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* A MEEAZER (Deoxyribonucleic acid, DNA)Z 4% M & 58 G 1R 8 S e F &
— & =i DNAG &K > SRT — Koy w5 A 18 F 9DNA © & e &
R B E AR 45 2 % G H (Protein) ¥ » DNA € i 178 4k 4F il (Transcription) > ¥} 18 3L
18 7 04 /1% A 4 A% BE A% BR (Ribonucleic acid, RNA) * mRNA # i & #3175

(Translation) & & & & 5

B 2-1 #k R ¥%FBA

DNA#E B34 % BRRNA > RNAZBBIEHBREG Y

TR r R
DNA N / , ,' 34
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# ¥ 4 R thenakedscientists' 5 A 3% 3 F2(2015/11)

&R E > DNARME W/ R R EREY L AL ERIELE TR REKRS T
JR A A A )DNABHGA m 0 E & F W B A O DNAR| 7 £ A ta oAz 8 F o
DNAE oy v 42 1 5] 09 4 ER $F 7R - AR 48 7 T4 4 30 &2 M "R »»(adenine, A )~
B #v%74 (guanine, G) ~ JAZ #F»€ (thymine, T) R A% »€ (cytosine, C) ° 4R
VAvEwE Fu v BL T @ B & W o BEAR KN e SR AR KR 0 SRR 200 A 2 0l &,
Gt o B — & e RAEAFoeReA el 0 Bl R AW E AR KR 0 F M Lk
B > MR AR ARG R A o WAL MR T £ e EU L A R AR ES (A)
SR g (T) BB (BFR A=T 7)) BEEA (G) HjpE
we (C) MW 3 AR (C = G)e AR BEFATREFNRETHE

M PE7) B AE R 09424 -

B4 BV A SR T 6 ) 0 S DNA IR SRR 0 R
B BA ARG R E AL S o b2 SNDNAME 2 oA 8 3255 09 K44 42 AT
C G % 4 B ARELS FHERNM - AL CIIEIKZ B S BIE R 5] AR %
B E o Rin > SRRARELIFRMTE > B DNA WILeIHREBAR T A L
BB ATH > BHEREMAEARF S > B RGRREHRA > /7 DNA %
Mo B Sk R BE BT 0 DNA€ 4R4: /8 407k & (Histone) b > wy bR EE ~ dRARER 5
B AR KB AR R W MR G 0 AP A DNA BRERARM AT mEKEL T 2R

F oo AME AR SLAR R ER 0 pKa A4 A1 12 ¥ 100 & pH &% 7 a3k

' http://www.thenakedscientists.com/ (Last visited on 2015/12/15)
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B 2-2 DNA YA % Histone4: #&

DNA double helix
T
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# R biology” + A X EFL(2015/11)

B2 Sh 0 F AR BE R 7 6L Srintron(3E A JF 71) A Zexton(R B F 7)) © FASF 7
(Intron) & i & $9DNA (junk DNA)H 27 A% & M Bom &2 1% L B 69 & A4
BEAZER 72 AR BB E il E R A AmRNAA A RK EHWEEGYE - M
KB 7 (exton) A i i@ 9 47 AF A H B mRNA S & @ #2F & £ B H FR&K
B AT GLETRESLE TRIFEBBERATHEFERN O FEAER
KREMEGE  cAREHZFOHEAEHEZIDNARI > H LG aLTART

(Intron)Z & 4% ©

2 http://biology.gsu.edu (Last visited on 2015/12/15)




W 3k PR BB A28 3k B 4 &% #1 B (Guidelines for Human Gene Nomenclature) € & 2%
T — AT ARG AR AT R R AERIDNA R B o sk VEAE G EFERT 0 &
TR LA AAR B RE RAFLH AR F7 - fimex ARG AEERE—

Wy R FLZDNA °

Bt ZHDNA /43

ZA#DNA (complementary DNA > 4 5 cDNA ) & —#&4] F i #& 8% > YARNA (i@
% AMRNA ) BAEARAE R 09 B & o dyshpre-mRNA £ s mRNA 7] > 3% 42
BFTANRETTET BR YR TR RETHRARMGAEL LA TRY
HFBAZ P RE G H OMRT 0 HHAmRNAT 2 Fintrondy 7 > FH L&

#3484k T A 4 09 ZAHDNA A LM bR € 2 FintronZ 71 °

B s E 0 JR46 89 DNA(genomic DNA, gDNA)E 7 exons A introns#4 45 4
W 4% I mRNA i 4T # 9% 4% 7 & 4 89 Z 45 DNA(cDNA) ] 1% # exons * M &~ B A
introns © RAE AL HER LA TE LK EH A exons © HcDNA F#A4E
AT R L BB ARG E T EARRGER  BLFIF &8 T RN
RO A T ARARIPH LR A RIS T3 mIEADNA P4t R
HRIME12 0 ¥ cDNA FoDNA AMEME ~ AMERALIBHPTER - 2 — %

AR EE WA 2 R BAZmMRNA WAV Rt &N 4F B A TicDNA X

3 “A gene is defined as: “a DNA segment that contributes to phenotype/function. In the absence of
demonstrated func- tion a gene may be characterized by sequence, transcription or homology.”
Hester M. Wain, Elspeth A. Bruford, Ruth C. Lovering, Michael J. Lush, Mathew W. Wright, and
Sue Povey, Guidelines for Human Gene Nomenclature, 79 GENOMICS. 464-70 (2002).



F7 & )R A RNA #F o

B2-3Z#ADNAR R ADNALH £ &

genomic DNA (gDNA)

L = -— EE e ——
- . T I —
wmplemenhr) DNA (cDNA)
5"UTR * 3" UTR

protein coding sequence (CDS)
EEEN B cXons introns

FHROR: kuleuven® 5 AR X I (2015/11)

mAEEMyriadE P 0 HAKXE ~ X ABBEER A ZHDNAMEH EH %34 %

Wil MANRB T ZHER EARI R LR - MK FiR 6 A28 B AT £

REPCRA RN AR B ATEE R L T Rog X RER F R 0 AFEF

ML R R R E ERGBE

* http./itf.fys.kuleuven.be/~enrico/Research/cDNA.html (Last visited on 2015/12/15)
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B M35 BT 5 % % 44 (In Vitro Diagnostic Devices * VD)2 45 74 5 o 2, H ik i
TE R A B RBE A K A R ARIZAE 09 B R B M (medical device) © £
R HBHEHMAR > A AR A AR R~ g~ L1z RaBinn ¥ &

ITARE SN R IR AT BR B -
A aiETFRA -

— IR A AR BRI PT R R R R TR R AR
PR T IR AT IR SR B S 09 B B 45 el LR R
AR RN > £ BN AR FHT > B R AARE B R A X

W ER A LTI R B X HEAA MR X AR RIRN X AL E S

1. B ARACE: AT 3%t © & AL E ST ~ e R HT ~ Bk ~ BT RIS

e
2. AN R | @emE NI ~ TR EAME R AT

3. ZAH/ BRI RM P LSRRI~ FERAH PRI (S KA RIE

STV G R 2T o

4, f b/ yHEM A EE 0N R AKX Bbahi

SHF S RS8BT R Ll B B AR o
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WAMRERIR B XMAHN X AL T LRIV E A X EF AR RRT L
A 2 iE70% 24 £ > ¢L3E Abbott ~ Roche ~ Bayer ~ Becton Dickinson& Johnson &
Johnson M A G TIHFA AN EA R > BhEEaMBRAALANETIHS

io

CRER B/ AR L AR 0 AIRIR ~ EAR ~ iR - R R L AMBE R AR
B DA B A RS BB G AT R A PR AR 0 3K G EE T B s Bk Am B A ]
B ~ R BB KB AE ~ 5 TR

= Atb B R IR B XM L TR EXEATH MR AT 15 F BT AR kY
PR SR & PR AN EAT LA AT BAE o 0 R B HAR A MR B0 R Bkt
QLR HEM RSB RBREF -

BN BT B S AT B @i AR S R TR R RA L EER
$6 o BYIM T 0 AV ETAR S ZIUTE R AT » EA L 2 M o) 2
MR B4R R B ¥ M $5(Good Manufacturing Practice, GMP) 3% B AR %

R ESRA BT ETATER Y HEBEMAEZEMEGFTE Rilm

|

A ARRLEEE ETEROBARAT RS EY T IV FRBEEMHFT

=K
N o

hudl

BREMEBARGSBEE>BATREBRBREERM TR e BRE
MIRBER R RENEERHORBERBIAREEL S & ZBF 8 F—FREKE
ot 5 —F B AH FEIAR F = FRAAA SRR RpIMm T —Ka E -
A FBAE - R BREMN F R BREM BT EAR - 3 8 RE £

11



AR R AR 42 ~ B4 ~ o BR3T ~ BRI T ~ FIBAE - MAEARAR - RIRE KA
WERRTF S FERAEGBRBEREIHM  CoRIMAMN s EAAAY > &
BB ALY ~ BRIk Z 22 ~ ST RE o VDML REABEF K

BHRAR BTEBAE _BAL ERAEEBRIFEREMFTE 5 %8

BN E R B R SRR AR TS L BRI R EMEERT  F = =

FROMIMDE BREMANFERABE —_FRAF=ZFRUITHBEREM L
BEREE - F _FRAF ZFRIVDAR KRR T FZARKGAE a2 FME
(Sensitivity) * 4 3% M (Specificity) > # # 4 (Accuracy) ° ®FE/BERMK

(Precision/Reproducibility) © % k4 28 4 T M #F % (Interference study) * & #
(Traceability) » 4 & M (Stability) A Z B {5 69 #£7% (Cut-off Value) © 1R BB & ¥ & &
EREPERFNGN  F_FREREVTERECEFTERIOR > F=F8
s BBRALAIE Z200R ° AFEHEAATK S > RER - BRAR
FIHTHEZEANKH > K PBERBEHERHFENMERK > FRI14EA
BHEFH 5 T &M ER RT3 F 148 A e EF R 0 BB BT T3 A 618 A

HE W T o AT B G EATE R AR R B4 E T 2018 A ey iF R -

—R BN TEHBRINTEN

02X BB ARBEARER FRAMABELE S EBUTHETERR L
d 6y ST 0 A B BRI A AT L BUR R Y M B R 0 M2012F 2R B R B
#AEE SF R F4$3.0% 0 2% 53,04618 £ T 0 2013 A R FREIRE BT

