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- FARIE B % R 0E O BT Y BRBEA O 85 |2 BR7E
TLOHEETHH- T, ZOFHIZBITLETD
FATHREME D & 2 W5 % 1 /N—F 5 L9 7eh§

2L 727200 8 0,
- HARIFEH O TOEBI 2 EIOIZVLHETH S
TR UM

- BT RS, TR ERICHA B UIME
ML L Ty, XA EH
Bzwvd o,
BRI E CEAN TV O,
ZFIUSKRT LT, T X ) IC TR H
SRIGFRICAINE D & & T, BRerdts: % /2
FTHREMEDSH A LIZOoVWTHERFH I Tw
%o
C A R BRI O Tl R, Eo
& LD 5 B OME—D DFEM LD A
H HIREEZALD 9 B DOME—D DIRREZLZ
O BERIFEIOBIL A RET 5 D Do
- B L X 2 DFEE DR & HIRFEL O BRI
e FATORRR, B E o L9 12 HREE
(ZBEES 25 FEH T L xR T A HE.
FOM, HREH O A OTES HREEZ 0
b OO, KOERAMOHBEIZOWTOIEHIL
Bt e nZ LA RENT V5,
BilskiZF {4}t U"Mayo =412 & ) MPEP § 2106

BilskiZE ¥ MayoZE BEERE
20084104308
CAFc#lJiJIE 2009481
2009%9R 16H HEE20
CAFCHIR
201056 28H 201046 A29H
= e s 1] 3 = =
ﬁri:ik‘f'lﬁ& REHER 2010478
BEREQ
20101281780
CAFCEREHIR
20124382080
BEEFIR
20124 7R
BEEEQ
20124 8R

MPEPEESHR SHOBETHE ©

2 YREBEREOEE

NN 82106010 UFT SNABH T TOEELYES
THhbHE, M2080) L5,

Wi og 3 #E (D Interim Examination Instruc-
tions for Evaluating Subject Matter Eligibility
under 35 US.C. § 101 20094 8 H24H A5

BilskiZFi ff (CAFCHI#R) 25, 7'ut X2
57 L —LOFRFEBEOHM L LT
MOT7 A b & ¥R L 7cf%, EEEEO»AE
ENTze ZONEDS, HIFCMPEP § 2106 112X
M7z,

W 52 H: #E (2)  Interim Guidance for Deter-
mining Subject Matter Eligibility for Process
Claims in View of Bilski v. Kappos (Interim
Bilski Guidance) 20104F 7 H27H A%

BilskiFff (@A) 1&, MOTT A b a®
Tt ARERFOME— OF M A RETIE v E L
T, CAFCO¥IiR%ZE L7z0 L L, BEEskiE
OO 2Bl (MOTT A &) MKRAERTH
HELT, TOMREE L THEEREQNAES
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CTITE, TURAICETEZ LA, il
R TATTICELT 20 E02EET 572
DD 4OD%EF (Factor) 2VR S, Hiab L7z
£91282106 TS ",

Wrog L # 3 2012 Interim Procedure for
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Subject Matter Eligibility Analysis of Process
Claims Involving Laws of Nature 201247 H
5

MayoffE:As, 7 L — A7 at 22841
LHEThHo CTHRFEHEOBICICHIZET S &
E DR EEEICOWTHHIEICHDR L2221
L0, EEIEEQ)SNE SN, MPEP§ 210601
S 7z, BEHKHEG TIE, DiehrFff,
MayoS O pir e &L b2, s s &7
L—ak Lok (EXAMPLE 1) RO
Pl i (EXAMPLE 2) O] % 8 CRlH

WRWLETATT, B
REROHE~ED

ENELTNSM?

eGSRV

DI TH B,

B TEEE)

HTHE,

A 4

FEEEEAY.
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D FR TDED LD FIFLHREH
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Ry (N3BLUK4) 25, FHCEMHERS
twozzuﬁwf,ﬂsu,fnﬁﬁbﬁv
—ALZDOWTTH->T, MPEPS§2106 I~1II A
NS 5, T2, W41k, 70z L—A4
IZ2OWTTH- T, MPEP § 2106 II B~2106.01
WZAHET %,
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NEISAY 2= D—REVGIEREBAD
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—ZDRTYIE, E=ZFEOBRREOF
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—ZDATFYTE, BOHBEEMER
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D2009FE Y EELEFF
MY %,

AVINFS
Jotexm?

