limitations

-

amountmg to significantly more than the exceptlon) heth &g st
B % i 1>t Diamond v. Diehr 2% > = B & 4152 % 101 15 & 4 #1222
%_t] *} (judicial exception)® : RE B (Iaws of nature) ~ p X 3 % (nature

phenomena)(# 3% product of nature p R A 7)1 2 J % £ 4 (abstract ideas) °
1980 & r2 = USPTO i ¥ 3% & /& e ’i-ﬁ-majt JPREEFEG2d 23
ﬁ‘—m% AR S r R T N LR Y e e L}J*”/T\'k VIR BB E T
D|amond V. Chakrabarty® - % ¢ » gF= 1 # P % & ¥ & v # % e(living

% 35 USC §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.
% |nvention that consist of a series of steps or acts to be performed.
1 USPTO,MPEP 2104 Inventions Patentable - Requirementsof 35 U.S.C. 101 [R-08.2017], January
2018
62 Diamond v. Diehr, 450 U.S. 175, 187, 209 USPQ1, 8 (1981)

SRR R R g ‘T “judicially recognized exceptions” £ & fL & % “exceptions”
% Diamond v. Chakrabarty 447 U.S. 303, 206 USPQ 193 (1980)
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subject matter)£2 & Jlig #2 RALA B 2 F P 5 M- AT A fRR N T i
AL ecig 2 RE e gt BB R Bt A RS R WS iR R e s
(statutory category) » %] % s F 4" @ 5-(manufacture) ; ¢ " % = 4 (composition of
matter) ;5 B ® 2 fes dpiZE A 1B FF s e DTN E A4 T
AfRM G o A B RRE ER—“ﬁjé T'm & % k3 g, (Markedly different
characteristics) * F1¢* » 3% L § B FE S a2y EMAT A RAF 2§
land & 2| o

2t B w2 R4 B ¢ (Boardof Patent Appeals and Interferences)¥ =
3+ 35U.S.C.8101 2 34T » o 4 £7 & flen¥ 3R er™e b 2 1 ¥ 2t JEM. Ag
Supply, Inc. v. Pioneer Hi-BredInt’ 1, Inc., % *"Fi32.3+ 35 U.S.C.8101 2 .4 » 7 &
Flz ¥ ke J2ATHE B ES T YRGS T UEE RS 5 {12 (plant
patent Act) 2 & 4= 578 i 2 (Plant Variety Protection Act)= 14 iz o ]t » ¥ & )
20 AR ER E S B s B 2 i

B> A 37 4 4~ 48 (human orgamism)z & i #&1+ > 3t Leahy-Smith % &3 p?
2 % (AIA)® J‘ﬁﬁ CREFERHBEERT 27 Hb)]’-laﬁ?l"lid'i i E A R
BEA B AIADE ZERE- HEP D EFREJFELC f]&%rﬂ AR LA
L3 AATFNR IR ARk 22 }#gwwlq——#’:”’%’f LAk S
@gmgﬁ—.ﬂ‘\:rg%j;:w B SR A MRS E A2 P R gﬁcfgﬁ"‘n’:ﬁ e ¢
¥ W mrinis ﬂ od PF Ao g AIAZ G2 24 > A A
Phi2ia7 BRI Rk Airiwie B G & Iy R ik e

Ra 2012 #3 1 £ < g dr 0 £ W& B 2 > Mayo Collaborative Servs.v.
Prometheus Labs., Inc.,;%m(?g # Mayo %) 122 2013 # Association for Molecular
Pathology v. Myriad Genetics, Inc., % "(f#§ 4 Myriad %) £ = 2_% 7 35 U.S.C.§101
b ﬂ’}ljiﬁﬁalr_}_ﬁv@ HAL 2 B AR o

*Mayo ko R A AN BHL R FTAHFPER > RATESF2ZF
TR B en(FHLE) N G L (A L BIIEH) o GrRaf ¢ S RF
POF A B R FLA M RR I 2R
Vp SRR RBEELF B E N T A F RN TEEHFLTY o b

% 447 U.S. at 309-10, 206 USPQ at 197.

® In Ex Parte Allen, 2 USPQ2d 1425(Bd.Pat.App.& Inter.1987)

%7 534 U.S. 124, 143-46, 122 S.Ct. 593,605-06, 60 USPQ2d 1865, 1874 (2001)

%8 |eahy-Smith America Invents Act(AIA),PublicLaw 112-29, sec. 33(a), 125 Stat. 284.

% MPEP 2105 Patent Eligible Subject Matter-Living Subject Matter 111.Human organisms are non

(=23

statutory subject matter Rev.08.2017, January.
" Mayo Collaborative Servs.v. Prometheus Labs., Inc., 566 U.S. 66, 71, 101USPQ2d 1961, 1965
(2012).
™ Association forMolecular Pathology v. Myriad Genetics, Inc., 569U.S. _, 133 S. Ct. 2107, 2116,
106USPQ2d 1972,1979 (2013)
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72 ¥ *thréﬁv 1 (well-understand, routine and conventional avtivity) » %] 5 # 7 4
R3S BAZARd e 3% p ARepMm > Tt S Roi 2 FH T AR THY
4z 18 | (significantly more than) p #X ;2 B & £ o 3t Mayo 2|47 > & F 2 ek = &
A AR LML SR AL A sl
7 AL = Mayo i#lz# & Alice/Mayo /?'JF%_‘ BTN R iR WP o

* Myriad % > BB 2 - ‘quﬁ% I fetfenz g2 > 2 s DNA F K
pRAY > »F5EEEP AR 4G 73 F > wE cDNA FlE 25 p &
T e Bl R ik

BB 2 ¥ 3 2014 & 6 % 19 p >t Alice % @ 511 Mayo *|4-m g 1 B2 2R 4
PRS0 B ARG Aop RER AP L EJIE R RS b B P RE
(integrate these exceptions into an inventive concept ) » %ﬁ U TSR R Y ey
@2, A Mayo ip|zE % 2 # e 2T HP5 8 P £ 4 | (search for an “inventive
concept”) » FE * A H| 87— AP ETF L B I R ah o o 3RR1E (two-step
test) -

%i@]%ﬂ;‘é % 101 iz 2 ¢t »i@]%?' MRS AP @;pu,ﬁ;i{f—az 5 &
2P Gl FR R AR AGAE S AR

(=)3aAE"

d ++ % B 2 2 Mayo % Myriad EH AR R NLRE TR 2R
R OE- »2M4ﬁ¢2m0& SRR AR KAEEA B B
Mayo ~ Myrlad s Alice & 2)4-% % ﬁiﬁa Moo B g orkihg AR E 2014 & 12
116 p 22 3 2015 & A4F % mﬁﬁ’fﬁﬂghbmﬁifﬁﬁi#WMMMMf
Patent Procedure,u T H MPEP) - 2018 £ 5 ¥ 7 p » o3 AT0H Lk P ATIT
Tz i L E 4ofe D) ¥ T Y e 57 2§ e # ) (Well-Understood, Routine,
Conventional Activity) o 727 f§ /i 2 B & ¥ ik e §2 1 2] %1 o

—

Tl
N

1.5 %o ’Lfi,l_miﬁ.]“} e 1 &R

B R Al # P 2R 4 B2 % gk (statutory categories)2 — > H = o
;E; s ES ’:é Mo p Y B A sE $ 20 ¢ 3R en(patent-eligible subject matter) o
iy 0 s M N Rt S R “ﬁE PR B g T FARE |2 3E
A S Vi e SR FE F?op.’sé Fikene Az gt @ ",f WP 4 R
o R A 0 E ] BN L o~ p RERIE BRI R (2 45 R

2 Alice Corp. Pty. Ltd. v.CLS Bank Int'l, 134 S. Ct. 2347, 2354, 110 USPQ2d 1976, 1981 (2014)
(citing Mayo CollaborativeServs. v. Prometheus Labs., Inc., 566 U.S. 66, 71-72,101 USPQ2d 1961,
1966 (2012)).

" USPTO MPEP 2104-2106 Rev.08.2017, January 2018

"o
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AF)omd B hrE KB RIE p AR R APE R PnL P2 AHI L
BoF i bdm POa s 1 B en flHER @ BBk 0 T § I 2LILEAIAT -

B2 ek 2 2 Mayo Pz 8% kil Y g4 B3 & R gk w bt AR
i Aot n B QI RS - Mayo RlEan® 1 H B E A G R L3 4w
BoRPEL B RE RIS ORI (TE RBI)  F AT e A Rl
B2 BT % 29 B ALY Ropmalar R AL M AR T 2 0| R F AL
e%g *t & % (element)(Mayo,566 U.S. at 72-73,101 USPQ2d at 1966) -

MPEP 45 1 Alice/Mayo & # SRpl3# L% & Prei— 32 * k=G RT 2
Tt eup] iR 0 4% B -5\ -4 3 Jp) 3% (machine-or-transformation test) &2 2% £_if 2 44 h e
BRZE LA RITLERESOT - BRIEE > A R T R L Alice/Mayo )
e DR FAZE | Y ¥t A (Bilski v. Kappos, 561 U.S. 593,605, 95 USPQ2d
1001, 1007 (2010) -

245 2T K2 B R R & L enjzfR

MPEP 4 #1%0 % & 3 400t 3 Hokbz 3 & F L $HH Rl 2 F A TR & en
#% 1% (the broadest reasonableinterpretation,BRI) » BRI 3% = 438 #r & Ja F e f
S0BRI g B A g diad ¥ il o0 4 B b S LE 24
SOk Rt et FRen s “"P;%—]‘\ié' SfEfR ¢ I PR R 2 3R
(criteria) 2 3% = 3497 7 BRI 3 f i F B it s 3 ik ey
Gk Rl AoR AR U B 2 B R RS L RER - 2
Wi e den® 2 B IR > Alice/Mayo BI3E P 0 H-AIT iR § B F Rl
B A (WA AT A e 2 R0 KT chfa Y T B Alice/Mayo i)
i A (A F M W R E L SR E) o