CHEBRRT S#t AR &b s el £ B A ZBR S b &K H 37 o) Bl Ran s B

BOFBAEBBREM TR ER FEGERR - HETHw P E - &F - REN - R
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BB A B B A A e e A R R B R B R R
KohBERKRNERTHBHREHER BB REMEETHEFREF
AARTHBELEFATHKSOBEER 2B B A ZR - BGEAETE LILE
STi265.5%  HP 2B AR EZ T > SLiE39% - ¥ ER AR T B T35 % 5

H AT B ok RAR TR R R 0 b RIS g P o

R2-1 BREMEXTERABRRAKE

BHEXARRE  BAREEX
PHEHTHAREARE R EEE NI

5,000 9%
4,500 1.7% 7 8%
4’000 /\6 8% 6 9% A 7%
3,500 6%
3,000 sos
2,500 on

2.000
1,500 3%
1,000 2%
500 1%
0%

2012 2013 2014 2015(e) 2016(f) 2017(f) 2018(H)
F R : BMI (2014/05) 5 A3 3 2 22(2015/11)

9% EvaluateMedTechT8:8] » B¢ sh L Er RAIMF @ L BB EHE E P RERE
BIRffE BB BB R M A ERBERAWTAE HMEBRAALEERME R K

EvaluateMedTechTa1& £2020F > 23R 5% 55+ MBI 7T 124,77548 £ L HAE >
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2014-20204F 2 F K F &4.1% > mBE NS B H] & EFA4E £ 20205 7T £ 2673

EEAZTIHFTRAL AL B REBEEM ZE £214.1%°2014~2020%F 2 CAGR &5.1%°

B 2-488 5125 B B B A T g A

Analysis on Top 10 Device Areas in 2020, Market Share Source: EvalusteMedTech® September 2010
& Sales Growth (2014-20)

WW Market Share ' in 2020
E
i .
b
H
4
3

% Sales Growth: CAGR 2014-20

% #+ B : EvaluateMedTech (2015/09) 5 &% X % 32(2015/10)

AR IRT IR RIS B Ty ROBRR BT 0 B RIS A 7k B AR IRGAT B K BT
55 E85.8% * ML BT BHREM T AR A @ T R &8 RILER RSP
(35.8%) ~ & THRI(9.5%) ~ o4 B B(20.5%) ~ 52 %5 B8 2% (11.8%)%  RAXF&SIA
BIEK 89 F 4 - £ & REINT BT 5 R AR RALSE: A IR SR A T K » 2
RABE B 0 BS RALER 8 % g% 28 985 BT T 35 A Siemens Healthcare ~ Roche
Diagnostics ~ Abbott Diagnostics ~ J&J ~ Beckman Coulture & a7 & K2 &) » A4k 7
3785.8% ° I H TARAIIVD T35 M 49 54714& % 7L > YARoche Diagnostics
Qiagen ~ Gen-Probe ~ Abbott Diagnostics & ATvg K2 3] > Roche T4k & K248 5L

Rt o =% 0 ATeg R 8] Ak T 4760.8% ©

EFBETHE T RERRREGRHE LY THEREREM > R F @ E K
BWHE— > RIBILETHEREIS8% ° Mk~ BT LT T HEE7.8%K4.8% ¢

ey PEBE N REEZR - HEBE S BEFHS N E12.5%9.0% ~ 5.4%



BS51% B RBERATEAREGMETCEREAES M PR A AR
A B RRZAE BB - MRS B BREM T FRERKES
6.1% B® Z A A S — ZFRBBEH RN E BH2011F60 7 3582010
M A5.7% » Tast B 20105F £2017F 69 FA4L 6 Rk F1£6.1% » FAE2017F 09 F
R FE6.4% 0 6 20204 F 09 RE S5 BT Bk B4 T G TAME T 245518 2 T o AL

BHAEENI RN AEAFZBBREMEE2HREHXT%  F_FREH

49% * F — F #844% °

—F ARBAERHBALE BATEARLIER

=

BINSET R REM IR0 TR LAENEZRELAAAREGT LR - L F >
Bl AR A 2 Ao AR = 2 -

AFANY IR B e A A A SAMERE & b AT A SR a R B o AR R Sk g 0 R B AR A A
F 2 & 3K A R % (mutations) » 7 & Ak B BY b5 BT ALK B 2R 46 69 DNA /> 7] 48
Wy - AR A B AL Z A% Ao B oy KA B 5] AT e # 3K R 2 B (genetic diagnostics)
BRI e — a0 BRAMEARR R 7 A TR R EBARRRNTA G
AR SHEHMEART IR E @ T oG R R SR T o AR T E B A
B ETBAREF R T TARIE SR EGEHRIR ETREEHEEARY
HEBRRANEM - RIS T RMELRRA - w8 BEARRSCT R B AR
Ko ZHErk 04 A o 3K B A BB IR 6 R B T R 64RO -
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IR M)A o 0h BB AR 0 BT R K B Sk o 60 48 BB B G o 36 43t R BLIE

TALE R A0S B RR MMEE S AR @S F > ERKENR

BEMEEI AN BLEAETRBRIHFEEARA YK - AE LT BB RE T T

WADNAG A MRz T 0 2 BREBHEGER > FEAETHRARLMEA
A2 > 4E R & o B R 4L AL1E 09 K B (B #EDNA > 4% &isolated DNA) °

F B # Rl 7 X B a7 vAPCR (polymerase chain reaction) & £ > 3 47 sk 4% € - PCR
HATLE1986F W E| LB FH Z S TRLBA R BT THZ LA FRE
WY o 1% R E M #9Real-Time PCR(RT-PCR) & 7T VA 3 oy 4% % R AR R A — R

PEBEPT A A W B E > B 3L 0 RT-PCRIA T MM T A E SR BRI T E
By EE o T F AR A SR FL R J% #(Human Papillomavirus, HPV ) » CE AT X
(Hepatitis C virus, HCV) » YA Z BA! AT X (Hepatitis B virus, HBV)#4 74 & 45 /% Bl 4
A& BT AR AR AR R0 REE 0 T4k A T AT R AR B K

RS SR AR AL 0 R TFARIE R RAF

PCR ##7/R ¥ 7245 B B A RDNA &by & 85 R he ik B $itm R 3 & 4T

=1B5 B ah 3% : DNA % B (denaturation) ~ 5] FIR& & 5] FiEAP4E R - fm 5] -F a4

SRIEBCCHF R > £20145F » 2R FHE 5 L2 TEE T > 7I22015-20204F 2 F 4 &
P F12.5%EH 0 Z2015F T 354 &25248 £ 70 > R20205F T 35 MALT H 1245246 £ 7T ° M
VAPCR & #2875 K 64 77 35342014 1 35 AL B 10148 £ 7T 0 2015-20205F 2 54 & ok F 35 A
11.1%fE 5 » Z20155F T 3H AL L1151 £ T £20204F T3 ML T 2 219648 £ L0 B A > PCR
FRA S TRAMER - REARAEABRA T XNES » TES &(1)EMERZAFELE 5 (2)
AR B R 5 Q)R B HRR -
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AL Al BCDNA » AR BIA B 35 b i ie B i Pr 4Rt R B AT 6 ey 51 7 0 4T -
& cDNAG FXHMEFRIE > RE S HRALEZXERARBBUTREY
A AN B R CeDNAG]F » M2 R A MR FAR B Z R o mARAI0YEAZ » Ju T
B by BT AR BE - IEDNA T A & i e 2ol 2 5B 25 AR TR
ZJXDNA A M E B LA - FE A5 F oo E T @ FPCR Heaigp A 84
ST EeE—HFBHERDRE > F—ME5] T & 88— XDNA ZiH - 51 F 75 & A
FIDNA & RAE&A R > 5718 A8 T KZDNA K =88 57 -
FRITIREN BB EK > B3] T &8 Tt 46 2L EIRGDNA
B b o 4R R I3 HARHAZ S o HAPTRAZT]FREYRS » #RFA#
51 FHiDNA Z Bl e9IR4 > ML FDNA-DNAR &S m L ag e X KMEK - F =
B 55 % 5] TAEAPAE R » Br 3 EDNAR S IBE/T A& o B3] TR @ HIb &5 a3
7763 0 HFANTP ARBAAR Loy 7 7] AR Z ey Az R > & — 3 E X 0 Je bt

R T — A&7 65 % BXDNA ©

DNA 3098425 F » FR M2 69 5] FBr &cDNAL A - X B B #1980 FHKH

G ARADNA HAIAR - SRR E 5 B ADNA #cDNA X 1R - #RZL A
AR EAEME - 2% BERRBER - EBA T AMEMTEREERERS

(directive on the legal protection of biotechnologicalinventions, 98/44/EC) %5 #4&
F2 CARR T RAREHRBR R FEOMARBERER RO E > AR
B R-70 %35 7] T AR S A RFE YR > BRI TR0 SR A Rk
By — B o ) B &R A 5647 H Bl (Implementing Regulation to the
Convention on the Grant of European Patents) ZR23 (e) (2) & —H—4 69

o BAEDNA FncDNA 35 A4 £ A @AM - {2 £ 1% & H £ B Myriad £
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Mg AEEZB R GER2013 F Ak 8 7 LB A » 325 E8DNA ¥

cDNA = 2A|FAAMLRF -

% B B4k R K B AR

B SN ET B A 0O ERRTR T R AL BT Oy & 0 L R AN BB AR R AR 6905 98 Oy K~
TR B AR o A B4R B o 25 R BE 09 AR R & O — fRAE & 11 25 87 (Companion
diagnostics) © M F > A HKRASKE R 469 B E HA K L ¥R KGHEZE
) ) 0 AF4T Sk 0 B SLES R B4 R L A3AF AT 0 4 B AIKRAS K B o b
HARMBEAR EXPE  ETRLHTA MRAIKRASK B 67 ARk £ B R 5%
EILRIET SRR WL IFAF Gl - MBRAFAR R E B THRABME L
% E & & & JE # AR Y B 4 Tafinlar/Mekinist > &R fo & 4 L 7 B 3 & % &
bioMerieux 8 THXID™ BRAF kittk & &5 B ; mEGFR R % 44 8% T A5 F i
R R ER) > HIE B 45 A B RWEGFRAR R ¥ £ o dzd
WA ERAEBVELERAEME AR FAHAERRRETEE $F
Hh 2 AFREAR R oy BB £ e B B Rw B UG R S B R ey A Bl M5
A T H B BB R BT 09 AR e s R B R R