BAREOREDLNT
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2010 Bilski BT ER
HEEERT D,

l

O B ARBEDFTEMEELLLY
7 EDOB (BRREDRE L)
—ErMERLEERREBEIC
#5935,

—ERLEEET CLIckYEEE
AET D
—BHOERROHBAE,

JL—ALIZ, RE
BEHRTIFREELT
BARREMN

FHETHN?
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gL—LlE, Z0
BRREZHET
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FrEr B,
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BRREEESN
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4. HEADPERT NZXHDL

Mayo 28 EHE - N A 4 7 7 7 1 Y —FHiffy

THOFEIRLERHOFMETH 722 L,
NZEZIFTOEEREEGIZB T L7 L —4fl
(LFE3ZH) 205, MayoFHh LR DB Tk,
DR YBWEEONA T Ty /Y — B
Dl EFAOBREFEBII T 2 B2 RE L
7oo METO I LCIE, EBIKETERH
S N7 FBNZDONT, FEEHOR TR
FxR 7LV —L LT RIICHET 2 H %
Shareresearch% Fl W Tl & L 720 €OMEN
FE LT
® 20114F 6 FJ30H LARTIC 28R & L7z K EHERT
HBE™
@ ZWBHEDIPCY 2353 NTw b, RO
@) ik #ipHIC [diagnos*| [prognos*| [risk
marker | [biomarker] [patient or patients |
DN DLEDNEEN5,
) OB Z R L 72/ R A 5, 20094
2RV AR S NZb D, ROENEFE—T
7IV—IZEEND D DL (10007 7 2
) —) ZEOH L7z HIZ, Mayod i LLFEIC
D7e L &b —FERFERFEEDIT DN H
H 5128 12DV TR &2 4T - 726

ZOHT, §101 TOFEHOFERF#IEEIZ B
T HIEHEEAH TS D0 (721F) LEHEE
Az TwZndb o 66fF) 1278 L7z, €L
T, S101D4FFFEMETEIZ D W CORfA X
NTWDLEGELFLE LT, EHEZLTO 34
B3 L 72
(1) FRA  ABRAONAF v —h—ERED

BEEZ B L /- 58,

(2) $HEIB : BEDROHIMICF S FHEA,

(3) $EEIC : AL /N F LW IE B REA

FNENGELZEEICOWTIE, 0%
D L—LDONEEZ UK L IEEH T O
M EATo 720 BIAIE 7 L— 2 21EK L, IR

7 L— LR B EEDMERIC OV TRET S
RS, HBEADEE T REAIGIZONTHIR
AERIMZ 72,

B, PEEREOFIRIZBWTIX, Bk
DEWHERL L BRAFEOH 7 R IGHE R ICE
TEHEH IZOVWTOBIRL Ho 72720, [k
2, FREGMTHAL 2.
© LRLOBWIFEA & FEICAR S -k E
FEET I,

@ LA F 72 X E SR 5 O iEFR S OTPCY
PG EN TV T ERLOZWIEHEOIPC (@)
MG ENTwiRnd o, EiZ

® FEROHPHIZ [method of treat*] D LE A
ZEns
boodrs, 201145 HLIEICAR S 7z
DEENEF—T73I)—IZEFENE L D326
(3007 73V —) ®HbH, HETEME
L — A2 T MayoFhLAEICA R L b —
FEIIFERBAEDAT O NI AEED D 5591 12D\
THX7ze LHPL, TOFRTSI0ITOREKHD
FERFRAETEICBE 4 2 fEMEBE S TV 2 b Dl

LD o720 T, ZOHROFMARBENIAT
S TR\,

DTS, BWAZEICRD FEHIZOWT, 554
L7 5T OHEG 2 5T L7k R 2 B E 2 72K
KR OWTOMRIE Y L — 24, BESh
% § 101 DI EE i K OV H A AAYE B 3 & xf
T2 DOWTCREE T %o