3k ekt 45 2 AR

FHAR AR T IRR KRG R A R LR Y
e fhtt 2 R 4R 28 FpheT DI L AT LT R0 4 Bk R
2 i # ¢ 3R sn(MPEP 2106.03) 1 #% 21 2A © 3438 £F 45 % i %) ¢ (MPEP
2106.04) 5 # Zx 2B : R h & 7 ATFE AR Y K FAZEF L) h (MPEP
2106.05)

AT Y 2 R 3 i R Eenig S(ASB 2 C) o T mm P i Ae R ¢ i
B kLA 7 s 3

OES-TLE FEE S L&Y A L AN LEN 4
HIL AR TE 4B (P 2 BE WSS
E4)2 - FERLTE 0 RIABRRL Y iR R 5 b
TR HEPS  FE R LT B it AR LR
A(Pathway A) f# & i f 1 0 & LG & &~ 4% B 2A & 7 4 47 14 ik 5%

Ao A Ak e




(i #129 F 2 1 - FF T 4o i 2ot
R 2 2 £ F 2 e Alice/Mayo @ # Zrip] i o

I.7h 2% 2A & Alice/Mayo Rlz#en% 14538 * hpm RuEEF 4%
PARZERI P AR R (p RAS)N I FPRE 7§ o KT B (recite)(r 7
(set forth) & 4 if: (described)) p #5872 A1 ~ p 2RI % 2 b R PR L PF > o590
Padp iz b0k o 30 2A Lff;‘z%-#lﬁf%“'x@#ﬂmz LV'J hE 6 A
" o0 RIPtig s B(Pathway B) f+ & g fedt s S F R LT A 0 Rlgpk
FEMAp e 2 Lo RIpR- BB BB BT AT AR
WA TARE W FACEZE TH|h AL o

FAAR R ® A GRI RE 2 T H(F & & i f
A F7) B A A A & (involve)iE k] (4 & D 3 p - i
Ribadr) a4 R BFHIR2A LT 2 /;‘1* FRaE2 ERAYE o

gt 2 2B A % kP g Rop it § 202 o) X BT 4 &
BEPPENF T RALFMEFHR F A #B#*"“&F%i&@emz L
e ping £d 5 T\IE ¢ 2 0 T k) b vk ek & 8 Jﬁ%mﬂbw
o ¥ 2 g 1%;%1\1E?§%*”#B$’“%E%?iuﬁ/z TR

FE AR A amin RO A putAg i ol L3 R R (B ik
[P0/ 3g) » #8148 B %3 2 2 & 3 (individually and in combination):*fz i&
BAE R A RS P PRE (AR R FACE S )
FRAEHRGE AP T FAREN AL GERA Y BRP L)
%ZB T)o R R mR i BRI RS s o R AR
AT AR FPE AR T FARE 6| A D (R
FPPE)H IR 2B K)o R C AL R ;’fﬁ“ﬁ“ AR R Y e RO L E

PFé\UO

gt 7k s MPEP2016.05(a)-(h)s i i2 Fe 2| id-$t 30 dofm SR a g KRB 2 30 & % 5
B SR F TR FALE R L2 ik e

> Alice Corp. Pty. Ltd. v.CLS Bank Int'l, 134 S. Ct. at 2355, 110 USPQ2d at 1981 (citing Mayo, 566
U.S. at 72-73,101 USPQ2d at 1966).
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PR3 Sk drifeciig 42 R 0 A

SUBJECT MATTER ELIGIBILITY TEST FOR
PRODUCTS AND PROCESSES

/ ESTABLISH THE BROADEST REASONABLE \,
'\ﬂ!TERPRE TATION OF THE CLAIM AS A 1-1-?1-019'

THE
STATUTORY
CATEGORIES

Step 1
IS THE CLAIM TO
A PROCESS, MACHINE,
MANUFACTURE CR
COMPOSITION OF
MATTER?

CAN CLAM BE AMENDED TO FALL
WITHIN A STATUTORY CATEGORY?

WHEN WIEWED

AS A WHOLE, CAN ANALYSIS BE

(,_‘\I re— THE ELIGIBRLITY  -&--—--
L\i/ OF THE CLAm STREAMLINED ?

5 SELF-EVIDENT
THE
JUDICIAL
EXCEPTIONS

Step 24
IS THE CLAIM
DIRECTED TO A
LAW OF NATURE,
A NATURAL PHEMOMENON
(PRODUCT OF NATURE},
OR AN ABSTRACT
IDEAT

NO

THE
INVENTIVE
CONCEPT

Step 2B
DOES THE CLAIM

/""“\I YES RECITE ADDITIONAL NO
|\\_C/, I — ELEMENTS THAT AMOUNT TO =
SIGNIFICANTLY MORE

) J

/_CLAIM QUALlFlEs\

Y
/CLAIM IS NOT
|' AS ELIGIBLE SUBJECT | ELIGIBLE SUBJECT
|\ MATTER UNDER |

MATTER
\ 35 UsSC 131 / \INDER 35 UsC 101

THAN THE JUDICIAL
EXCEPTION?

@ @ @ — THE PATHWAYS TO ELIGIBILITY
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ﬁ“ﬁ?ﬁﬁﬁi
ﬁ;ﬁ S oh S R i Y e ey f(self evident) B > ] 4e %] % 3
Tdﬁﬂg FEic g - r[##:ﬁﬁr**”mmﬂ Rk B E ﬁ S '“li*"é-f“v\ﬁ
(streamlined eligibility analysis)’®(i4 /= A) » % % 7& %_i¢ * AN i T i
R EEE R AT o Blde e GrARIE U AT p A Y o R P X ﬁifﬁﬂ
FoH(tleup)iZ AT p RPA Y R FRIEFPRES Pk A4 kT p R
A2 )0k o

R AGRAERE T E RO L ) 2 H g g B b
o Hig Mg S A wﬁ e(self-evident) » ¥ & * # i & 47 (streamlined analysis)
%%ﬁA%ﬁﬁiﬁﬁ*°

REB R EMEE UEEG AL ) 2R g TR
A ) RS B ARG R R FHI2B -

@i C :’j‘]l\ﬁﬁf%ﬁ%*-&/z Lﬁi‘“’;‘(ﬁ% 1:4)> #ﬂ?’/f T _in) }("55'? 2A
X)) patgp et & & (b ¥ 212 ik B e & (ordered combination)) @ 4p g YR E
A2 THH(h A 2B L) o **M;_C A e

FLHARF A RTATERCLAIEE D BT NEBFREOG RS
17 o

P B 7 F engd A 17 (markedly different characteristics analysis) 2% 2 2A
h— FRa > Bl 5 Bt gt a4 KAl RO AT B B BA R iz Th) o bl
Chakrabarty  tx ¥ #c? 3Hb flo w# i XA 4 2 ] » RS B 5 2
B ;#ZL#W 07 AT m AR B AE A AR L P A B e S
Roslin % # % Fujk R stiha & 20 22 A4 i o W“rf%z SR AR d i
BT LR R AR R (X R S ] TP e
B Ao E A SN U ET S T
JLELR * 20 At p 2R éh A $r (nature-based product) e ¥ & 42 i Ha 2 Zhig
Behgyo 2 Whe FRELP T b ARSI REAY LT B RAY o
Bl i F AT E § LA RPAS S P M R BT
A PR (recite) p XA 4 2 Bth o Fb o v B i fe(Hh A 2A 0 F) 0 p ot
R R F - R 26 o

4o T it MPEP i milp PR PRI FREELSAITHMNE oA EFPE T F
P AT o

(DR PR s T
PR e A 1T 2 R A N R AT p Reng 2 2o

® MPEP 2106.06 Streamlined Analysis Rev.08.2017, January 2018
" In re RoslinInstitute (Edinburgh), 750 F.3d 1333, 1337, 110USPQ2d 1668, 1671-72 (Fed. Cir. 2014)
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ARGE AN ROAP AT R T RAR 26
A AR AR

¥ j\xg Hd RESBALA AL DA RDAEF(blhr- BE 2R
R RS - EES DRI S RNy 2R P iy EE S
RenA o 0 @ 2R B R P A A T o

LE R R E SoRRRY R b S RS E SRR R
- BRREIARGFEEE FRENFBASEFHUE VLR LI A
A2 BRALIF) A AR TR 7 e A b
UL F BE AT RGP S ADA T LSRRI

TR RAL FIRE D LP A R A S RAR 2 60 R B2

ﬁ%?@ﬁ%ZBﬂﬂw“mQ%%?G°
B. #i %

§ M B AR (A & B0 PEEE A 4 5 LS e
BHE ) 0 32 A 4T BRI 2 A AR LR RAL K]
I

2L R m:f?réx o
C. =g

IS R TR Y 2 AN RNA ST G AP A A
50 F]E ;;—q‘\;af\ AT TR S 2 ahf f;i_zﬁ.%(active steps) » @ #-
FEH I AR DAL o blde o 3R FRIE T R G - ﬁ/» ok B i

ot ko B SR RAENR A uév\,%;g,;,rmza 2 i G im e 0 BT
FEHTF@E > P ARG R M o E AT AR L TR g AR A
P (Fmre )i TP A A 5o A s R G eh rim A
GERAEmE  RAF B ERARF I EASGRAI R LR P
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BeB iz Padp IR Ip 8 2 F e endp B 2 @ BRPE R AEF TS 2T A A
2 Rlenie * GiE R LA 2 % 9I(They warn us against upholding patents that