A ERB TR - B B RAm s BRREIAFEZE LA AE S

O o

%22 FDAC K f 2 4E k& 2 B

° FDA &A% e 2 AERE T BT 8 SM 35 BT 3R -
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B AR NDA/BLA | 4 M % ¥f & 4% PMA o Rl Bt B
]
imatinib NDA KIT D816V Mutation | H140006 ARUP
mesylate 21-335 Detection by PCR for Laboratories,
Gleevec Eligibility in Inc.
Aggressive Systemic
Mastocytosis (ASM)
imatinib NDA PDGFRB FISH for Gleevec | H140005 ARUP
mesylate 21-335 Eligibility in Laboratories,
Myelodysplastic Inc.
Syndrome/Myeloproliferativ
e Disease (MDS/MPD)
Tagrisso® NDA cobas® EGFR Mutation Test | P120019S007 Roche
(osimertinib) 208065 v2 Molecular
Systems, Inc.
KEYTRUDA® | BLA PD-L1 IHC 22C3 pharmDx | P150013 Dako, North
(pembrolizumab | 125514/s-5 America, Inc.
)
Iressa (gefitinib) | NDA therascreen® EGFR RGQ | P120022S001 Qiagen
206995 PCR Kit Manchester,
Ltd.
Xalkori NDA VENTANA ALK (DS5SF3) | P140025 Ventana
(crizotinib) 202570 CDx Assay Medical
Systems, Inc.
Erbitux BLA The cobas® KRAS Mutation | P140023 Roche
(cetuximab); 125084;BL Test Molecular
Vectibix A 125147 Systems, Inc.
(panitumumab)
Lynparza™ NDA BRACAnalysis CDx™ P140020 Myriad
(olaparib) 206162 Genetic
Laboratories,
Inc.
Erbitux BLA therascreen KRAS RGQ | P110030 Qiagen
(cetuximab); 125084;BL PCR Kit P110027 Manchester,
Vectibix A 125147 Ltd.
(panitumumab)
Erbitux BLA DAKO EGFR PharmDx Kit | P030044S001-S00 | Dako North
(cetuximab); 125084; 2 America, Inc.
Vectibix BLA
(panitumumab) 125147
Exjade NDA Ferriscan K124065 Resonance
(deferasirox) 021882 Health
Analysis

http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/InVitroDiagnostics/ucm301431.ht

m (Last visited on2015/12/28)
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Services Pty
Ltd

Gleevec/Glivec | NDA DAKO C-KIT PharmDx P040011S001-S00 | Dako North

(imatinib 021335; 2 America, Inc.

mesylate) NDA

021588

Herceptin BLA INFORM HER-2/NEU P940004S001 Ventana

(trastuzumab) 103792 Medical
Systems, Inc.

Herceptin BLA PATHVYSION HER-2 | P980024S001-S01 | Abbott

(trastuzumab) 103792 DNA Probe Kit 2 Molecular
Inc.

Herceptin BLA PATHWAY P990081S001-S02 | Ventana

(trastuzumab) 103792 ANTI-HER-2/NEU  (4B5) | 8 Medical

Rabbit Monoclonal Primary Systems, Inc.
Antibody

Herceptin BLA INSITE HER-2/NEU KIT P040030 Biogenex

(trastuzumab) 103792 Laboratories,
Inc.

Herceptin BLA SPOT-LIGHT HER2 CISH | P050040S001-S00 | Life

(trastuzumab) 103792 Kit 3 Technologies
, Inc.

Herceptin BLA Bond Oracle Her2 IHC | P090015S001 Leica

(trastuzumab) 103792 System Biosystems

Herceptin BLA HER2 CISH PharmDx Kit P100024S001-S00 | Dako

(trastuzumab) 103792 5 Denmark A/S

Herceptin BLA INFORM HER2 DUAL ISH | P100027S001-S01 | Ventana

(trastuzumab) 103792 DNA Probe Cocktail 7 Medical
Systems, Inc.

Herceptin BLA HERCEPTEST P980018S001-S01 | Dako

(trastuzumab); 103792; 8 Denmark A/S

Perjeta BLA

(pertuzumab); 125409

Kadcyla

(ado-trastuzuma

b emtansine)

Herceptin BLA HER2 FISH PharmDx Kit P0400055001-S01 | Dako

(trastuzumab); 103792; 0 Denmark A/S

Perjeta BLA

(pertuzumab); 125409

Kadcyla

(ado-trastuzuma

b emtansine)

Mekinist NDA THxID™ BRAF Kit P120014 bioMérieux

(tramatenib); 204114, Inc.

Tafinlar

(dabrafenib)

Tarceva NDA cobas EGFR Mutation Test P120019S001-S00 | Roche

(erlotinib) 021743 4 Molecular

Systems, Inc.
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Xalkori NDA VYSIS ALK Break Apart | P110012S001-S00 | Abbott
(crizotinib) 202570 FISH Probe Kit 3 Molecular
Inc.
Zelboraf NDA COBAS 4800 BRAF V600 | P110020S001-S01 | Roche
(vemurafenib) 202429 Mutation Test 0 Molecular
Systems, Inc.

AHHRIR: FDA ¢ KR35 X E22(2016/01)

FRE &

* 2 A%EEH B (Deoxyribonucleic acid, DNA)Z 451 &4k 5 1% 8 mAZHE >
DNAR # Wit R E iR X A ZREEm R KReERs T &7 L
B FE R M L 3E d 84 BUARMAE R MR IR T 3R R ey ) BRI L IS A
R 2% DNA Ik BRERAR A L TRe) B B> B oMM AEERF A -
R IR R AR R 0 4T DNA %0 - Bk mniRR T - DNAG RS A
% & (Histone) b » iy # R BR ~ B R B2 S b M e R BR AR R 0 40 %% &> AR P f» DNA %4
BRARW AT T mEKL T TR F - MR Az B o) pKa 1A 5 5 &
12 82 107 & pH #3% 7 YA MEMH TR EEMN  £F4A%E%H DNA A E K

WESN  EMBEERFEN -

ERARAOTERER > T BFZARBERNTE BB EM & E - e RE RSN
TE B REMBAEE T O DNAF RS RAREGEHK ERKRE—KREFF]
1 Hpk By o B St 4AALIR 09 IR B o D b 0 o R ARALIR 09 3K B S AR eI S A ET R
0 T B B BRE SN BT B 0 B S B B IR LI E R & o M A S B AR
Dtk o BIBAZPTE RALA 695 T 0 Bl ACDNA& M - £ B A £1980 K B4
AEDNA £HAR > EFHFRE 5 FHDNA ficDNA X 1 F) » #RARBL LA
LA EAM o 2B BEIRBAR  ARY T AMEMERETERERS
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(directive on the legal protection of biotechnologicalinventions, 98/44/EC) %5 4%
F2 ARE T RAR BRI RAF BB BAETRE R RO TE — %
BAZIRE 5 /7] TAMRL ZFREGER > BRI T RO EHEIE A RTE
3% o ) MBI R A A #5647 Al (Implementing Regulation to the
Convention on the Grant of European Patents ) 2 R23 (e) (2) &4 —H —H o9
o Wl FAEDNA focDNA ¥ AR LA @AM o 12 4% & £ B Myriad £
N REEFBRSHE2013 F AR BT Lilig > R4 RHDNA &

cDNA Z A HMETE -

Ao I A EASRIARE & AR A ey R R T AR Bk 0 1 B R B A
72 & 35 B R % (mutations) > & A& B 82 485 B 3K B AF R 45 69DNA F- 7] 48
W 4 A B AL 2 A% 0 Ao 0B 69 3K B 2] AT YL ¥ o JK ) 75 B (genetic diagnostics)
LB TETT I ) — g R BAMEAR R A AT L RBABAN TR Y
ABEA - SHEHEART AR & T oG R R AT E o RE AR X B AT
PCR (polymerase chain reaction)® £ » ##F R AAEE - AARBEBEZE Y » FEA
F| 69 5] F Bp ZcDNAL# > B 2 0 cDNARE G A L AIRE > #H0K BARABRE ™
THAHER -

F2F AR FAMAEER

& THTHRBAIF LA EETBEM AR LEZS TR ETFRNENFTE
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ik o 3ol 4 T A B BB AL PR 6 48 TR HE A R AEBH R A A o F B & A
G EAET RAERMZ R LA FERN THIRNES RER T RiZaE
FBAAR T o iR Rz e R A AR E 0 48 SR kAL 50 1E 3 A SA X
A B B o R TR H A B LA AR R B TA L ey B o 21790
Fo FEEAER AR AFASLRE T HF LA R E R € LA F A MK
AR eg o R R ERFRES > HZ2 T oA B2 TERALE CERA S i
0 5€ 3k W BE 7] 09 5 7 3 B FRE R A & A AR B BB (048 A b o 218X 925
F2 M At ey K B A BB PR R T & A A AT 4 £ B A AR
Piigs o R AHAE A LA LEFREE  2RARSFREALARL

B 15 A ) A TR e B o

BEmt > o RZ ARG E  F 5 A IH I E EARE S
PRI T RARE > B AN ARBRBERFRITRITE - BESRNBERITS
T RFE AR R EERE AR B A FER RN - K
BB A AR EAMBEREEE  BATAHIF SO F R AL NWES
AEERENE ERKYORFE KA AT AR ~ &35 B (Policy) 33
Wy A IS ek A B R S K0 OB AR TR T 0 LR AR BT R R B A

HEF M B A A A BN SRR 6 F ik KRG e o S 2 A e ASRIR B W 3h A

7 35U.8.C. § 101 (2013)

SRR AREHB N RGEE EREER 0 AHERAR BB HE LN Ko kR
1Ray A FHEA  F49HR o
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EAMHEKAEEP XL E SFH T 2HRAFR