Mayofh O ¥R LI, R7ZHE D v & d
HY, SRR ONTIINFFEEE T
Eo2bDIZ1MHEOARTHY, HEAORDY 15
B XIS DV TUIRE RO F AR OGS 12
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(1) HRA H£FEAONAFY—h—EKE
DEEEZE Rt U /- 58

RFEFNE, BE D SR 723 OREED
INAF<—5—B (¥ 378, ¥ (SNPs,
miRNAZ &b &) i, dEET A2
L2, FEORBAICRELTVWLZ L,
HLIIRET LI A2 BB L ZHET 5
TEOFEWATH 5,

(A2 L — 2]
Bl BERFREFONS Y- —BOEH L
NV EBEFENEE T2 2L TREAZZITT
% Ik
1. A method of diagnosing disease A,
comprising :
(i) obtaining a biological sample from a sub-
ject suspected of having disease A
(ii) determining the level of biomarker B in
the sample ; and
(ili) comparing the level of biomarker B with
the level in a sample from a subject not

having disease A.

B2 BEBEHON A~ —H—BEMLT
52 TREATSIT S HE

1. A method for determining disease A in a
mammal comprising :

(1) obtaining a test sample from a patient :
(ii ) determining the presence or absence of
biomarker B in said test sample ; and

(iii) correlating said presence of biomarker B

with disease A.

B3 :NfF~—H—B (KK OFBl7o7
7ANWVTHEBAZBMT 5k

1. A method for diagnosing disease A in a
subject, comprising the steps of :

(i) determining the expression level of gene

B in a subject, said gene B is represented by a
polynucleotide sequence, wherein said polynu-
cleotide sequence is at least one of SEQ ID
NO :1to SEQ ID NO : X : and

(ii) comparing the expression level of said gene
with a reference value for said expression lev-
el, wherein disease A is diagnosed, when the
expression level is increased compared to said

reference value.

[852 s 5 § 1010FEEF )

A ONEIE, EEIEERIZEZ X7 1
A2 L —=2ATHY (Inquiry 15°Yes), /N1
F~—#H—BELEEADOHBITHEKREHITH Y
(Inquiry 27%Yes), =L T, HEDSHEZI
BLTNS F =D —BEKHT 5 TREIER
FHNZAMEN TS OO, LEEAHINTAE L
JEH (well-understood), & V) 54172 (routine),
HFIZIZER 2 D @ (conventional) T&H - T
HRBEHIZ B2 50Tl v (Inquiry 327
No) & LT, §101DFFFFEIEMEZ 72 S 2w
EHWIEINDETHA o BB, NAAY—T1—
B LB AOHBMBBROFHENE - IEHHAEOA
HE1X § 101 DYFFFEAS M & 1T EERIfR CTH S 2 &
ARG LR > T 5,

(G EUNRES S RaNEP oI |

TatArL—2nk L CHEALE HIETY
4, Inquiry 3O HEZ 723 & 9 X Ie AP
T\ bo Inquiry 3O IELMETIX, HIKEHEDL
MOERNVPHREH AL ERIZIICHL, B2 5 H
SRIEEE 288 2 2RSSR T, 72132 h
5OMETOERMITIVBLEL L HH5, N1 F
~— 7 —WEFEOFE (¥ VXV EOYA,
ELISA, HPLC, MS% : Bk D& /N1 7Y
¥A4¥—3a vk PCREE) R, N A~—7
—DA XA =T v T FEORE (PET, CT%)
KT 227 L —2122o0nTh, FHMOFETH
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% & LT 8101 D4EAIEH 25F5 4 & L5 FHHIAH
Aoz —HT, N F~——DHIEFE
BN = — L ZORMPUROEEKRE %
BMERICTHRET 2 TE (BAFlE LT
ELISA, FACS) \ZHET 5 2 & THRFFEIEIE
MHhHEHMENTFzOAL A ON 2Dk
W2, N A ~x—H—0METFEICET S
Inquiry 3 #&H o H s R IXHEAE O Hfy
IKEDFEENHET DRV 5,