8 Bilski v. Kappos, 130 S.Ct. 3218 (2010)561U.S. 593(2010)

5 45 i ¥ % ¢ #7(Medical Diagnostics) * i# @ % & % {11} f #s(Patentable Subject Matter) -
2011 & > PHAEFTE > B - feu
http://cdnet.stpi.narl.org.tw/techroom/pclass/casefocus/2011/pclass_casefocus 11 025.htm(# {5 23>

p :2018+# 11 11 p)

8 sh sl v ed F 4 el & ¢ 5 6-Mercaptopure(6-MP) 2 Azathiopurine(AZA)>6-MP it » 4 &8 14 7 4
ARG LB 6-MP 3 (¢ 45 6-MMP 2 6-TG) » R4 s A JRES § A4 4 gliv® &R ki
& F ek o
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claim processes that too broadly preempt the use of a natural law.) - & & &+ p 2R
Rlen= 22 4)¢ 4 ¢ HRB R RS R 2he (7 P - AFPMA) L
FEBEAIF R AR T F *?é RF R A L3522 w2 L Bl AR o
AR E N I R S AR E R AR A Ty R ELE R FLEN

ZHE T &R AT i’mnﬂ* 2 R b B o E MBI BRI R e
F2.3 2% E'v"%ffl.]@_{m,xf,,_ﬂ F% b ph $ B E S Ep R 'Jm
B 2 G l,f.-py_, @ 2E% 3N jh b 3% OB X $% 2 % (drafting effect) o
Iﬁﬁv3fﬁg;{4-}55}? A P g {g FRIER] 0 ’f:l;-}b;??u % iug‘g#;zgﬁ—i\lﬁm
U J‘}BF??%I#F SR E M Y R Bk - 3 4 5 3% Dwherein 3 &
WL PP F L MATARM A R R e~ 35 F AN RGN R R B R RE R
LR RIS ﬁy?pp’%fii" o b RS R R o d AR TR LT

RRER LS R R R AEEAS AT PR T 2
ru%\@ﬁa%%ﬁwmu’ﬁ%ﬁﬁ#{ziuﬁﬂﬂ?%?ﬁﬁé%%%
S LR P R CHR B BHIRG JORA DL ARED
et ERLETIEEEY SRR O R T Y ERE TS ERRTE o
Ppo RIBEMBET @ e o 5 20 PR R e p R R T
O L ;Z@"’mﬂ’ Ao Bl (TR F RepE R T o B kg o
I AR B FALD A WY P 2 oo AT ip I8 o BB R ©
B IR LR K %ﬂr*ms M IR S L E R T BT - T
P RIE i B ’wzﬂl T

N.

2. Association forMolecular Pathology v. Myriad Genetics, Inc., 569 U.S. 576
(United States Supreme Court 2013)

Myriad => 73t 1994 & &2 it = < B ¥ %}ﬁf#éﬁlﬂ 7T * B £ k%4 BRCAL eh
AFE 71995 & ¥ e £ 4 2 ?? o ? £ F# 7 2. BRCA2 (4 %] 5 71 - Myriad
SRR EAF LR T L4 ¢ § 34547 58 4 DNA A 71 (1) ¥ 4 DNA
B3l p 2R DNA)%JIJTE&;’%}_#BPE P(Q)E B DNA B 7| 3 £t d 15 B H

= ; (3)3 4 DNA(complementary DNA) & 71| »

d >t Myriad 2 P85 AP AT A 72 8% L FE 7R AFIREE B R
WEARM IR HieRlF Y B2 HEUGIERE L G  Fl e HER LS FRE
& ¢ (Association for Molecular Pathology, AMP) ~ % & = 2 p d 55 B (American
Civil Liberties Union) ~ = £ % 4] L %] ¢ (Public Patent Foundation) % @ 4 2 & + >

° e i T3 Jfgi#‘uﬂ diwherein"zs L englE 2 TR 3 BHI o KA L KA
(Administering) % § 1 i & 51405 5 A ?,—J“ BEAL 6TCHES » HFH2:
(Determining)6- TG WAt b F WP SRR HF I YRR MR 8x10% & 5 3 2304%4%@?" (Pmol)
P da B AR zg;k&:g B2 8§ kRALE 9E 8x10° i s 7k 400 Pmol P& » 45 7
IR Eﬁ‘ FREHE 2 F F(wererin 3 #7) o
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Lhwlala B 2 E l‘%#&%&%f’z F gz Myriad 2 2 2 4p B & 1) & >
P%E Rt 2010 E 01 R KRR E F F A Tl 54 3 DNA g i 2
24T A TR S| 2 % #xmglwf’—_@ SRR Y T8 X AR A0t A TR )
2?2 DNAZ AT PRI FZEHE B3 AR5 AP Fal B Te
SfE G L RS M DNA IS £ R 242 AP 0 AGER- ok
BREY R ZAFIZDBE S GE D F(AEVH)E LR TR -
Myriad 2 # % JR_t 3% 2 CAFC>CAFC*: 2011 & it s~ % %4 2| ;- % ;2 % BRCAL ~
BRCA2 A %2 H %A T3 A p AAFa L5 &4l 7 8 BRCAA
rﬂf‘ SRR 0 A Gt RS JlERE GESERL G BHERLEY R
% AMP % 7 JR > v BB 2 Fedke I F 4 58 (writ of certiorari ) - g B 2 1

HWEFEZE R ERBELIGGFRE AR CAFC a2 > g w CAFC & +3 {345
Mayo % 2. 2| i #rad = P > £ ATFF) M A STA T2 7 & 4 jo CAFC 1
Al 2 2 AR AMP S L X b B 2 Rk A F L Fo BB AL BT
HA 0 3R p ARAHDNA PEEfRAS 0 3 EFHB AR A L4 B
LEAME

ﬁnrﬁ/zfmp —i#ﬂ -év‘f = % 101 i J’FL&-%‘} T AT Ee A gm N gn
ERFFen? 3 e el o e TR RZA S FARREE P RimL ) L4F
Eoppsl Tahk Ao Lo F A B A F;qujwffflll\ PR R KR LT
PEEEAIERG LR KA o BIEERLR TIELIRT S B B RS
Flyo ME TIEERR LF o B RGEE P R 2 B R B B e T
e 2R A K- Myriad ¢h & J1 8 F ¥ i e ﬁrpfﬁf R S LR IR
Y g gL g oo

B B 2 i Myriad #r3- DNA 34538 52~ p 2872 P2 b ?P(#Hﬁzgf:%]p\ )
B2 % Myriad 5ha & ’E‘)*L{’& 5. BRCAL £ BRCA2 Z&Wmﬁtrw BATFIREZ
#295 Diamond v. Chakrabarty, 447 U.S. 303, 310(1980) 2| & B F* > & F 4k #2445
HIET2 P FAE ALY FriRen(t EE R ) FRiER Ap ’*?"}‘ RAES T HF
iB %gzﬁv%fr%ﬁ,ﬁ% ° I i# Fedp ) Myriad # K £]i¢ & :c % BRCAL & BRCA2

O %;5% > d AMP V. Myriad Genetics, Inc. % 2 & F1 % 412 if #12 » Fc X FEMH A% >
201412(12-2 #)

°1 Association for Pathology v. U.S. Patent and Trademark Office, No. 09-cv-4515,94USPQ2d
1683(S.D.N.Y. March 29, 2010)

PR E A SHFEMAR TIPO-2 M {IF k5 USPTO & 1% & 2/ » 2015 & 1 Fl4F

8

Association for Molecular Pathology v. United States Patent and Trademark Office, 689 F.3d 1303
(Fed.Cir. 2012).

% o g 8 F B Myriad % #8352 3 DNA 2 & flg o r £ A 7 103 9 % »\Vol.189 »
% 48-69 7 -

% .whether such action was new “with markedly different characteristicsfrom any found in nature.
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T TG g B 4, —“‘Ff 7% DNA A Flig 4 5 Myriad 3R E & ¥ 5 % hjl
FloRm ERBMAFT A H T I LRGPP IR T gx%;c%wmww@%ﬂ
% 101 % 4 = (% Funk Brothers Seed Co. v. Kalo Inoculant Co., 333 U.S.
127(1948)) - 3 3. BRCAL 22 BRCA2 A Fleni= & # 7 ¢ ¢ w ik A Fl % = £ & 4%
SiE et 2 wTE Pt ez wm g oo B iz fmdp 0 0 Myriad #73 DNA 1 2t
IR A2 DNA i SR T F A g - As2 TV B4R @ R% AL T
AREA G RERINRDEF oA AT - B R G s S oﬁ,wg,z-]‘,bjﬂb, )
AL BAFREL A E B e A L 2k |7\:}f§\:12:—3fi P B2 DNA H 3
STERDVERCRAREAGP R - FELF - HIRE L BRCAL &

BRCA2 # F]#7 46 crif 3 4, o

BBl Tipdi CDNA X 2hp ALY > Ryp B2 % 101 ik 5§ % flHk
Wt s CODNA 27 &7 5 fdeop 2238 4 20 B 4 DNA P B afegg > 55 4
MRNA £]:2 1 cDNA B 7| # B A2 4 — fazbp ARy 2 ~ &5 g3 2 o3
(exons-only molecule) - g2 7% “t Bg 3 5B B ¥ s d p FARPTA F 0w §_§ F ok 3 ok
A R vt a3 d DNA B 713 fuﬁl@ CONA P> £ 252 P ¢ £)3id I AT0E
o

et BB idfay PP ARIAT XAFRER DD FFP GRS L AN
f1* BRCAL 22 BRCA2 A F|2 v eniTlp * M " A £ p RBP4 2 Pphah
R e Ak sz DNA a7 & J]12% .