I ARARZARRRAGAGWE > PP A4 3L B L4 5T ok TR B AR F 09 B
T

-

WA RAGRFI ML ~ AL — e A RER] > RBEERe RS L&

FIE AL B R 2R M8 a7 BB Y -

2. ABEA B ey R AN 48 3K B S PR ES R JE R 2 B PR A o PELER R R 604 B
HEA] o

Ptz 4h 0 A M R A2 A BB R B R A B XA A REET 406300 K
WM ABE LA R F 3 MR ANERTE 2HLE L

TF o BN o

3
)
H
e
et
s
Sl
A
){n#}
i
P
&
(&
e
-5
53
)\E\}\{
pr
=
z\y
H

o
ok
b
s
%
=
RN
&
s
]
i

RN
B

KRG R - KR ERE - KRB s B h WA R A Rt ZoR T
Rt 2h] > SAHEARLGRECAF] A > 2B GHERA B RO

Wlo ks B—F o BEAECRRT AR AR A2 RET LR

A SE  BIEAR LA FESHRE S 0 A iRk 22480 0 2014514
Upkdete » XE POy RMAR - B 238 0 B45-47 > 19984 o
U sk ARAMARTAE T LA ZEN  AAR LA EZ TP B2 KRS58

WHFE o 39% 18 0 201053 A -
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B2 5 S — 18 Fim B b 4 T A ) SRR S AR AL RAVE AT A AT A
e BT Rk R AR o

BRCAIZAR S A B RH AR HMH S LA TREREOARERES S
HEREHB R T ERRE 0 EF KER S M H KRR E % Myriad 8
BRCA1/23 B & A 1 55 & A 44w J& 24 (invalid) © FEHERRR > ¥ 7250
A 1% $9DNA(isolated DNA)JE 7 i & A% T A MBI R T - LA RZERY
ST R A K 09 F A E A& b AR AR LAEFR T B 2R & i (products of nature) & & F i
HEOAT Y AR TR A BB AR E OABDNAS TEREEM T AREY

42 % 4y B 1% 69 DNA(isolated DNA)# AT# X % B ey ke A R £ B £ A B 12 5
(Patent and Trademark Office, PTO)3% &€ 1~ 78 & 69 H(a horse of a different
color) > B &#ef& s A F Emid 8 5 1 £ B R0y R f (altered by man

into a form that does not exist in nature)'* °

YE 77 3 By AR 0 FR AR ST A R i 0 B AL A& 0 SR AR > T Myriad 89 £ 5K A&

Bt RGP H A A EZRRSERGIED  HE A S T EIRA

2" Ass'n for Molecular Pathology, 702 F. Supp. 2d at 210-11.
" See id. at 206-10.
" Seeid. at 185.

'3 See id. at 220-21 (citing J.E.M. Ag Supply, Inc. v. Pioneer Hi-Bred Int'l, Inc., 534 U.S. 124 (2001)
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BARIATER AR 0 B S ZB R EARRHEA T 2AF ELER

AELG— BB R E AR R T HEIHARGET AR =T+ 4
Aoy LA 4 K B A B RA A AR @EEATFT AR 09 E KA Pk it
HARBMNEEEEATRBE -

IR ELEE T

— BB EBRIFEA R T LB AF AN BT B b BT M S
RALIASF A RAVEARM o b o M FEBA T 5 SR A £ B R AE 6 5102
WHEVA B 1034% o i £ B R AE 6910148 BISE T AR R A BN EITTHE - 4
T BB A 5 e B R T B LA T AR G2 6 A B A HE el HE ) A58
WA e R > B £ B Bk T B QAR RIRT R AR AERVE A M B & R ET
T RADLK R EF A B AL 0 B R AR R AT 205 09 B o AR
ERAEFI0145E > R T RTARFLAUREGER S TAT 3 A ey
AL M B E RS REMGHF T AMKR - ) TRERENE 0 &

IR F LRFRIE LT T A @RI T RZNRT > Kmradey 84k

' See id. at 224-27 (citing Merck & Co. v. Olin Mathieson Chem. Corp., 253 F.2d 156 (4th Cir. 1958);
In re Bergstrom, 427 F.2d 1394 (C.C.P.A. 1970); Parke-Davis & Co. v. H.K. Mulford Co., 189 F. 95
(S.D.N.Y. 1911) aff'd in part, rev'd in part, 196 F. 496 (2nd Cir. 1912)).

"7 1d. at 220 (citing Utility Examination Guidelines, 66 Fed. Reg. 1092, 1092-99 (Jan. 5, 2001)).

18 1d. § 154(a)(2).

19 1d. § 101. “any new and useful process, machine, manufacture, or composition of matter, or any
new and useful improvement thereof.”

26



B AR P B AR R AR AR TR Y 3 AR BUAB 3R TG S SRR AR A AT R b
REF G FIRA AR MEBEGRLATRHG AR RE H TS A

HAEZ AT o

— ~ Jri%(Process)

AR A AR R0 — A S B1E ~ B R HE o IR E B FH% % 100/&(b)* B H 7
HZ R R QAT Tk M BRS  amR RM A eI - 8
B AR @ kSR ok R A FLET 7 ik R A RE AR AR TR B Rt Al

(machine-or-transformation test) ° 4§ 3% 7 1% (1) 4 & 2| 4F € o9 #% 23 X 4 & (it is tied to
a particular machine or apparatus) * X(2)#54F 5 69 4 o AL & 1< B b4 5k & 2 F 4 (it
transforms a particular article into a different state or thing)®' ° 12 3t — 7 i% 20104
7 £ Bl ik & & IR X Bilski v. Kappos R Fidfe & > ik [:85 » FlEF—F R L EHEF

ERA] 0 A 2R R ERALKR] I JEE — T iE o

B &k oh B ik 0 ik Bl EMayo % F (Mayo Collaborative Services v.

Prometheus, Inc.)? ## #4535 5] o Prometheus Laboratories# & & — 4% 7T 1A

0 35 U.S.C. 100(b) The term “process” means process, art or method, and includes a new use of a

known process, machine, manufacture, composition of matter, or material.

2! Bilski v. Kappos, 561 U.S. 593 (2010)

2 Mayo v. Prometheus, 566 U.S. 10-1150 (2012)
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Vo Bemn ~ DB LG BG R RBO Tk« Ru ik GRMNm BEAEY
(thiopurine) X & X Zedh oy 3k & R B > AL B 6 2240976 % 77 ik o mMayo A&
B 0 H = A BOR R R & T 5 3 AR SR 0L e MR 7 ik © Mayo 3% & Prometheus
Laboratories#y £ 5135 K R K S5 [ &2 T K A2 P06 55 20R/ F M 0 48 B

A BB A B R A B TR R L R GES R EBM -

AFERAF LA (DFESH > 7 EEFTLILRAMRA RS - QS
B o SR B e TR R AR AR AR Q) SRR 0 Ry
REBERM > e — R4 A B F R R > S KA — AR > ALK BT AR

B RBEBEITE 5 AR GRS R EREMHE -

Wy iR dR M TMayo A Al 0 £7k » SR Z AR A AR L AT AR %
A AN o 12 AR BRI & R TRARIE T B ik R
Prometheus Laboratories, Inc#) 77 ik B T L A1 o E3FiAIR04 A4 T Hl &0
BT BN TR B TR oK E A - MR &R TR L R B L3k
B SRR > 2010448 3% F) it B W 0 3R B R E ke 4 F Bilski £ AT & 9
by SRR - BRI AE 0 AR E IR TR AR B A R AR B 10145 AT # B R AR Al

AR F R A BA R A EAE

20124F » B FR 5 5 7% F2 32 % Prometheus Laboratoriesz & A5 K85  RiER > R
e RAEM o FlAE 0 FIRAA BRA AR T M RE 1

LB RER G ERER > M JE A RLEZ A R iEB] - M Prometheus Laboratories#y %
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AUE B A — 8 A RER] > R RARE — BT EEH -

Mayo R b9 & B A AR FH ke sEe) g7 T LA B KRk B 1 20 @AM ol 3
Ry ZFRoP i d 0 Ba A RERZHTA FHEH R AT &5 ey 35 s - 3 g
FIHEZ B T R & PR R RALAT A HAL B R 0% R 09 & R > & B AR S @ 2088 o) iy

BIFTE R A BB E - B IERDE > KL B FPrometheus Laboratories I AF £

FAE > T ERMRARZIDE 7 FmA R RZES -

= ~ Z#(Machine)

BREIAT RAEN AT TR R R K E KA SRR BB K E a0 b -

A

w e BRGAR AT - AF RN ARAEBITIRT 0K ERUF K Lkt b b

w25

q
X

%

o

«©
!

oq #‘i&"(é

!

= ~ # ¥ Yy (Manufacture)

PR AR B AL R 51 0 AR FHE F T AT B R e e B2 o 42T FA e B
M YIARAMIEARAEN HAETEE S BBFmER AWE - BT R BM -

2 1d. at 1291

24 1d. at 1293, 1302.

¥ Corning v. Burden, 68 U.S. 267 (1853)

X RIREE - AMARF A0 RA S K EBAMyriadE B L S BaBub K EMAEHX 0 8
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W ~ 4t #4(Composition of matter)

FE BB RFREIR LY T FE R PTEE SRR EW  REM Y &
AR EER R M ANERSRA AT LR A S LA T &4

‘H:-27 o

— A BARSFEREFHAEHNEREZFTRHA R

E B EAEF 10 R T v f ik 8 A @A b FA AT LA FN T %
Homk s Rt M MR AE— AR 4 B §A @AM - @k £ B H 3A E
M FIBTAR A — A RIRIE L TR NIR R R @) ER AR T £H
ReiEREL T A ERM P 0 £ 84 8 KiER](laws of nature) ~ B R &
#1 (products of nature) ~ B & B % (phenomena of nature) - #7 2 . % (physical
phenomena) ~ &% i®4% (mental process) & 4 548 & (abstract ideas) > £ 45 /43 4) $)

HRAZFHH R
— ~ Funk Brothers Seed Co. v. Kalo Inoculant Co.