F 70, FrERBOWGEEIT A% AT v 7 (step)
VBN L 72360 R0, MR BURL & e L 7255 p0 (LR
RERE, I, REEICEEE, SV IEsRE O
PERIERGICBRE) &, HICHAREZ 5L
ZZIEBELZWERESIN T WD,

INA X =T =38 VN B OWA, Wil
WIS F v — T —F T 5 720 0Pk
ZHEET A 2 & 12 X D Inquiry 30 FEHE A& i 72
FTIENTEDLEEINT WD, PURDORE T
& LTI, FELAE Bk, WAL Y b
—7@&%%%Lt%/7m—%wm%ﬁ%x
BNb. 1HBIE LT, RELBEREOMEIC
% BEEZW I OFEHII bwf,ﬁﬁ;ﬁﬁﬁ
LPEOFEREEHE L7227 L — 241281010
EAEH S TB 57, Wit AR RE 7k
WCOWTLERT LI LI )EVEFNIE SN

WHEMENH D L EZOND, 72, AHITIE
RNBIEDINA G~ — ) — LA B IE D]
RECTH L LIERHIED—FEL A )0, HIZHE
BoONA X< =T —%FH L 727200 TS
KD WIS N TV AEHEFL DY, B
DINA F < —T1 — DOFEHIES & B OAH BB AR
\ZHRE LB TR 7 L — ANORIEDS B &
7 DU ReED B B o

INA F =T —DPEBR O 6, EEikERIC
bInquiry 3O &M R G729 X 9 2 BARBI R
ST wg, SHo#HETIE 7/ 4
DNADESEE A (IR D A F VAL D FEEE
SEAEVOZ L) LEEBOREEE R 75

TlE, 7/ LDNAD X F VLD T % 7
J LDNA®D X F VAL DA % ] 56 T & % il 38
(BARBlE LT, BfiEEV (X F 1L - FER
F L) BT RE R EESE) AREL L
L2 5 2 ETI01DIEAMIEH A ST

W WHHIDH - 72,
FoM, Tz L —LTOHERLTIE R

, WAF = —HHHOWE RS L —
AR, BHEFY PO L — ANOHIE X

Inquiry 1OBEHEIZFEL L 2VD T8 101@4’51"@
HHZ2HHETE 5, TOWA, 59X Th W
2, WE, ¥y b0 L—nk L ToHHBIML
FEHHMEZ R T 2 LB ELE 2 5,

(2) FRIB BEMNEDHIE IR S FEA
RFEFNE, FHICIZE VEBADEEL T
7B HERILL 72 3B R OREE DN A A~ —
1—B CEHICoREH, ¥ /37", bk,
DNA, RNADOKIRIF) Zkel, XIdE =
HIEIZEY, FEHICIZX BZEBADEBEDOR)
Rt ET L HTEOHEWTH %,

[ 7 L — 2]
1. A method for evaluating the efficacy of a
therapy using medicament C in a patient with
disease A, the method comprising :
(1) measuring level of biomarker B in a sam-
ple of a patient ;
(ii) administering medicament C to the pati-
ent ; and
(iii) measuring level of biomarker B in a sam-
ple from the patient after administering medi-
cament C, wherein an increase in the level of
biomarker B in step (iii) compared to the lev-
el of biomarker B in step (i ) indicates that
the exposure of the patient with disease A to
medicament C will produce a therapeutic

response.
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[#852 212 § 101D4FAH ]

EAEFHONEIL, EEEEDITERIL, 7
Ot 227 L—247THY) (Inquiry 12%Yes), 3
#C oG LG SN EA O BRE ALK
BCeonNg F~—7—BOZEALL OHBILHK
FHITH D (Inquiry 24%Yes), FEH]IC 05
TONA <= —BoExfllE L KT 5
TREPHAREINAAME N TR b o0, FHH
ClZX BN1NA F~—7—BDOEH & OBERHIH
HOMRTHo72L LT, LM TEITE
Al (well-understood), & Y 54172 (routine),
S HITIXEMMZ S @D (conventional) TH -
TH®REANZBZ2 55 O Tld% v (Inquiry 3
7No) & LT, SI101DZME/ S v &
WEhsThHs9H,