¥

H
e
*

3. Rapid Litigation Management Ltd. v. Cellzdirect, Inc*’(CAFC 2016)

* % l""’gl\ﬁxrﬁ i# = Mayo % % Alice % #|i&-2 & » CAFC % 2 4 Zr o 472
HES E I F R ) -

Rapld Litigation Management Ltd.#2 In Vitro, Inc.(*2 © § #£ IVT)$&} % B %
7,604,929 5LE (T @A K X & A]) > 3% & JE - &% 5 i %z (hepatocytes) 2
i 2% o i e FoFg e (liver cell) ¥ eh— 8 7 1T LRI BETE SR 2

% £ W F 2 )k Myriad A 718 {123 2 & & FlHRhi 12

--Association for Molecular Pathology v. Myriad Genetics, Inc. 2|i-#zit > 213 2 £ 5 % > & I
#F »2013/07/08-http://cdnet.stpi.narl.org.tw/techroom/pclass/2013/pclass_13 A212.htm(# {s 23+ p
2018 # 11 ® 11 p)

9 k#4e® 1f7 - d % F Rapid Litigation Management v. CellzDirect % #£ 34 2 4~ 4p B & 41 chif
Mo BHEREFEMAERFFE 185 114 2016 & 11 * -

8 R L - A AT AR R WE P2 2 E R E e AR N B R
HEI D P AR R E P A T0% R B R 3R e § L
(A)#-e LA R BRE D BT RRPE LY VAR IE I ine B 2R T e
(B)w Je 5 A B2 5 ¥ Fmie ;%

(C)i2 i Brg T fehE e Fimie » L& e Fme g Fa b - XS T REF D
BRYRAGAHI B 8 Fon o5 - XBN - X2 AR EFOR 2 FREREGHE 2
dte - AR AR Y ARE T0% T s e
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oo VT e & 3 W EZRA T B0 2 02 fudk 423732 0 #24 Cellzdirect, Inc.s2
Invitrogen Corporation(™ = f§ # LTC) & )je 3% % ?' oLTC #5 s £ % ﬂf'J &z g %
B ¥k hE B 0% % 101 652 % 112 65 4 %7929 & 1 %

B3R FR3 * BCE 2 B Mayo-Alice = aﬁ%&\%fr;z g p L E4]7 B & A
WD @ o WAL 4T Y o3 B F IR X Bl 3 2 R JIGE R
poARER] BRI e T Aot 4 fR R R TR 18 A3 U h(viable) o b 3R 2 &
5P ook 3 EFRILE G ;z;% ﬂ”‘v 2R R VEPRLL R 2 ERE e
SR L R BRSNS o EE R A EATRY - R 5 A drad g Y
IVT 7 PR 2 & F;D\:J-i— v CAFC # 4z F 77 o

CAFC 7 3ufp # = 2 Bugk ® = A 7 cndish o Mot 2 1 447 1 CAFC 3
oA Bl R Lo 2o R R A LR E S B IE
ForZ 2 WA HEREELFLEII AR Fahee WRFr7 LAREL &2

PG T0%e0 3 A S o RIS R RaE 1o Hie P TH Y et g
EEE R E X ESUC LA S T E ARty R R R R 1
W3 M Fimi 2 AW B E F OB chie o
BARM S RRRAGHIn Y Tame gt s Bk Rk EEL S B
izl e CAFC R 5 & AR T A & B 2 8 I 2L H Wy o i iz 30
SR A N R BRI DR FL A A e ¥ LR e - AT
FEEFHMCAFC IR F P A 2L WHF IR A F R4 R Rk k1S e

P2 ArEo P AR R PR ROE R Al BE R ERY DI
PRz MFwmie i3tk o

CAFC :}ﬂ Ao Ak fof & Mayo %7 Alice 22 3 R B4R T 5 2 L&A
FRIENFELG FW moCAFC:}F, ok »%ﬁwr-;% Ble o E R IR R T AN
CTRLBF R AR F B Bl R A A RIEGRIE T 0 2 BRI R
M aE 4 o ]4e 0 & Genetic Techs., Ltd. v. Merial L.L.C., 818 F.3d at 1369, 1373-74
(Fed. Cir. 2016) % ¥ > 7 $38 45 it — 8 253° DNA %of8 % 22 255085 ¥ 2. B 55 % 1)
DNA 8 Feen™ 2 > o 0GB 2L B B 7|2 B enhf (30 p SR2 P> 3% j—]‘\
AR R YR '_I}ii’\ TR B L ST F o A BB iﬁaw °
i ot Ariosa 2109 o kT 4 it - féﬁ/? WAl Fe R il @
1CffDNA &7 ;2 > d 3> cffDNA 3 2?2 =8 B3 h ’*IJ;L? Fz3% cffDNA
2 e WA R AR AL F “Lr’j-‘f# L% 3§ #4450 & Inre BRCA %1%

o

% Celsis In Vitro, Inc. v. CellzDirect, Inc., 83 F. Supp. 3d 774 (N.D. 1lI. 2015)

1905 The method of claim 1, wherein said preparationcomprises a pooled preparation of hepatocytes
of multiple sources.

191 Ariosa Diagnostics, Inc. v. Sequenom, Inc., 788 F.3d 1371,1373-74 (Fed. Cir. 2015), cert. denied,
No. 15-1102, 2016WL 1117246 (June 27, 2016).

192 In re BRCA1- & BRCA2-Based Hereditary Cancer Test Patent Litig., 774 F.3d 755, 761-62 (Fed.
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4 FF RIE 4 i - ﬁ;ﬁd v gk P& DNA B 52 ii]ﬁa}x] C ILE A BE A gE v

4% 2 7 BRCAL A Flen= 2 > o "‘%ﬁﬂ 0 )%5]'11%& RBEAEL
1 _Ef)é.]“n‘ i B 7E}-‘ﬁvfi(abstract mental process)’ Flot o ot BB IR -
&@? Tl k2 e RIE a0 *727‘5%’&1@%”’%4&.&%% og N

Bl e g o

CAFCin: ¥ B fl& vtk 22k A5 AL L flib Rz i %2
WHFme g 5 4 ;Mz;% %I%%éi?#iész AR AR g - ﬁfr,fa
P e ke p L R lavp R it - DI sl ok R 2
VEim e Rt B S R %@wrﬁmmﬁﬂw Lo B T T S o

B R 4e b B 1 A 475 % 0 CAFC Rz kL B 15 Adpw 7 & & I f1ehp
SRl G 0 CAFCTiEk LTC 1% 5 £ & fldq+ f 222 R A8 FEams » 7]
P %’Ef%ﬂ;%ZA\ oo B A RH A2 45 7R The | 3 2 &l s
2L I B T IR PR 2 A KRR 2 E S - ffpﬂf@g

Eerfp® o f L BBt - EE T P (SR et Sk P il kA

ﬁi@: Lo PreiF A A F oo 2l T WG 2 L R IRE 2
B ESFFL O LRV EATARR D EE TR ES NIk
pisie® > mmpFe fihR 7}%7\5 H - #E’F‘%—‘ﬁmiﬁ e s o LA R
PR AR o kAL S IARE Al et FlEH GRSTFme v 4
A RZF RIS 0 AW - AR G R ik e

CAFCit- HEP » & HI2 4477 » F R Wmt T - AP F45 ¢
J}%q* 23 A B F S R RAER o R RAE T E L IR Ak Mayo-,%w

fm A il 357‘5%2&\#% ' 2 FIRE SRR AHPRREAFES AL BN I

i’!‘~ PLAER P B2 FF (T L oM e pARIZ RIARBE Ao A B0 R R E’ﬁ BN
Flig $ 1 o 4o Ariosa % ¢ o B #F %iﬂ—ki’%ﬁiﬁ'éfﬂf?»ﬂ S FID L Y Ao
ATHEIRP RAZ 2 P (i p Y 2 cffDNA) fiFigitdp e B2 &
FIFPPLE AAER o R A 0 X 3 A on oG WH B F © ol Banirg 2 Rk
7 327 ¥ B~ 17 % {|(unpatentable) - 4p & = > pd’&%z*ﬁﬁﬁa AR IEpE o % ,»p':t%-;ﬂ—j‘\
FHLER YRR E N T EREE AN BT s RGeS
g G RNARE C At f o WA i o 2 g Ran Y R AT
BEMFREF T EJI

CAFC Ry L Bl & A Aaaa2d 2 2 R F 4 2l R
Bop A BRI G @ G B RN T e 2 S BEIRL L R R B
- © f‘—"mﬁﬂ?’ R EAFE TR NI e 3 AL BT
Hes ko Fpt o CAFC 3R € 41 18 {7 £ % PUFROT B A8 {7 — = b B0 (R iak
AMEVFA TR TFREPAFIRD RFFEEIBFP A LAFRTH S Lo

e

<

Cir.2014).
103" Alice, 134 S. Ct. at 2355 (quoting Mayo,132 S. Ct. at 1298).
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$ o defe Diehr % > B 2 e E LG BRI AL EJIEP A FRE R
Wb e e VRIS S RS R Vii%fv miiE o TRZF A T Rtk
MF AT mE Ty gk