3t g AR 0 AR IR B A ARG B 09 9 A 3 oy B SUPE R TR R R T 00 RURIRL AR
Lkn c AMRLIORBARAEARS R TRAERYGEAERESARATE

39 0 20134

2 BlETEE 0 HA40 o
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EAIHFIKR - AARA BRI A K o A EX EA4E AKalo Inoculant Co. 81 #F %
A B Varley ShermanBond #4F € <A bR SHAST R —FHAEA
SAEAMEIHRHR RMRES A K I E—HEE T R RRER —

AR Ry £k > AT Bond P AT S 64 B AE 4064 AEAR E S AR R B AR A Y

=
G

LR S

R IRR SRR R G > A A IR A A AR RIAEAGEAE &
BARERABRIEEG DR RBE A FHH > AikKalo BERALEHRSLA
2R 7% B 89 % A (manifestations of lawsof nature) K & 3 R B L4 o X120
%0 T SRR A T8 AR A A RO AR A R e 4
BB BRI N  RRBRREESF > B AR % - BRED - #ARKalofkiE
BERLEERNESRET RREAARNFZE LA AELEFRR TR
EH B 0 A RAEPE R (new) A BT A M (useful)p9 £ K 0 245 KR
e R A EA

W HR IR & ik R /£ Funk Brothers £HE P HE R dsh S A AR A HEREN TR

FE R ZIR A Z B8 F 2 H) o 35 5] A Funk Brothers & 3| & W #4948 Bl 34 3t -

— ~ Parker v. Flook

RED R RZAE —FEH AL N K 5B IR R AL S 404 B4 R R 1842

28 Funk Bros. Seed Co. v. Kalo Inoculant Co., 333 U.S. 127, 130 (1948)
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iR 5B AEEE RN EY c S A R AR EBALT o H A SR

ula

By~ BEF)RBTARE TN AAETHRR - ZETHELFE T mAS

By 5o Bk Ge sk & R BGE AT B B 0 B SR A B B AR E T A2 A 5
R

Bt RIS — 8T A R ER LR o) TR R o @A 82
BT F— B HRARAA SR B R RAHEF) ZHM 0 F o
CELENECT L e TEE SR SR P SIELE S S Y D
AL -

EBBAR S EIRR L ARBERABANEMZE— 2R ARG F T RN R
=¥ B {2 2 AT £ Benson R F L AAZE R A R AT LT A 69 A K IET R A
Z AR o ZBE R BRI G 0 FAL X ) IR A AN L7 0 BAREE R AL
W BN K > A2 X B ARSI 0 T ik FIBTR S KRR & BT AR

JEAANF KB B RE R RBE A KTERAE > BARR A3 T &k € L FAF 04
R —F R 0 A RRAIE L FAIEAAT B A RIFAIRAKS
HE % W ok — o378 M U (the only component found novel) 3t JE £ B & 4]

10 14E P77 ey gr el o

¥ Parker v. Flook, 437 U.S. 584, 586-87 (1978).

30 Id. at 594.

31 Id at 585-594.
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UEXEFRMA KRR AR REE R R B8 SR
FAAEAF L 0 Bk AE BB SE & £ 0 Bp Bpoint of novelty P B > #1545 T

SHEREMARMETE ERPE? -
= ~ Diamond v. Diehr

AEH BRZASRGIEE & S W BAZ o ] R N R AT R A IR AR
B E TR 0 AR EATHAS R BB Z 75 ik 0 L5558 (1) R E R RAEH P 64
X

L4
Al 4

ac,

QAR E T AT AR N B I SEARYE T 25 R SR BT o A2 RS AR AR AL B

Ml > (3)2F 3T S PT A3 64 B ) S 20 B R B B > B BB AR AR -

#L A7 dParkerv. Flook R Rl &y~ » AgF G E 2 8 X f2h KA 7] &5 5

x®

é:!:é\ o

e

£}

TR TR 3 ik I B ML R A 0 00 B AL A o B 4 3 KGR TR it 0h b 5 [ 3
JEAHH R K R AT — Ak & AR b IR R SRR A F R P A
RV FI BT E TR W o A S AT A A FE A ABEAKX - T
AARARER FARLPGEL LA - AAERE  ERERZRS

FREBLELS MIEBRAZIHBEEEERBENRK > BPAE LA @M .

P pkAE o ARAZR A SABBEAEZEENR - AERABHRRSEEBIiskiA kST B
ZREKE > AL7-18 > 2010F

3 Diamond v. Diehr, 450 U.S. 175, 177-79 (1981).

33



DiehrZ ¥ » %245 % T Flook % #9point of novelty #| B7 4 B » 3% 2% (as a whole)
BATE D L RS H R B AR T — KRR 94 SR A I BT - B B 4 o
AR B AKX RIRE R T B PRI RERRBELE S0 5A T AR &
o R A @A) ZAIAR o

vy ~ Bilski v. Kappos

AEFBRNEIAR—ERRFETIHERREZLEEFZ GG HEE RS
WTIHSREZEZARFINANFTERAFZI BT ET F - Q2R THFH: ()ERE
I H X MR G P EH B R R A B AR E
ZE RABRARHIEAZE T HF AR HAL 5 Q)R Z R e A MR H T H AR
WAL YT 5% Q) EAZMRAMATIH S EH BA— % — B 2 FHKET
R G AR My S I B0 RS AR &Y o R R BT R %y ok AR
# LR T 3R E&BAMR 0 F M R T AR A& £ A B A R -

A RAR R 30 & W R A A F A F RAEFE A 30 R0k AR B R MR
JEA L EANT I BARE PSRRI R > B FARARR R B

BOrRERATRARZ T EL— LB BT AL A HRS -

AEZFILL RS EIREHBHIRRE FFIERPTEHRN "B R en Rk

** In re Bilski, 545 F. 3d,949. (Fed. Cir. 2008)

3 Bilski v. Kappos, 130 S. Ct. 3218 (2010)
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(machine-or-transformation test) B 35 > ARIEZBIAE » 5 2 F7 x4 F
HEME LR R ERTFFRE Bl AR TEAM 2R 5 A ARE T #
B RIBERRE ) HERIA R ARG R ERE T AN L ERE L 2 &%
B3Rk 3 TR R T R A 0 — AR o sk AR HE RS T A R A
LEEFEDE -

Fof BREMER

SR o A ML AR AT 5 0 M B KR Ak RIA K3k AR 3 2 Myriad
F A AR > SOt A KR Ak B AT S -

oy A A LA E A Z R B R R AR RS by A e 0 A R ARG B R 4 R R
MR AR G  ARIEIA T 0 Fl ik > BN AR o 3R ) R4S T AT R ARt ey
H o 18529 » 5k Le Roy v. Tatham & ¥ L $h b S ke )R 8] » 3 H A
XS & B 2R84 71 (powers of nature) 1< A& W 35 £ 417 B &4 A AT LAME4E B Ry

71 & (no one can claim in either of them an exclusive right) » 7% [ ¥ & — 3 B2 18

3 Id at 3227.

" Le Roy v. Tatham, 55 U.S. (14 How.) 156, 175 (1852).
¥ 1d. The Court used two examples to illustrate its position on powers of nature, stating:

Nor can an exclusive right exist to a new power, should one be discovered in addition to those already

known. Through the agency of machinery a new steam power may be said to have been generated. But
no one can appropriate this power exclusively to himself, under the patent laws. The same may be said
of electricity, and of any other power in nature, which is alike open to all, and may be applied to useful
purposes by the use of machinery.
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RAl > B&B RN ERY R HE LA B &S 4o s € s K ok 5 gL g o
BlAc bty o ixFEdLIE B 45 T Fh L 098 & (abstract ideas) A & B & 89 & #(products of
nature) & F] > 12 HH0E F (apply)E & 6942 5 VA B 0 SRA M B R E ik

B #dt LB T A B A & T A w3 A0 .

2 4% kIR —F O Reilly v. Morse "' —% ¥ i — 5 B FE LA ALY HLE o
R ERTD A S BB PR L0 R el Akl 2 R R T Ak
FepfiRés » Bk R EERBREY ARG ADTRA Y FLARE > 22 HR
B R A BAZATS R OA 2 AR o

B R ZE M (Product of nature)ik Bl & £ B R kR RB LA E L FH R EFF

M ey R Al > Bk B R E A 694 H (substances) * 3L % (phenomena) VA & i

* Le Roy, 55 U.S. (14 How.) at 175
401d. at 175-76. The Court stated:

In all such cases, the processes used to extract, modify, and concentrate natural agencies, constitute the
invention. The elements of the power exist; the invention is not in discovering them, but in applying
them to useful objects. Whether the machinery used be novel, or consist of a new combination of parts
known, the right of the inventor is secured against all who use the same mechanical power, or one that
shall be substantially the same.

A patent is not good for an effect, or the result of a certain process, as that would prohibit all other
persons from making the same thing by any means whatsoever. This, by creating monopolies, would
discourage arts and manufactures, against the avowed policy of the patent laws.

1 OReilly v. Morse, 56 U.S. 62 (1853)

2 1d. at 130. %23 .4 "surely [courts] have no right, even if [they] had the disposition, to curtail or
narrow its liberal policy by astute or fanciful construction."
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#2 (processes) = & F] o

15 R AR Sk b WA R A 5 R Z 3R B4R A HT % ST A B A 0 4%
#EoRTIERHERF N F R RRBRE R RS FIEAE T B L@
FEg ISt o PP B R AEMER] 0 B REM TS RAER - Rifn > AAE AR IE
A2 4% RB kIR L @B T ROHAE > (T30 A REWIR B AIRHE G — ey
FIR A%k B R EM ik A6 > &£ L F Diamond v. Chakrabarty® — % & M7t &
REWENZRERWYH hz —

B BEAYHEZAN TR H & Diamond v.
Chakrabarty %

% — A Diamond v. Chakrabarty £ f§j 4

4t Diamond v. Chakrabarty & ¥ * R &k e T — A R A iR > EALE A
Wi A - 1972 0 ARG RENE TAEGE L EH (Ananda M.
Chakrabarty ) &1 %3014 % (Pseudomonas) #)— A P H LA - S E it
ANEE R RRALA SHEAKR > LA VTR KRE T - S0 EERE
EABRRZ Y magEHAR T AR TN AAT R B BAE R
ZiAE o mAELEEFESAEBARN AR AR ShE - FE L Ea
DNA 0% 3] 35 F 7 & e 2 h F Sh 09 A0S 4P 09 » BS54 B A A o) R 4 0y

Fik o HERRET LA T (plasmid » ZRIKIDNA ) > REEH 4k - b

** Diamond v. Chakrabarty, 447 U.S. 303 (1980)
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B m A AR BRR > mAdAFEA KRS KX PTE 48 o Chakrabarty
A1972F6 A 7R > EX®PTOR BEHE A A F3F - AMPTOMERFIEL T

e Bhk TR A o BN A REWIER TS S A A

% —%A Diamond v. Chakrabarty% % £ & # il

FE IR 2 ik I #34 Diamond v. Chakrabarty— S4F & 2 A7 > A #(living things) /£ X
% BT HERA BRI > £ 2 LA AR R HPRLETFE LA @ B
LA LB RGEMY - @B R E MBI VAFunk Bros. Seed Co. v. Kalo
Inoculant Co. ®—E#7>8 REWM KDL " 2EP LR FNMER L2

AP EE > TEEABATA B b HE ] | 20 o

BB AN R AR R AT A AT T RARG LK B 0 RHIERS] A
Kewanee Oil Co. v. Bicron Corp.— & F th#kit: " €847 A0y Ak 2 H

FHNAE I E RIARI F R EANETRP > B ERERARIGEAIAL

* Diamond v. Chakrabarty, 447 U.S. 303, 306-09 (1980) (the Supreme Court "granted certiorari to
determine whether a live, human-made" bacterium constituted patentable subject matter after the PTO
commissioner appealed the Court of Customs and Patent Appeals' decision to allow the issue of a
patent on a living thing).