COFMDIEME, FHIOFBIZ OV THAE
AE AT S 20~ —h — 2 llET 5 T
ZE T L v T, PrometheushF&F & D FHAL
PEAH D, MayoFff O HIWF DB % Z1F e
WEEZLND,

F7o, BEERERIZL D § 10105 E
ODHWFIHTH D, 7oA Z L —L4Hh
(Inquiry 1), BHAEBEZFAH L TW 5 »
(Inquiry 2), = L CHREHIZX L THHNs
N/BE/THE, LIZEns ofaer HRE
MAERKELEEE DD (Inquiry 3) &)
FIEAEHENDTHS ) ZO L) BHEHD
FEFEHTIE, FEOHER CHKEGIZ L L HAMAEN
DINA F = —h—BOENRZLEAREHZ
DLEDTH->T, BEHIZLIIHMONTZH Y 5
NEHEO AT Y 7 (2 2 TIEEGRE) %
ML TH BREROLHIA T TH S &
Hrsnz, 612, WETEE RMO—iH
e TR AW E CEARMIZIRE L7254
b, BEHIZILMON, Y s,
— I HW S NS & DI L % REIXH AR
RELSEAEED AT EHBIENS
(ErsE B3 EXAMPLE 2).

[HFEADSZ SR E k5]
WERERICBITAHEFL RS &, HEICH
WAWE BUR) DSEETH LA, HIED A
Ty TR ZOWEIZ L B ECRETHZ LT
101D R A /-5 & S b (HEk
#3) EXAMPLE 2), F7:, HELERDTO
RMENB AT v T2 & B BB 1 &
LT, $FEOBMIULIREDERICIRE S5
EWV) ZEDIRENTWASZ Ens, HIEDXS
SR L FEREE, HEREHFEOL DR
EL7ZET, 20 &) IRE I N R0
DTk, BiE, BEOL ) REWE L —20
FEICHWS Z Lid, BEFIZL > T—HHT
(72 2o 725 OB CHERF B R O R IN % B
ETRIEMEBICKGRE T ARIEDEZ LN
bo BIZIX, WMETAY—H—F N7 E% 1
FEEICBRE L, FEOMME R) TZEOF »3
JEPR =N — L LTINS 2w &
(VW b HAr)) AT 5 2 & TH
AFEAE DR BN A A FEMEAVRIE S TV 5
HESHTEL 720

B, WENRONA F<—H—DHHEWT
HoTh, ToWEHAVIHAERE=S ) V7
DOFFEIZEI01 2T L b d LIRS 2w
25, W7 L— NIHIE L2 8 A RS
BOLNLIELEZOND,

(3) #EBIC AL I/NZHLMICFE B REA

KEGNL, EEAZAETLHEEOEHCTO
BRI E PS5 HEETH - C, M E
HfE  TIVHDOERONA A~ =7 — (B
(a), B (b), B (c)) OgEEHwEL, I~k
O—)VOEE LT 52 LT, BEOIHHAK
ZHEHE - P2 HEOHEHATH %,

[ L — 2]
1. A method for predicting a patient response

to disease A treatment with medicament C,
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comprising :

(1) determining each amount of the biomarker
B(a), biomarker B(b) and biomarker B(c) in
a biological sample from the patient ; and

(i) comparing said amount of biomarker B
(a), biomarker B(b) and biomarker B(c) with
reference amounts of biomarker B(a),
biomarker B(b) and biomarker B(c), respec-

tively.