Bt > CAFCna i X Bl fai sy e - 72 B B {I iz ped > F
Fobls 2 2l TR RR B2 RERUIALIEFES -

o

4. Vanda Pharmaceuticals Inc. v. West-Ward Pharmaceuticals 887 F.3d 1117
(CAFC 2018)

AR LS (2018)# K PR B hd FoAp B PR T B U IRk B it o
USPTO* £ &2 67 7p 22 & 4% 2.pm CAFC* 2018 # 4 % 13 p %>t Vanda
Pharmaceuticals Inc. v. West-Ward Pharmaceuticals, 887 F.3d 1117(Fed. Cir. 2018) -
%2 YA 8L 2 USPTO 225 24wt ueh® 4 F 7% - CAFC [id-dF s = 2 1a
ZREOHEALBEAREF 101 iF R E BRI~ %2 R4 4 Vanda
Pharmaceuticals Inc. » H #73 % B % 8586610 5L% 1 » 22 & JlsF38 1 - fai¢
* &% = e (iloperidone)i s B 7 %ﬂ0%&$47%é’ﬁ SR LRI

Al st ket Tme, 2 h 3 REANTmT (e | FIHEDEF
2H I SRR
R < %] West-Ward Pharmaceuticals International Ltd.+ FDA # ! Fanapt® z_ &
4 %;%“7 M % AT% ¥ 42 B (Abbreviated New Drug Applications » ANDA) » # % &
M3 I%PM~mzhﬁm;%’rﬁﬁﬁﬂﬁﬁﬂM%MMd&?Pﬁ%ﬁ’m
West-Ward $ietl A g > 2 A5k P B fl2 Ap M- Fon 717 R Bl lda &
Moo b FRIREIE R ﬂ%ﬁﬁ@%iéﬁmﬂaﬁﬁ w0 % = fk ~ CYP2D6
R QTe B Rt & cnBE Bl 0 2R kX B I Rom s p AWM It - R {7
CYP2D6 A FI1A| #w plzd » mh-2 =i 2 v 2 B 5 A E %ﬁth " 11 QTe 4p B

104 USPTO Memorandum, June 7,2018,Recent Subject Matter Eligibility Decision: Vanda
Pharmaceuticals Inc. v.West-Ward Pharmaceuticals
https://www.uspto.gov/sites/default/files/documents/memo-vanda-20180607.PDF(& {s 3> p : 2018
£117 11 p)

ke T o

BT 2 2 Fg L (determining): % p 4 {@ = — CYP2D6 i #t it 7 i (poor mateabolizer) :
I RSN CERR S RIS S S

ot FfhAe a3 EFAFNETS T NRGEE L LT L5 - CYP2D6 3+ i
*PEH 2 AFE 2

Feapt L3 - CYP2D6 tibfatic 2 2§ 2 AFF] > AIF p ek 12mg & { AR 2 B f

F3mAF LG - CYP2D6 st it 3 2 AT 0 BIF P k4R 2 12mg © .5 24 mg A

Hoe v 8§ - CYP2D6 it 7 B4 2 AFa 3 > & pRr 12mg & { A2 if >
Ao Hildz QTC R rpat £ 2 b 'g -3 F p 2 30 12mg 2 58 24mg # £ 2 =5 = rn%
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bt BT RZER AT M GER L - 2 Rl B &L B
LEREE Y 101 iEr 22 Bl b o 42 7 JR > & CAFC #4237

CAFC Hiitni 2% Mayo %2 r > X I P A 0 24 = i ~
CYP2D6 322 QTc [ Hiaf & s0Bf s > fe & 2o Rz OS> & o Rz b
Bttt > B RHFINRK m?ﬁ 4y Eg o o CAFC 3L i Vnada & g
Alice/Mayo & # B8 4 45 % 1% 19 22 47 2.5 § % J1if 2 1en(4p 4 >+ USPTO 4
Bty B 2A) Bl A s R A dp e v @ % g i RIS RO A R 2
I e RE LN

USPTO # \,érr:}ﬂ dy CAFC 7 B Vanda s B it 7 5 B © TR Sl Y A
S ipEgko F1 %+ » CAFC *%; J—”’LFF Fesg T #\;}ﬂr&“ﬂﬁ#‘f /P‘a S ]
QTc FMfpat & b "2 p ZRBEBHIEPE » (o vl G R0l cnERE R 247> » @ 23R eh
VAR FIET AT R oA e

H= > CAFC 51 i bez LjBrrig— 5 3ok = 2 391 & Mayo %
’—”'L'r?ﬁ?\;%“]l"\lgiaw BB AR Rk 2 RA(EGREY P ROMBER

ipe A ARMEE)7 & Mayo % % Myriad % 2[4 cnig * do ] 0 Fl s ok 2

ForE A g%rff]m T e Rt o CAFC :}F, d1 82 78 Mayo Fit it 35 2 *é
Fipgp A R ROR ML A MBS R NI R o BT 2
S Mayo R RBRE RS PG A B REEH AL T WE G MR

B chlicyy 0 Ft B R0 DY S E B R o0 o Mayo & 3 kaE 7
{#’ T pARMEB R 2 B gl B I

Bofs ' CAFC 2 73 R L F dpe p RZ P2 @ > £ A
B D) 7 chet Y Arehe d 3P R 3 2A GRRE ¢ AR AL
0 Pl R AR 3R 2B A 4T o

USPTO # Xdsdp &1 B 3 17 B 30 B R chif fedbangl 8 2 21307 522 CAFC
> Vanda & -2 - Reho H BRI iR4eT L (DF TR P ORI LR
B2 s RIE A9 USPTO ¥ gtk cni Rt AR 6 3% 2A > Bs%akdil 2 & 5 % 14
R (2)7 MEFUR® p AM B Dok 2580 0 345 % 101 uiiﬁ H
B R 3 F RS E AT e R0 o 3R o

-

\

W

a>
\"11« \ﬁt [T

N
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=~ "M

(=) 2%z 2

ERSUIN - ] E‘.:FL« ( European Patent Organization) % % (European
Union, EU) & = WHgE2 T E A2 RApH E - (uniform) o 5 R EM A
i H - hmH BEEEIE > Fw S BRI 1973 E AR EL L E R
& 37w % f1 2 % (European Patent Convention » = f # EPC) » ¥+t 1977 #
10" 7p&z= @/I % {12 5 (European Patent Organization ) » 3% % ¢ 7 %t &
f1/ (European Patent Offlce P T 4L EPO) BT E ¢ (Admlnlstratlve
Council) ™ g &1k A XA JIF A2 M - HY 54 28 Bibz chpkjir)
##4 A ¢ (Technical Board of Appeal) # 3%+ + 34 A ¢ (Enlarged Board of
Appeal ) » (FFcIE € B 5 220 0 d B G RIRA L .,Es\ o LITEMN B A
B szpff'fm SHEF>F w2 - EPO& Y 3 £30Y 57 %f’%%
- fii:};] TARAR G EPO AP EZ B IR kB lﬁ]ﬁ%h)ﬁn 7P E T
(25 AN AN ,{%m L S L EEL N #\#H,% ik fE & B Ki# (National
law )P~ & JlifE2 P § ¥ A s - B F BEPCH HRBFEJIE >
KRR E 31 Vst Rt FEL B R RARR o & AT R B I E - EARR
W PR TR L S GREE 02012 R g F RB RIS B
& % 417% 2 (The Unified Patent Court, UPC) 2 & B & - & 41 (Unitary Patent,
UP)» 414l N9 % » 7 A 5 p Y Fam B flimds = pga'®.

BEFFwE IR IR RRAT ZARFAE R AR ET 2
BE-FEIFHRF RSN AGRAL o B RIT5F R bR ?'f’:%P
0 ﬁiﬁafiew’mw%mé\m FRERERR AR B R
FferkodoiF e Y A R AN 3 & KR AT AR E‘;’;mlﬁ.—l‘f,l’
TR FEIFT Y R A e BBz e P AR kR
WA iz p MR P L B R G R AE Ak TR

IR 17 %M B 4] 2 % (European Patent Convention, EPC) 4% % J4&c7 5 3
# 0 % 524c% 53 ix %x\r B &4 mﬁem # (subject matter) » EPC % 52
nﬁﬁtgn\u#“‘]c (exclusion) = ;% k2w o % 1378 4p T & 17 973
HRAR B IR FEP o NEH By 3%}?“%‘ Rl F“}' AFT AR, fedefd &
NES %ZIE%QN#L%?%;:* P2 R EEERJIIRE 2P EPC % 53 % % ()4

Wk omEflhari R €2 8 A7 égr%ﬁ;i "% 120 #p - 2008 # 12 * » F 82-83 -
O g B A AT EMA R 02004 40 5 $ 10% 0 F 8o

108 pg st Unitary Patent er/% B 4 L3 ¥ R /A £ 200 7 2 M EAEEY 188 >
2017 &# 6 » 28 p -
http://www.naipo.com/Portals/1/web_tw/Knowledge Center/Patent_ Administrator/IPNC_170628_130
2htm (3 {63z p 12018 # 11 7 11 p)
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ToREMZ oBRAFEYEF 2R ’9'\'6‘5 » 2 4 %4 o EPC % 53 if % (b)# 4
TP AR SN Y FH P ARl & 24 58 iE 42 (essentially biological
processes) » e pt AR T i * Ajicd pigfe 2 A 5 o EPC % 53 1% % () Rb+
BN LHB B E L RS ERE YRR R LRI AR E PG S
R TR UEE L S