> Funk Bros. Seed Co. v. Kalo Inoculant Co. 333 U.S. 127, 130 (1948)

4 discoveries that are "manifestations of laws of nature, free to all men, reserved exclusively to none"
are patent ineligible.

As the Court later stated in Diamond v. Chakrabarty, this non-patentable matter includes "a new
mineral discovered in the earth or a new plant found in the wild . . . . Likewise, Einstein could not
patent his celebrated law that E=mc2; nor could Newton have patented the law of gravity." Chakrabarty,
447 U.S. at 309.
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EHEmE 0 A A A R EAGETmER o | ([tlhe authority of Congress is
exercised in the hope that [t]he productive effort thereby fostered will have a positive
effect on society through the introduction of new products and processes of
manufacture into the economy, and the emanations by way of increased employment

and better lives. )"’

W S AR IRl RS AR S EA SRS I01E6ZREY >
A 45 (microorganism) A& & AL AR AR A Z 416 (composition of matter) s & #&

#1(manufacture) °

# B A % ¥ 4 (manufacture) X 2 & > & & ik e 51 B L American Fruit Growers, Inc.
v. Brogdex Co” — F ¥l g k. "R e R AL THA B8 - 3
B # T 2 #7 0 B FE (forms) » 4F H (qualities) > % ' (properties) 2 40 i 7 R,

(combinations)Ff B ¥ 49 & % » | B 4k > & 5iEIE5] A Shell Development Co. v.

4777 U.S. 303 (1980) at 307 (quoting Kewanee Qil Co. v. Bicron Corp., 416 U.S. 470, 480 (1974)). It is
relevant to note that the Court began its analysis by articulating the purpose of patents--providing
incentives for innovation. Rather than beginning the discussion with an interpretation of the statute, the
Court chose to highlight the legislative intent of patents.

8 35U.S.C. 101 Inventions patentable. 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.

49 American Fruit Growers, inc. V. Brogdex Co., 283 U.S. at 11, 51 S.Ct. 328.

3% Chakrabarty, 447 U.S. at 308 (quoting American Fruit Growers, 238 U.S. at 11). The Court applied
the dictionary definition to the term "manufacture." Define "manufacture” as "the production of articles
for use . . . by giving to these materials new forms, qualities, properties, or combinations, whether by
handlabor or by machinery."
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Watson”' — & P ¥ hZ AR L & - WX WRZ T EEWELY  RHAILES
PRBAERALE  RE AT A S RRBE A ERZPTH WA Ldhh

HZ A BARW > BT 5T BARTOHEZ > Fhmbiheg—4E -

ERER R E T Ak Baasthz —fi% E— R EANRENIRERRA
J ta W G RA T #7697 B (forms) > 4 'H (qualities) » 1 H (properties) 3k 4L ik 77 R,

(combinations)?

FriB— itz th 0 xR A&Dr. Chakrabarty 2 & T — 4241 f R R AT AEdR 2]
AT A AE B BA % N Bl 09 4F e e ta 1 o YL Funk Bros. &% R &5 A R E W4T
TH L0 F TBER B e Rifn ik B3k K36 # 1R & 09 B 18 A8 4E & 47 Dr. Chakrabarty

Wtm Ao B KRR R tm B A FEZ TR 0945 1L -

2B v IR R EWIE > £ BB R 5% R0 & A E Chakrabarty 7 25 B 6918 B 18
HEmE TERRZAEFI01MEPHFZ T %4 (manufacture) | 3% "8 4

A% (composition of matter ) ;> B /B # HFr 4 € o 7T L4420 > A = ¢

> Shell Development Co. v. Watson, 149 F. Supp. 279, 280 (D.D.C. 1957).

52 Chakrabarty, 447 U.S. at 308 (quoting Shell Development Co., 149 F. Supp. at 280 (citing 1
ANTHONY DELLER, WALKER ONPATENTS § 14, at 55 (1st ed. 1937))). (“all compositions of two
or more substances and . . . all composite articles,whether they be the results of chemical union, or of
mechanical mixture, or whether they be gases, fluids, powders or solids. It is important to note that the
Court applied the broad definition used by the United States District Court for the District of Columbia
rather than forming its own definition. The Court could have looked to other common uses that were
less expansive instead of choosing to incorporate such a sweeping definition. This indicates the Court's
willingness to broaden the scope of patentable subject matter. See id.

33 Schering Corporation v. Gilbert, 153 F.2d 428 (2d Cir. 1946).
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B Beaf it (ARZAEFI0145) 05> 2 BBFAMGCOPe TR
# (manufacture) | & " #'H #85% (composition of matter ) ; Z AT T 44T | &
SehsE > PRTHAA BREMNFBZREETHRK - EF 8 K% (law of
nature) ~ #3 3, % (physical phenomenon ) $Z3h %4 & (abstract idea) #F 7 AL &
F &4 > Chakrabarty T ¥ #0942 09 L FF 2 B AR %> W IF A RE A RED K

WH R A —TAANBRRIE W E YT A AR LA - LA -

% = 1930489 £ BARM R AIE EM1970F 09 MM S AR R E > ol REe
W b T KA B M G T KT E e A e B TR E R B 4
—HER > EIERERBAGRAEEMAMIEIERLZBEAEF 05T R "]
R TWE AR

= PR e B e i@i® E B LAE B 10141460F » Sk TE A EAHE T AR Ae it
PR 0 A2 & AR F K I RAE A B @A & A R B R £ B A F 101
e REST B 4 - e REFHB AR FROBAELET  BZLBR G RALT
BORH 47> MmIdEdy AR B Ak o B RBEIRRBASA-FZE
BT ELEFRHA 0 RKROIRET ZB ZAE L 10145 T A7ik 2 69T L4
RO A G E o R 0 B & ik IR A E B IR & AR & AT Chakrabarty T 45 PR 6918 i 1
BtathAn 8 RRPT G A M AR R TE o M RATER A X0 R A 2|
20104F 89 Bilski £ & 2013 F 9 Myriad £ 2 1% » ZB EAUL B I10ME F AT 00T &

FIAE 0y 04 S5 B o SR A PR R o
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Zwam &

LT THBAIFEAELGTTEM AR LEELTREELFRMENFTE
Hlik o 3o 45 T A M LR AL M o) 28R A AR B STAA - B e AR E
R R AE T AR kRN TIIRMES RAE T Rz d
FIEAHI T o 3o w8 R0 R AR Z I E ok S AR R S1E B A SE XA it
B B RFHEF > 0 R FRAU A F B LA R AR R FAL oy 590 o R R4
—HERRAE AR R o mERREENEY o AR B A E > mAR
SR EBRROMRSG Y AR AEZOFRTHSE  LEET "RETR 8
FIBTIRIZ © 1% 48 Chakrabarty £ Bl 2 B RIRE PR E B0 —F > B R KIHTKT A
) HE AT A B A A e di & o 0 B S E o

Chakrabarty & ¥ > 7% £ 3% & Chakrabarty 2 & 7 —#281 B AR NPT AE 4R B4EAT 0 A

B B ART R eyl o R 0 iR IE R IL AR K6 B 18 AEAE & 4T Dr.

AR A% 09 F K H 2120104 49 Bilski & A 20134 69 Myriad E 2 1% » £ B &A% 5%

1014& F Pidh 2 69 7T LA 32 04 04 $¢ B 4 XA FH PR %L -
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¥ AR EHAKZEERH R Myriadk

A

o0 RENE

BRCA1#2BRCA27T 3 #] BIENEG 09 8 AR - $ 8 "IEBIPHIAR |- §E8
AR AR miaf® kX HDNARBG S EAE S » T3IF LB EFURE A
g 9% o #ke)3ER 0 IEWBRCAKE A WpEAER » M R ¥BRCAK B #7125
%% R o BRCAIF»BRCA2FF R E R AN @B > WEFHBRAMK - FRAR

FEEFI OB TEOREETENLEH - BRCAIA R 2 — B AKX 0% & & 1%
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AETERFEME RO EABERECERDBLEILG I ERAM - 55
BRCA2MZ 133k &M L BALANBEAREG CEEARRE > KF Ml
1Rk ey F I BEAEILE A W o b H e R A R R e 0948 Bt > BRCALAe
BRCA289 4B Bl M4 S » BRI RA B A BHR AR L AR R ERELMEA H

b AR MR E R R AR AL TR -

A ERRFEAENEREL — LARBERLAMETER ORI 5 INF
R EB RF LRI  MAIUIE 95T R B3 9804F4K  £19914F > £
I 4% (United States Department of Defense) B 4542 42 ;LB AT R A » 3
8 H -3 h W 1990F 0g AT ¥ £ & pk K 212008 409 =+ 1% & 4 o LR AR B AR B a4
FRAFRE FRIARIK R 775 XA KB H ZTTFRA > £19904F 0 & hv
N KB A 58K A2 89 Mary-Claire Kingt$ £ F 460 TH 2 | MFAEERT —BH
SRt — A TIR G &R b ey Ik B R S SUR a0 B A AR SR AL e AR AL - a8
B — ek 1R BAHF R Y T RAE AL — R4 AOncorMedty £ B 2 8>
EARZAE > R AEBENETREGOGEF RN BAFRIRE T > A —ag
Mt K 5K B AT 9/ % & @ (University of Utah's Centre for Genetic Epidemiology)
#Marc Skolnicki# 448 F o4 B4 R 4L B 46 3 F 70 K B 84 B 5] 5T 8E A 72 © T ]

LY I SR RRR RS S SOP R SV-E YL SR SR L R 30

>* Hall IM, Lee MK, Newman B, Morrow JE, Anderson LA, Huey B, King MC. Linkage of
early-onset familial breast cancer to chromosome 17q21. Science. 1990 Dec 21;250(4988):1684-9.