[#5E S5 § 101D4EAHH ]

EAEHEHONEIL, EEEEDIZEZIL, 7
Ot 227 L —24THY (Inquiry 125Yes), &
BALZOEKMENA A~ — 71— & OMBITHEK
HHITH Y (Inquiry 27°Yes), £~ —7—D
=2 T 5 LAESHKREINAA S Tn b
LoD, EELEH~—— & OMBEPFHT
Holo LT, HBFMMIEEEA (well-
understood), & V) 5417z (routine), |21
TEHM 72 @ (conventional) T&H - THIKE
HIZ# 2 55D Tld% v (Inquiry 34No) &
LT, S1010E famzS v EHIrsns
TH»’H)o EBEOFREIIBNTHZD L) 2IE
HMEER R EAI2 L SN b,

(RPN S NP O |

DY A TOEMIBWTY, Inquiry 3D
Z A7 720121E, BAREHE DAL OZEEAS
HARE I 2 B0 L, BAAEMEIZHE 2 5[ H
RFBLOFIH ] %88 2 IS, s8ividT
#, XxZznsofagerfitmEncns &
WL LD, LALEDH, HIEOHFELRN
AL ETATIE, BIzIE, ONAF~—
B —BERIFEDT T L=y MRERKICBEE L
72t @FERY U 7OV R I O AR VT
WEEIZRE L72E, QOFE % FieE O BARR#E
BICHRE (B 212, e Lcga,
NAF~Y—H—BOmERT Bzl L7z

BEThHoTd, Inquiry 3OIEMEZEZ 5 D
DTEBRVEHII SN TS, 512, GHlE
WCHW L TR ZERET HRE, B, 14/
TvkAd () OX)eLSEMATREL:
ELTYH, ZOFEINRED L —FKIFET
LA, FFERES W EHIENS Z L
WCHREIRETH S, fHL, §10103EHiIZ
LT, 7 L= RATF FORES
OV, HMIEFETIELCOFEEFIRL TS
7, MFENT T FICREIICHE ST 2 ()
7~ K) & “contacting” E¥ 5" step” (L),
H 2 “calculating” & U “identifying” ® A 7
v TR L—AIZEMLIZES A, FFAEL
GoleZb b b0, WEH LR ExRFEDR
HPZREST DDA THLLHELEZS
N5

Wiz, AEHEICL > TREENS <=7
— DOAHBBIRICOWTER L s maE o b
BaiziE, WMEAEERELT, 2OREOE
itEx FIRT L ENE L NS,

F72, O &) LRFERIFEHO R RS %
72872001, Fu b, NIEES L— LIIEH
RWIEST A EARETE B,

Zof, FEETREMIGHKE LT, Eelr
TS 52 ERRFEFHE LT L—2AaI
MR BTN H B, et L72EEIIC I, B
(2 Z DHEHF LB L ORRDP MDY, £ D
fINEAI BT, HEMEEE % R T & b
o727y, EEEZOER (BIzIX, o LAk
DI TEZ 0OV HNIEZTOLRHE Hv7z3
#) PEHCTHD L, TOFEFOREEINZ 72
KBUZZ V— L& MilEd 5 2 & T, 4EMEH B

ISR D, BEIRELEEIOLND,

Bz, 7 V—u%, HEDHREELZEBT S
ik (BEREIHITIEE, BRI ICHIET A 2
ENEZ BN,

F 72, LEFNHEOBHRLNEOHKD7Z
DI, BEd 5 HREIIZEHTE 2 X912,
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LR ERNZEHICRETL2LELH DL &
EZ b, SRIFHE LIz = F VWD
IR DL FHTIIRDOT SN ho/2h, 2
WISV R FEED b DICIRET 55
MdHIUL, BEEEGOEXAMPLE 2041 < ¥
FEEAR I Z 72T L HI S BT RE O H B D
T, ZOWMHFIIOWT, HEBEMEORERICE
D&, WETHZELEEIRETH D,

9. MayoEHLUSNDERTNENA
F IR

MyriadZ {4

HRETHEH)

[545] The Association for Molecular Patholo-
gyfts

[#: 4] United States Patent and Trademark
Office, Myriad Genetics, Inc.fth

[k S 8RF] US5,747,282% (Claim 14 : isolat-
ed DNA, Claim 20 : 7 VEHFEOA 7 ) —= >
7 Ji%), US5,709,999 (2 Ik /i), US5,710,001,
US5,753,441, US6,033.857 (A 27 1) — = 7))

Al
=%
=7

[= =2 — 3 — 7@ X G EFH ] No.
09-CV-4515, 20104F 3 H29H i
[CAFCH]#] No. 2010-1406, 20114F 7 H29H
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