LS D f s BT B AR Rk S P LT £
1A PR E i % ( European Directive on the Legal Protection of
Blotechnologlcal Inventions 98/44/EC » ™ & #i 98/44 #F' ) > 98/44 3n & 3R ik
> Hisx EPC 2 %% 7 mP| ] o lﬂiﬂ FTERTTHERFLAE TR
TR ALE B RTH RIS 23534 ) .2 (European Group on Ethics in Science and New
Technologies, EGE) § # 2 = ekt 7 &3 B 72 hif LR ILE 737 - 98/44
4% 6% Lap LFP 2 £41* (commercial exploitation)iE & = & f A &
ﬁﬁﬁ’%E?%ﬂﬁ’ﬁ%?fﬁﬁ%ﬂ*@ﬁééﬁéﬁﬁﬁﬂﬁﬁﬁ2#
FRBEEMoFPES 2FRT A5 LIk # > THLHERRL A EFT LA
Mo

o

45 Bl 4 #g e % (processes for cloning human beings) -

. R A KA A me kR B3 2 (processes for modifying the
germ line genetic identity of human beings) -

3. FLIENEZPEP A X girrs (uses of human embryos for
industrial or commercial purposes) °

4, B HFPH BB FoEI BT N ERBFEAI[FEIANH
Ry ERPRTFEER 2 d o iEied 4 od 4 (processes for modifying the
genetic identity of animals which are likely to cause them suffering without any
substantial medical benefit to man or animal, andalso animals resulting from such
processes) o

FHAFET A Bl BREEARR TN B D6 TR F 28 0%

7w 08/44 45 £ % T iE2 4T » 2002 # > EGE ¥ £M M ST 2 A iz e
AP B B R 16 5L 2.1 (Opinion on the ethical aspects of
patenting inventions involving human stem cells, EGE opinion No. 16 ) » %] 4 #f§% m
kT LA A A (RpFR L R ) P2 A iz e 0 kIR
Ko w2 M2 o AR 4E cEGE iz mie v E M N S8 F L(R L 2.3
) MO Fini MR AR me Rk 1Y G A REP BE R TR 2
ipwre RR(R R 24 £m)M S EGE #¢titmre v B {2 3 A3 4eT

199 EGE opinion No. 16, http://biotech.bioetica.org/new/ege16_complet_en.pdf (& 43Iz p : 2018 &
11 11 p)

M0 p % 2x 5 p.16 0 2.3 » CONTENT OF THE PATENT

" e %20 p.16 > 2.4 » SOURCES OF STEM CELLS; 7 %R 4 » £ S sit wie & ]2 0
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1. SABAERHzZizoe TR A5 T3 BE7T HJIH2 208 £ 4%
“ﬂ'J{é_'ﬁ%F FUH Rt - B o gt 4R A Yo e b%ﬁa\ggj\ SREr A Bl RS A i
PAb R RT o BB H L2 RET AR B AP £ a0 o

2. %Wﬁ%ﬁﬁ?@%ﬁ&@wﬁﬁé—fﬁa g1r47 A 5o BB A G0 AT
imie kARG Tt g il g A R LY AR B LY o Ft
BB A G AR i e PR g%‘rf’(%?' s e i R

3. N UM RIT A AT A2 irwie o FIE R KA £ A
O REFT B ELJERE K27 B

4. $RWE AR S F > BB iR kifdole s TR RS
RN R AR e AR T I ) hR R 7 % 5 Mg LRI
oo

GFECE#HEREG #7715 6L LT 2R APy pegas
TERAIRE R AR LR AR TR T R (S (2)E R 2
i) o

FHAFPIEER ST B RA B2 F @RS 263 296 F
Ha m*F’uaf’ TP % 26 iR A T4 #‘ﬂ:}i,{#ﬁ"}bﬂ? A KR TR
B ETAREAFE 2 59 NRE % 2T HERET %?ljfﬁg‘_;’fﬁ;}ijﬁzfﬂa ,
¥ 28 HERET A2 b ik o T ik 08/44 11 L F 6 S 2552 44
iy~ o5 (T wR % 29 GE R4 4 12 2 & # (element)sh7 & 42 o

()#arkf

$F1 B J1 R # 4 2L 2 (Guidelines for Examination in the European Patent
Office)™? » Guid. G-11, 2 45 &1 &% J ¥ 1% s(subject-matter) £_% ¥_EPC ¥ 52 i%
FLALRLOFPEF > FAAR s B- L2t 854 39 EPC
¥ 52 BEE 2 M E e T &gty WrONY Gl Rl ik B ahiER
(EPC % 52 #£% 378 )o # =t » 3% ¥ RO cnf# g » 10 i /i 29T 8 RIE
HeR e 3 L G P e dr s 5 ORI FEEPC % 5215 % 17 v'L'r;};] e oo

Guid. G-1l, 33t# EPC % 52 ix % 2 s #77|er3g p o> T 4% J1iE - H i)+ >
URIEEBE L 5258 21 % % 310 H By P sﬁ%&ﬂé’hg%ﬁt#@“f? o

HWEPC % 53 %@z #P2Z 2BAF EfI*rEFr 2K 25K Ko %
BRI R4 0 Guid. G-Il 414 hiEfe g o X ﬁ/’a‘: R AL AR D
A1 m P e /Eéi‘#”ﬁ% BT B2 o B p R IER AT R g R

ol —— N OB/44ECHn £ L p At PEEF IR F 3% 51 F 01027 -
112

http://documents.epo.org/projects/babylon/eponet.nsf/0/D94333C1A028BCOAC12581C90057921F/$F
ile/guidelines_for_examination_2017_en.pdf (& &3 p 12018 & 11 7 11 p ); 314 = ;% 4™ 1Guid
G-,42 R 2 A E G:Mix~% Il £ % 4 &% 2 8)
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CABGRBL P > R RN B hJei7 s & o EPC % 53 i % (C)A0 R T4t
ﬂ?%medGIMZ%@‘q%ﬁ%%\%gmggw&qrﬁggﬁ

) #E A2

q‘uﬁ’ﬂ f%ﬁw 0 B ehd $ BEE P Guid. G-, 5? EPC 5 {7 B % 26

I 28R AT - NP L PR P R e b 2 LEHIE-

Guid. G-II,5.1 £ ¥ %5 7P| % 26 15z 2 & > T T2 b pprgp | £4d 4 %
Hiled & 74P HPETA R I - BPEBFLA A Tl @# 1 4 H
h k2 gE oD A iy iEe § 5 @ 4 (genetic information) st
TRty i AF AR -

Guid. G-I, 5.2 Rl ¥ EEF & | FFE ot FHFE P > BB > 24 HjF
BT AN EPC & & ] $0mr &A1Y Gfod M2 F RS P gk 1] EPC
SR B AL R BR E 5 TP % 26 1 29 iE AR i ¢ fof2f® o wE 1998
£ 70 6P MEEEESOY 98/44/EC 54y £ 4 - s 1 (OJ EPO 1999,101)
Mgk (T4 A 2 L o Guid. G-11, 5.2())# ¥ EPC * (7 wmp| % 27 ﬁ$1#ﬂ”«i’ W
—4#H%’&ﬁ5”&96¢%*1* S A A AT TR T
SR pEARRTY O ETEIME ¥ 4p W EPC %5 {7 WP % 29 if %{4%31_,
Ao Tk B 1LE He - |I}£-§m&?_ﬁf’fiﬁ’ e RATFIEA R E
BEA (LGl 5.3)04;u BY AREIZ R AR PR RS A
ﬁ%wé’€§ﬂ§%’7¢ ErAEA G FEP AT RELT B TR
ﬁ% SHEP RIS G LR AR 2k SR NR R LG AR PP

gﬁ Mz et _rj;;d_'a;b{wz E] H;L«)r’r'A,\A“‘,", LAR A A R F D
ﬁﬁ@ﬁwﬁ4$% AE AR R TR EE P AR AL A2

Hire HAFIR 7N IL B ADEY g & g a8 or5 BB HAARE AR e 0
¥ H AR E (EUDIr98/44/EC - rec.22)- B 7|30 a R 7 eng 4% & Jf B
IR AlY FExP o (L Guid. G-111,4) -

Guid. G-ll, 5.3 33 7 B 2 4~ H s P vl #h 5 5 (List of exceptions) & 1345
EPC % 53 if ¥ (a) %22 EPC 5 7o) 5 28 65 % 19 0 3 WRRT AL P g
A RMHE > SEFPHE

1. AR ASGS 2 AR A BT TR L TP & $205A 4

J}iﬂh?(embryo splitting) » P ehtiplid - B ¥ - B2 38 5= 2 A%
£ 5 40 I i @ 2 & (nuclear genetic information) s34 4 o

ﬂ%‘ﬁiﬁﬁﬁm1%°

ARSIl R A F LD et o AP 2 R Aok Y 3

Bﬂﬁ%@%@ﬁ’ﬁﬁzﬁ—ﬁigﬁﬁ’aﬁﬁkuﬁ%iﬁ%&

B2 RIFIR BEPC 2 56 (7w R] % 28 1% 5 10 (04 et #20f &7

Fil2 ok o thmﬁt@wééﬁ»i P gk gz B (T 2221/10) -

?u-

% HAMT 4 1495 EPC % 53 i % ()4 fo EPC = X% {7 m | % 28 iF
FlLAFRCZFLE A rizmeF b efhinps o & EE jILT 7
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(1) HwEYgphadirkn 0 2 A RA TR 2 ok
(category) =45 j#
() ®mMEP M BN UFES A Glhoitmre s & 2
ER Y R LR A SRR R JEE o TPl E Y ’A‘E’ .
3193/{*5‘1“’3 W2l s DA N