> Marshall E. The battle over BRCA1 goes to court; BRCA2 may be next. Science. 1997 Dec
12;278(5345):1874.

X EBMIRE 1847 WA A W AR P IRSR R B B e (EPI3) 913 A ke TR
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A BN EBEBAZ AL ER AF— R S 2R L - gk Rk
RR 0 P Stk vy R B AR K B AR 0 2 K B BT R 89 47 K R © Skolnick
41970512 3 5 B 45 9 £ & T 248 (Mormon  families) # R ik 7% 38 81 5k B &
o A R K 69 P12t IR AOPHE © Skolnick -k Y [ A% 2A A 9 22 ki
PR 0

7219914 > Myriad# gy 22 4 2 3] (Eli Lilly and Co.) # K385 & Bh A & £ B Bl KA
A RIE(NIH)A TN 2 KRBT EEZENARE LR o ZHEAE1993
Myriad#e s T it — T 2 2R EEA L RZ HMARBET —BEELNEY -
BB —BANTEELNHEL S o B0 R AT AR
BRCAFF 7 & 4 0935 B R B Bob e B4y o e AR BEMyriad 3£ 72 A AEA4T 4] » R %
FRBRIEERANNEER £ - BAFRIEHER TEAHSEEH 24 > Myriad
RS AR, b SkolnicktE - 09 HER] B dy 7 BUE P 34k 0y JK B E AR RS R akdf
#>

Myriad B Ff 2 5542 % Bl Bl RAET A AT BRI 5T 2 A B 21994410 A 7 B A 2 #

B — EIRTT o HiE > FHENAE —ALAENR - BATRBER AT LSRG I

T RGN R AR AR S e kB R RS HF R A RAERABEFTOEARAR
Bk 3% 3 B M m BAR L AR B 0 R AT RAB R EARKR ST RN I EEAZ -

% Williams-Jones B. History of a gene patent: tracing the development and application of commercial
BRCA testing. Health Law J 2002;10:123-146.

%% Gold ER and Carbone J. Myriad Genetics: In the eye of the policy storm. Genet Med. 2010
Apr;12(4 Suppl):S39-70.
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BRCA1#F % 0 ik R i R AR I A R b A AR AT > Myriad 28 A 12 B 4% 2

FRER L KXRAR I ERGIMRyAEF T 2H] o FFAMR T Myriadsh » 3R
ORI S KB VA B 4% 18 6 Miyriad 58 Z\ 3T 3R 18 AT A e A8 £ B AT A IR AR SR
(United States Department of Human Health and Services) * & i 1& & &A1 AmA
T 2B ARSI - BB RZATZ LB L Myriad 2> & &8 o 4% F Myriad
¥ 3 TUS 5,693,4732358 %4 > 64 TBRCAIRE L 47TERE4LE - 2%
Myriad X ¥ 3 7 528 £ 4% > & 4BRCA1A R A 7104 R Z B a3 60 F ik © 41995
F6HA78 > Myriad¥3# T WA LA &4 7T ELMWBRCAIARE A7) 14 EBRCALI

REWFIEE > TR ZH] 5 R E£1998F1 208 XA 19985 A5 A fE4F - 5

o

\

i

A8 & A 4% 30 4 L EMyriad £ 2 £ EBRCAIE B e B4 & 4] - 2 1% > AEE—

% ¥4 > Myriaddu g3 7 Z #7Dr. King#% % 5 OncorMed 44 & 4] -

A 4 > 199512 A 21 B Myriad & £ Bl vA B ER i % 35 7T BRCA2 K B 69 & 4] » [

% 0 W % B #yStratton B FF £ 8 REAFIE & TBRCA2EA A B 70y or 28 - B %

% Miki Y, Swensen J, Shattuck-Eidens D, Futreal PA, Harshman K, Tavtigian S, Liu Q, Cochran C,
Bennett LM, Ding W, et al. A strong candidate for the breast and ovarian cancer susceptibility gene
BRCAL. Science. 1994 Oct 7;266(5182):66-71.

61 US 5,709,999; US 5,747,282; US 5,710,001; US 5,753,441; and US 6,162,89723

2 Bl AT2£3 © Myriad filed suit against Oncormed Inc. in 1997 and again in 1998, Myriad Genetics v.
Oncormed, Nos. 2:97-¢v-922, 2:98-cv-35 (D. Utah), and the University of Pennsylvania in 1998,
Myriad Genetics v. Univ. of Pa., No. 2:98-cv-829 (D. Utah). Both lawsuits were later dismissed
without prejudice after each defendant agreed to discontinue all allegedly infringing activity.

8 Wooster R, Bignell G, Lancaster J, Swift S, Seal S, Mangion J, Collins N, Gregory S, Gumbs C,
Micklem G. Identification of the breast cancer susceptibility gene BRCA2. Nature. 1995 Dec
21-28;378(6559):789-92.
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070 Rop R R A 4k RS R LR EFH — 87T RBRCA2E F 0

[ % 5E Strattonn JEMyriad °

T 4o fT > Myriad R B #H T % 4 & #1615 89 BRCA1/2 DNA 89 % #] (isolated
DNA)’ »dk A B 5260 7 % A AR WHARA R L EHEA T F x4 -
15 o R ) e SR HE R M) 48 T MyriadJ8 45 P e HEH] » Myriadik 32 4 2 23K E — B &
BOIR EAR RGN 5] 0 E S £ AR AR AR > 60420 62 TARI IR
VAR BP 45 42 09BRCAL AR BRCA2 K £ %02 & & ta o545 4 48 B 69
plosm e B A FTE K B 5 Fof M g2 45 8 B A A8 B ML 9 PTENAE B 37 # K B - A &
AT ZIRR A A AR B A9 TMPRSS2 A » — A AR B 69 JE B AR & S o 12 2 >
— B RS R ey R B AR R E S 0 A RMAIBRCAL A% BRCA2 X H kLY

BRACAnalysis® * 7 &2 &) #h43 & &% o

B AT 2 R 69BRCA1 and/or BRCA2#R #% Myriad £ 42 & 1997 F#2 41 #3,BRCA1
VAR BRCA2AE > MyriadiB /7 2HM B > A ER ~ &K~ B A5 -

M~ 42T BARSWH R o mm AL A L E R A E S 5% o

Myriad & EX i1 % F| By (European Patent Office, EPO)PTAZ 0 LR LI E RN E S

7 i% (method) % PH #9 699,754 5% & #] (method for diagnosing a predispodition for

64 Myriad website: http://www.Myriad.com (Last visited on 2016/01/15)

8 B RS H BT A0 Z 4 BRCA R A] 53241736355 % 4] 0345522858 & 4] » 2339953955 &4 4
%1 4BRCA1ZBRCA249 £ B £4] » A ZRBRCA1BIZ B 5 ik 4] -
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breast and ovarian cancer) * YA 4 &% (gene) % B & E 69705,9025% % #1(17g-linked
breast and ovarian cancer susceptibility gene)#2705,903%% % #!(in vivo mutation and
polymorphism in the 17g-linked breast and ovarian cancer susceptibility gene) ° A

Myriad 7 B il 45 4% ¢ 3] 2 KB B a9 4n ko

W AEPC A4 5% S35 cA M E AR RN Z F 6B ATE 75T 44 > Bit
FEPOME f % 699,7545% & 7114 > # S BT BB AN R BB L L F ik %
P B BFATSL AL T 3] o 5 AEPOM LA M At L £ B @B ET
FB B 0 Myriaddu £ B o K269 &R H $]20085F11 A 17 B EPOF 3 15 £ 4% 84
SR WEHE > B EARA R SRS R R ANFRALOSH LA
BB E 0 RALA 25 KA R ibis s RMIRIE 0 B AT R 78 % KA -
AT R P F LA EEZ NS MR T TR T BRARBHGER ) & T

BRBEGEERLEZER N ) X FT

2B — 1872 % eBRACI2 K B &I 8 43,120 £ 7T 488 %293,600 6 H (35 vA
—LELME=ZTAEGHEBRE  TR)MBAE - R G A FI0TE 4 > 48
%013,8004 W o w EBON 7 209 BRACT/2 38 B 8] B 76 % 1,500k % - IR

A8 B & A2 1% Myriadd R B 5 FHET 0N Kk T47% > £326.5B8 % £ 0>

06 A 3%, BRCAIAFE EA SR AR w5535 > A EMHE - 11589 > 2009424208 -

7 A% HBRCALA B 541 % # kB M) 2500 2 SRR 3k o dob Jh B B0 B o 45 A 7 i &y
Zat A M > B173-74 (2010)

8% http://www.nature.com/news/2008/081202/full/456556a.html (Last visited on 2013/10/9)
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M iE M P £ % R A A BRACAnalysis * 4L3t £ BRACI2 K B F#IRFF > M

L3 £ 20094 P Myriad 44 A% AR 4L BB M 0 R RS -

f£ A1 A BRCA#GAR A F > Myriad#) 714 5 i#8301& £ T » B F 2K RAn il & & —

TR IR B AR A5 E T 2 2012F 2 8] B #1200.% B T S0k iE4.964% £ T o

%4-1 Myriad2 3 AR BB RS E %k

i E]
1980 44X, EB SARHZR AL AARERILT A
19914 18 LA e 0 K209 3% B - L ¥R - &5 8 A ABRCALK B # 3L0%
I Z [ 04 3 m A8 B M

1994-1995 4 Myriad®) & B # 52 TBRCAK A ?i-ﬂ ¥k o

1996 F Myriad#f i BRACAnalysis &5 &
1997-1998 4 BRCA K [ Pk 4% 513 & Bl & 4] 3% #& H A IA204F -
1998-1999 4 Myriadwy HL B BR A% AR5 854 R34 F IR A 09BRCAK A

A AR R Myriad 5 A X #2(2016/01)

£ Bl %0 % 2 2% F19F E F1(ANGELINA JOLIE) 201345 Al # £ fn 49 iF 3k 5%
B C#ETTAGMEEL R - X F1RE A T ABRACIKEE T - £FF A
THFRRE LR EIE > £ T FIBERIBIAESORIF R TIE » il fT
TAGT e 3L 5 Y IR i o P B3 E] 0 ShTFAR ML e r iR F- 45 T DA TR B IR e R
W 87% M £ 5% » dik#k o KL XAk T P £ A8 Ml sk o 201353 F 4y BF
2 1% 0 EMyriadiR B F Ae2 Bl A ER o Kimmadtey Ao BERABREL