JU ks K ERR AT R ?f‘r ‘%?f#ﬂ Schpty o 3 GRS PR S DET
SeBE o B Y DA AR T $H 4 T F AUEU Dir. 98/44/EC,

rec. 42) o

4. HRHFBGPLD 2T RHASBF RG] S0 TLF T LA
(3 EF RN VE g BA D g o LR T nT F F
FHRHERPFL Y DEL IR A T hE R

EPC 5 7w % 2918 % 1R T > A M~ AR = 2 F 7 e fAIF £ -
E B & E(element)hE B IR # A TFIDE SN AREI] 0 B AT R
m W (3} G-II, 52)c P A A, S 2 F T nfF B e R4 5wz (EU Dir
98/44/EC,rec. 16) -

EPC % 53 is(a)3x 7 M+ & ﬁlj'riiéé%“,éf# FIP AR 2 A e >
LS e «3“; £ %8 (chimeras) == ;% (EU Dir.98/44/EC, rec.38) -

Guid. G-I, 5.3 I 4z FL B /2 P4t 98/44 dp & chfa 27 B 15 £ 02
FORA B PV ARG E G EIRA o Bl T 2221/10 4- T 1441/13 % )
PG Aeis) e

(=) £ & &

1. % #(Edinburgh)% 1% (% {15 : EP0695351)

BAA 5019008 121 B A PUBE T L F Rk fIY RIS R A
T 7E 2§30t 2 A4~ G A B 4, (ISOLATION, SELECTION AND
PROPAGATION OF ANIMAL TRANSGENIC STEM CELLS)- s 3 P % A 42
I8 % % (enrich) 2 [ 3§ B 2] 5B > 4r i3 fmie e 2 0 & 35 w% @ 1Az 5B A
B o i m e (2905007 m2) 0L EP 0695351 B » 3% 4 41 48 3 37 71 “rif-
L - fad 4 wre (animal cells) » # 7 432 & ."M/%\ ;}«ng% '5'5'] A
AU REI S 2 b oA AL S 47 2 48 R A - B B 1
Ptk o R B IR WP TR R F P e o R E AT B e
A e dE e B IR A R R T ok flse
B2 £k it A2 AR E R R e 0 2 B AT ¢
AT C LPTARE T EL E TR S MEAS R DA T
Rt 2 i3ec it 2 R A A A Ar W AR AE S ¢ 35 A dgant i o

2002 # 7 % 22 p EPO % 3L % 3% 3% " (opposition division)# {7 s & 1] & :% %
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2V AP ARAE E R AT LB A Y T SRR AR PR S 1 2 & )
o B A 2RI AP o B IEB T MEF A ZE IR Y FEIE
Bl I Rkt a 2L S Aon % 47 2 A8 R QLA A TS 4 o0 ko Xaghdon

% 37 38 4v zx. T other than embryonic stem cells | 12 4 AL 14,

2. EPO#+ 3% E ¢ G0002/06 i%°
< % A £ ¢ (Wisconsin Alumni Research Foundation, WARF) ¥

FE I F e 7 % £ 4252 % (Primate Embryonic Stem Cells) him % 33 % °
TN AMFE AR k2 2k > 2004 EALR AMMIEG e LT
R AP P HE A BRI e chINA Y TSI E e Eok(B {129 % B3
iE) ¥ A kAt 3 o EPO B 274 R § 1 ¢ 4 (interlocutorydecision)
B LA R T L TR

FREL:m B> Qwp 7 wp] % 28 15 % 138 (c)3:(Rule 28c EPC) ( &
2HmR) % 23 % dIE(C)H) AT Y AR 4 2Tk L Y 0

AL 2 4o% FAE 1 en s 2 24 e 7RAF & 1] 2 G mp| (7 wp] ¥ 28
% L HCOOFATZ LA g nizro B AP 2L A5 Wk TEA S Y 5P
A S R A et i kA R g S 2B Y FRTER
Hi— L 7

FAL3 1 4rk AL L AR 2 hE 28 F 2 B2 9% 53 5% (a)
e R L S U s T

RALA: R 2hT F7 > LF 8¢ pp 2 B7 EFE T AR DA &
MRS g R A SR e S 2 E A S G B (BT
Korrinimie kit oa k) 9

2008 # 11 " 25 p EPO# ~ F 374 R € ** G0002/06 /4 2 &+ ¥+ 7# 2 ¥ 3L ¥
PART @R ATORMN BN TR % 28 % LA > # viFis HE i

[

PR EMA R 4 - ERZPEFETEMAREAE R BV EALR Y R
2 5 | 108-112 > %4t : https://report.nat.gov.tw/ReportFront/ReportDetail/detail ?sysld=C09103402 -
Bfsi2rp 12018 & 117 11 p)

14 4 9 Espacenet 4 = »
https://worldwide.espacenet.com/publicationDetails/biblio?11=0&ND=3&adjacent=true&locale=en_EP
&FT=D&date=19960207&CC=EP&NR=0695351A1&KC=Al# - iz & {s p % L EP0695351 (B2) -
115G 0002/06 - https://www.epo.org/law-practice/case-law-appeals/pdf/g060002ex1.pdf (& & L2+ p :
2018 & 11 * 11 p)

16 2 5 EPO770125 (Al) » #e it :
https://worldwide.espacenet.com/publicationDetails/biblio?I1=0&ND=3&adjacent=true&locale=en_EP
&FT=D&date=19970502& CC=EP&NR=0770125A1&KC=Al# (5 {sTz>p 12018 # 11 * 11 p)
7T 1374/04 https://www.epo.org/law-practice/case-law-appeals/pdf/t041374ex1.pdfe (B {4 3L p -
2018 # 11 % 11 p)
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BRSO E AN L E R e B AR &Y Fp N B ERR A
Lt B E A& WRATHE D 2R B RE R R 2 o SRR
ik 2 P 28V NWEARF DA SA R BUR A B 0 (Bl
T e s i A RO RF R SR WAL AR ik b
% 28 0% LIE(C)APF > ¥ P e B 2 ARM 0 £ F Y 5P 1 e
FREp L R0 52008 £ HEPO#~ 374 B ¢ G0002/06 -z i‘%mj )
FEZ R E A @j—ﬁﬁvﬁlz#“f\u&ii&&L»?M_F‘; FRPFirmr 2 Y ko
7?4 B ik 0 H {s 2011 & 3 4 0 Oliver Bristle v Greenpeace eV. % > 71\% 78

o

"."'_')1“\
W

3. ®MiE B CIEU C-34/10 #4118

k& o T e 46 B 20 % 4134 1a(Federal Patent Court of Germany)
5 B~ 8 %42 Oliver Bristle eh& 4] » 32532 & fl@»c» F]5 # %? E
Fed A HEIars e (NESC)B~ 8 4¢ 153 Bpim#z (precursor cell)(Fr fAd 5 & 59 7 2)
it ELAN S ELER LR SO LA AL E RS IR TR &
Tl Roce BAHEA RN P RAB ARG 2R F - YRR
9B/44 45 & R R » AL BITH 2Nk § i Bt 2t & AR i Butin MR AT 7 £
(R AR %E—&r'—f :

—

1.98/44 J}F:I 6 :}: 2 I8 ‘37 (C) ng« i fué: {3 @ {?
2. 98/44 #F‘I i)v 6 ;'1‘_%7 1 IE bﬁ—%’——fj——g’\ A% UL;;» * 31 #E\"ﬁ 2 m‘f ,;’_ m#’:
BORF AT PP ERE  H LT P EE ] p 0

3 T %_ FIpE > A gRra i 3 £ 4] 2. $ i % 5 (technical
teaching)ei— 384 » v £ A dgiarichi ¥ B &k igit > L F ks ¥ 6
EE 24C)EM G A T EELJIERED?

2011 # gt iE fe e C-34/10 2|47 Jp iy » B4 ggiain* SR BT 2 P b
) fl*ﬁ ¥ f:sﬂ'}']']io 7,’\7%-%\/“/2: m'i-‘f‘?“4 %‘Fl FL”,/“%I‘E"ﬁ'*ﬁ* i;,b% \FML’ /L"*'% [E2
R RERR E e SRR ER S AT AR
P YL ERE R SR A mE et R TR AR A S o H
AR AR LR S N A A (parthenogenems)mi oo BRSO A g
#e”(human embryo) ° ® B! /2 fx I %Xﬁ‘gé_ﬁﬁ S IREN S S A G RN
st e )3 A 0B/A4 454 ¢ K 6 E Y 238 ¥ (O AL T A s
TE PR REMR I 2N F E ’D/LI\"

I3

B r,c,wﬁ NP5 98/44 40 4 B 6 IER 2R (OFR L L EL LA LD
Boenm @ % AR R T & ) Jfﬂmﬂ oL EMRAL P ZEY oA R

118 Qliver Briistle v. Greenpeace eV.C-34/10 - 2011 & 10 * 18 p »
https://eur-lex.europa.eu/legal-ontent/EN/T XT/PDF/?uri=CELEX:62010CA0034&from=EN (& {s =
P 1201811 119)
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TR R S LETAD hig ¥ AR A Fef 0 D T B
Mo Hin i wed Pz 2 A4 5% 50 (neural precursor cells) » % 3 2.3 o
¥ 52 8p (blastocyst stage) s77 4 #Fiara ¥ BB iFime o R BB A FERRAZ BP0
WS & L P ! - C-34/10 2 J - HEEE T ok o ay‘;g; i
W SRmie > A BRI R e & PR A R o EE R IR
2012 & 11 7 S RB R E B 2 R T F | E iR A P T2 B3 7 B4
f»ﬂ%ﬁ“”%?@ﬁi ot o H AE T2 G AARL S A A e B D ”{E'z%ﬂ?
PGS AR G ookl de B s AR mﬁﬁ;f&(dlsclalmer)" DT
B 5> A ‘*’F‘ gi—"pﬁ% ‘mpg,\ mmE 4}3 + 2 ?, ,]ilzl .

4. EPO #pt 3% R § T2221/10 %%
2014 & pF > EPO 4 < ! 374 R ¢ %>t Technion Research and Development
Foundation, LTD % - 7 iz #5 7 G 0002/06 /AT * ®i'iz Fx C-34/10 -2 5 & -
PR EED N F AN ARG R B Y % 03751238.1 5L F AN
WA AEI 2009 £ 11 ¢ 26 P v EEIAWALS e Fd A ERrE- 2 3 Fg(main
request)'®# 1 & EPC % B3 i # (@4 # M L 2B A F LI & F 2B LB F
A B 2 G TP % 280 E % L) AT A RFERS MR Y A
PRk TS E PN 1 Eh g ange E;f o 1md Fine ﬁ-* AT H DA BEEPAER
fm¥e kAt ;—%—p oAb BT EEE S Fp oo vE - U % bﬁ%-—», v g o N

{E;;fgi A EEIRRE o

& EPO et 374 | ¢ T2221/10 /A-232d ¢ 4xfl » b o7 A B g 1
fo 2 W2 adFr R Y A e A A TR u(undlfferentiated state) ™ &

G oom R b HE e F AN iR e B o AR (UL T
HES ‘m*z o p & %28 en A 32752 P fwve @ (inner cell mass) 5 SRR S DI N AR
BT (InvVitro)H e o R fniriee p HE S AMEREY & BEST R o

119 Summaries of important judgments,
https://eur-lex.europa.eu/legal-content/EN/ALL/?uri=CELEX:62010CJ0034
(Bfs2T3rp 12018 & 11 11 p)

120 k2 R : the Court specifies that these same provisions exclude the patentability of an
invention which does not concern the use of human embryos as such, but a product whose production
necessitates the prior destruction of human embryos or their use as a base material. According to the
Court, this is the case in point, as it concerns an invention involving the production of neural precursor
cells, which presupposesthe use of stem cells obtained from a human embryo at the blastocyst stage,
entailing the destruction of that embryo.

Pnm o AEATEM AR 2013 Rl A LR 62 B ER AL RS -

22 T 222110 -7 2% %8
https://www.epo.org/law-practice/case-law-appeals/recent/t102221eul.html (& {8 #Zz+ p : 2018 & 11
211 p)

o R IR LR A o
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BRig o D RT R I A iR e (2 P a e A EER A
PR P ARIE 19 eh 0 PI935 % 53 £ ¥ (Q)2k EPC e ¥ % & EPC 2 4%
PRl % 28 i % 1R ()4 > At &7 B Al b 1280 gl A kg 4 b
4 i € 57 G 0002/06 5Lk » ¥ 4p J1 41 * i 8 £ A7EHk (de novo destruction)
KR PRE R 2. A S sE e g 2 o BOF JE 17 eh(publicly available) 4 #g %2 5
FRimre ko (e B i WERLI A SR Rs B Aed A 9riF B EPC ¥ 53 i ¥ (a) 2
HgizwmP|% 28 5% 1 15(0)4‘1%%'f AF’K% E¥ R g7 CIEU C-34/10

}Jme(z"‘_{(o

5. EPO#pet #% 4 R € T1441/13 4 3'%:

AL FEE Y N F AP ARG E Y HF 027992171 B F &
ML Y 34302010 & 11 % 8 p & &Y 35 ) grl?ﬂ?» f* & EPC % 53 ix %
@% THEPLABSFENTEL SALGE A Ll 2 s Al s 28
EE L B(C)FT R A LERA R R AFERIAR N E RN 1 E ik e
11 lﬁ-?ﬁy’

I d SR BT A BgH(Main Request)shgof 120 % S 5 A
fmRE et E T R G %%féﬁ.ﬁv# bacizrmre (pPS) a4y RiprY 5@ p
B E 2N F B e Anrnizime (hES) - d ¥ £ 4% 2 % if G 0002/06 -2
Byt AL R g;‘gg AR AR AIR MR R A P2 b SRR T
T odek TR RF4e® 2R % (8 22 v i) A fEnrsemgp g
LggspreiEmre s A o B P E_EPC 2 405 (7w R % 28 15 % 198 % (C)Ek 4T

R H 1‘.3:

|

=

1°

Hga2d Az B {lenip i p & > * 09 R hES woe 12 % 4~ 02 i
F o5 i WA R ROT L e E chdedi il 0 & da 2 BUR A s i
# 2 (preceding steps) o igdt BUR L S 2 3 P “f BRI 12 g o MO i B
(Auxiliary Request)l I 4> ket 374 B ¢ 4232 d ¢ 5138 1 g2 e % C-34/10
gl g Tgm 2l % C-34/108 -2 ¢ #pM X 2w L I E B 2 1%
T8 RH R E AR AR 2 A S JE (T 2 5R e e T A ST IR R
A0 51 #EPC 2% (7R 28 % 1 (O $Hk2 98/44 454 5 6 5 5 2

124 2 8 @< : The board observes that its decision in the present case, which is based on the decision

G 2/06 of the Enlarged Board of Appeal, and which states that inventions which make use of HES cells
obtained by de novo destruction of human embryos or of publicly available HES cell lines which were
initially derived by a process resulting in the destruction of the human embryos are excluded from
patentability under the provisions of Article 53(a) EPC in combination with Rule 28(c) EPC, is in line
with decision C-34/10 of the ECJ.

P T1441/13 -7 0 2% %8
https://www.epo.org/law-practice/case-law-appeals/recent/t131441eul.html (& {5 T3+ p : 2018 & 11
11 p)
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IE;(C)#EﬁB £ o N

ﬁlﬁp”%iﬁg’“L F"’T?’!"‘?'&?Ef”}%}%\EPC“23f';“31E 4 R g
ZINTHEN GBS TR > L2 e EPC & GRE 32
E S 1;_]:_,.@ mﬁq;f$‘fr'?i£ 7 7 ;ﬂ;{ﬁ ;]?\ » K«?; o

e

6. ®Eiik C-364/133 %1%

WERTE ZRm T A H AR TRL G M RE E R
International Stem Cell Corporation = 2 ()2 ™ f§ # ISCO = 2 )3 12 = & & ¢
FREZF T Y - R MRS B R e 4 A X S

I

pb A

¥F e 2 fmPe % 2.~ ;% (Parthenogenetic activation of oocytes for the production
of human embryonic stem cells)» 2 ¥ - % ] & fAR 87 'm P2 & = & % (Synthetic
cornea from retinal stem cells)z_ ¥ 3% » 1 & &3 M Wi & i R & ﬂs,-.sgfj—‘:%w e
B 0 R E A B PR N E PR e r B2 G ER
(pluripotent stem cells) -

ISCO =7 = if@]{f“%ﬁ#ﬁ & (United Kingdom Intellectual Property Office,
UKIPO)#t 1 + it & i2 % J]¥ 3% » UKIPO 1345 it Briistle % %o p! i B % > 32
IPEINTE IR A S L ‘m”e Jo3t 98144 4 £ HrfL2 A KEIEN e dhfEvh o SR
ISCO =@ dizd Y i3 BB 2P 3R » 2 RERF 2
f#r% %2 12 (High Court of Justice of England and Wales ) # 4z} % » 2.5
RERBEZRAGHEZREFLFR L FEZRFEPRIEL 23R
PR A A HEFT IR DAL PS o T B3 98/44 it %6
W 298 % (O)a T 4 sarat o AR Ep R ik Bristle 2 A LM or
GO ABERRPS SRS R R H B g Erd AR Y AR i 4 o TR A s AR
fom it Pl % PARTLRL AXLF AT T LG HFT S AHFDFEGF a4 oom 2
NEFLEFRERF T 2B AALIFOAGFEI T EFET XA EOFTF A
ARET TR TZERL AR EARARL AERI o ApE B o ok - B
PEERFET S AFDRG A R 98/4435 4 F 6 5% 2 5 (0)ar 0wl
BT E P AT B AL SR AP a2 i1, gop

zm

FTIN

A

126 Case
-364/13,https://eur-lex.europa.eu/legal-content/EN/TXT/HTML/?uri=CELEX:62013CJ0364&from=E
N(E s3> p 12018 # 11 * 11 p)

128 m < 49 : Itthus follows from the judgment in Briistle (EU:C:2011:669) that a non-fertilised
human ovum must be classified as a ‘human embryo’, within the meaning of Article 6(2)(c) of
Directive 98/44, in so far as that organism is ‘capable of commencing the process of development of a
human being’.

As the Advocate General observed, in essence, in point 73 of his Opinion in the present case, that term

must be understood as meaning that, in order to be classified as a ‘human embryo’, a non-fertilised
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human ovum must necessarily have the inherent capacity of developing into a human being.
Consequently, where a non-fertilised human ovum does not fulfil that condition, the mere fact that
that organism commences a process of development is not sufficient for it to be regarded as a ‘human
embryo’, within the meaning and for the purposes of the application of Directive 98/44.

By contrast, where such an ovum does have the inherent capacity of developing into a human being, it
should, in the light of Article 6(2)(c) of that directive, be treated in the same way as a fertilised human

ovum, at all stages of its development.
bk 2ERY %1 k559 4 ] - GB2431411 B 2 GB2440333 B -
1% CJEU C-34/10.
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