— R R AR A e o F 0y BBk S BT B E Myriad R A9 R A

% http://www.google.com/finance?q=NASDAQ%3AMYGN (Last visited on 2011/11/24)
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20104F3 A29 8 » £ B 4 & NI H & & 375 ik Fe % B Robert W. Sweettk i f§ 5 F1
ko kB3R &M 2 8 Myriad (Myriad Genetics & Laboratories Inc.) Bl # 3 A7 4
$H9BRCAL2A R HAa oy LA R4 1 AH LB AL F 101456 T A @4
M (eligibility) > S A F A&k - ZHRLERFIBELEREFR RLHEREH
B bR AR T A R e KB A o £308 a9 A7 i L (NASDAQ stock
market) 82 A7 X 5 Myriad 49 B2 1B (MYGN) B2 B3k 79.2% > B AT — R #9249 % LK &
26T ° FEE > Myriadk BFRI AR — H B &P A ¢9BRCA1/2%& B £ 4] 4%
BB e REBERAT IR 0 £ 2008 FBF > Myriad 72 BR M 53 T #8401 89BRCA %

FHFREM > AT RFREFLFE > LEMyriad F X BFRARA -

AEMIEA2009F5A128 > T RERZE - ARARAHHN (ACLU AL
A& R0 BE2E A/ A% HMyriad £ B £ A B2 54 FA  #45 LBRCAIL
BBRCA2JK B A8 Bl 778 &A1 HE S0 B R 2 40 0 35 R AMREE > oF 50 1 R [ELER » TR A
Tty Bp iR R R A RH A SAER R EE R B o RFRITH T 2B —
BARIETAZRAR RGBS - L&A ML EETRREGBE -

7 Myriad £ Bk i % #1 & (European Patent Office, EPO)FF #: 4t 89 % | €13 £ % ] % & 7 i% (method)
80 69699,754%% % #](method for diagnosing a predispodition for breast and ovarian cancer) * YA 4% &%
(gene)# B & £ 64705,9023% % #|(17g-linked breast and ovarian cancer susceptibility gene)#2705,903
% % (in vivo mutation and polymorphism in the 17g-linked breast and ovarian cancer susceptibility
gene) ° AR fMyriad & B 4L 3 45 % 2] A K B 82 09403k o dAAEPC A4 B 53HE AR R A R By 0
ZFHBIRALE T RS T RA 0 B ILEEPOM U F699,7545% R AL 0 35 5 BN BT RAAR AN
R BEAR 28 o ik A6 BRAT S T T R4 - €75 £EPOW LRI M A M LR EH &
S4BT > Myriadd #6809 K B o9& R > B $120084F11 A 17 B EPOF 3 215 B 15 o9 & 4] & %
T BAgHERR TR SR M RRRANFRAL COWMIARMBE R AL 25EH
KA > R BIE R RMRAE > B ATERTEF KRR - AT P F S A REZNE > MR T T
AR TBRABHMER R TERRATEERLEABA M BIXF o
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#£2009F5A128 » BRI % (American Civil Liberties Union, ACLU ) Fe2-
3t % 4] X & ¢ (Public Patent Foundation)#t £ B & 4| A 425 » A R¥ A BRCA1
F2 BRCA2 3k B & #A]69Myriad Genetic2 3] Fn fif . K £ #7F % & 4@ (University of
Utah Research Foundation)32 A2 322 © FF 38 W 28 £k B AKX B LA RAARAE
oy /1 B i iE R E B &k % — 15 I £ (First Amendment) > AR > B & 5 & B 1L
# ey KB & A K& (products of nature) T fE 44 T A miZ R 4% - Ak KK
LAV sk o B3R R E T B & &3 7 (Co-plaintiffs) 49 2 H % 18 5 & Ak -
B R B BT BATARRAT R B R AR 00 R BOA Bom BARE A o Lot Sl
R—HBFH F DA EE S TREWFLE B RRBIEFTRE T —HEA

15,0004 89 X EAHF BA2 R > REZRARFFRE RN -

AREREREFH TR RE AT B EEA2 > AF2010F693A298 » £H
bR TR R B Fl kS R EBRCA1F» BRCA#Y &4 & 24 (Invalid) > 3£ HH H
TARANGISALA £k - BRALURE —EARER IR ERAN AR L
H] o

Myriad 3k B 2 8] & R32A T L3F ° 2011504 A > K EMyriad & B 2 &) £ £ B %
FREFIEIRE] THARIEERE c 20117298 » B L3RR e LA R T4 4]

¥4y EMDNAT A A4 > ¥ 4% Myriad 9 BRCA £ 4] £ 32 » {25 = # ZDNA 5 71

"' Association for Molecular Pathology, et al. v. USPTO, et al., 702 F. Supp. 2d 181 (S.D.N.Y. 2010)
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W F R FESTR A o AR EFFIEEME TG T Myriad sk B 2 8] 49
Flik > BAERERAANGTAFAFZ KA ey %58 & A] -

20123268 » xJk R ZEEEBA LFEREER - ARRSHERE/TL
FER T EHEFERAL - 201298 A EIRERELR T —A s HGRE (=1t
— ) 8A168 » BFR LIFEIT R T HERRFA - 2342k T HA “HFEDNAS T
TEEHREFEP—] 0 RERLE T 5 —BRLE R T A2 & T A F
7Myriad 2 B 2 &) Fo K B T 246 F] ik o R 0 3R EIFARE AR T AR A 2R b
HARFIIG LA BL s —AAZE RER—ROFREBARSHERERA K

F 72 AP FEMyriad L B N 3] PR A o) AL -

F20124110 » 2BARSERETEREAED -

201346 A 138 » AR B LB L HEEMDNARRE T &4 | Bd 2
MyriadiZ F AIEAEAT R G - R ECERT —EEZHA AAR > 25 S@ELR
AR B ey > B MR EIEEAAT S o B A H B S HENDNAS 7

BE R Py AR (2 RATARAEY AR LR T A -

2 Association for Molecular Pathology v. U.S. Patent and Trademark Office, 653 F.3d 1329 (Fed. Cir.
2011).

3 Association for Molecular Pathology, et al., v. Myriad Genetics, Inc., et al., 132 S. Ct. 1794(2012).
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¥ —A ‘fHRFTERBHE

A2009F5A128 » £ EKI B (American Civil Liberties Union, ACLU ) Fe 2>
3 £ 413K £ ¢ (Public Patent Foundation)¥ £ Bl £ 4| R F 4% 5 > A A #H BRCAI
2 BRCA2 & B %4]89Myriad Genetic: &) Fo i # K 2 5F % 35 £ € (University of
Utah Research Foundation) 32 A2 3734 o 7 3A N B A& £ TkiE A AR AR £ H| AT AR
WENARERERE L -RETWPBEERE AA BAABAR A AR
A& #(products of nature)  fE 4 T A R £ A% 10146 A R B ik M€

Bt RIEE R B 2 o

% 4-2 Myriad Case Claims-in-suit

Claims-in-suit
Patent Claims | Contents

™ Congress shall make no law respecting an establishment of religion, or prohibiting the free exercise
thereof; or abridging the freedom of speech, or of the press; or the right of the people peaceably to
assemble, and to petition the Government for a redress of grievances. ¥ X #1354 B &~ T H < H H
THERNERE L HFRRBLERAG R THABRBRA Y R BARPFE
@R e B E AP RAHEA] o IR A EBES WG s
http://www.ait.org.tw/zh/the-bill-of-rights.html ° 3% % % % B : 2013/9/30

”* The Fourteenth Amendment (Amendment XIV) to the United States Constitution was adopted on
July 9, 1868, as one of the Reconstruction Amendments. The amendment addresses citizenship rights
and equal protection of the laws, and was proposed in response to issues related to former slaves
following the American Civil War.

6 35 USC § 101 - Inventions patentable. 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.

" Article I, Section 8, Clause 8 of the United States Constitution. To promote the Progress of Science
and useful Arts, by securing for limited Times to Authors and Inventors the exclusive Right to their
respective Writings and Discoveries.
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Nunber

U. S. Patent
5,767,282

Claims 1,2,5, 6,7, and 20

FREAZ 0 & o B 0IDNA B R4 S H] - &4 %

I 17Q-linked breast and ovarian cancer
susceptibility gene ; (17Q¥k FUME A Fv ¥p £ 4% 7T 18
B H) > #80 A &Skolnick¥ %1% 0 ¥HIES
08/483,554 > # A B £1998F5A5RH A 2018
$HE - L Fo@AE LA o M H207AH KAA
HIRBERmBERREGEESENN T X

2 .

U. S. Patent | Claims 1, 6, and 7 PRFEAZ O B 5 B9 DNAGY M S A - LA 2

5,837,492 I Chromosome  13-linked breast cancer
susceptibility gene | (1338 % & 8Y &3 04 FUAR R T
1A KR > B8 A & Tavtigian¥ %15 > #3384
08/639,501 > ¥ 4 B A1998411 A 1780 - %430
B8R A58 » P 3MELHE L8 -

U. S. Patent | Claim 1 TRFEAR 8 & A W) DNAR i R F) - 4454

5,693,473 MLinked breast and ovarian cancer susceptibility
gene | 3 KA 14— 182 8 0IDNA &L 15 B4 0
BRCA1 DNA™ -

U. S. Patent | Claim 1 2 04 & b B Fe 5 HTBRCA1 DNA 7 7 ik %

5,709,999 # otk £ 4% % T Linked breast and ovarian cancer
susceptibility gene | (Fv FURR K Fo 57 £ 5% A Bl 7T 18
A ay K A) > # 8 A & Shattuck-Eidens ¥ % 1% > &
H9%408/483,553 » /B A1998F1 A208 - &
A35EEA8 > Ly 1ELHLAE -

U. S. Patent | Claim 1 K2y 2 & LB BRCA1 DNAF 7189 % ik &4 - 4%

5,710,001 s T 17g-linked breast and ovarian cancer
susceptibility gene | °

U. S. Patent | Claim 1 1R & b YL BOR AR EE P 5 ik 99 mRNA # 4%

5,753,441 $cDNA% FBRCA 1K FH 5 71| tb s oy 77 ik A o
% # % " 170-linked breast and ovarian cancer
susceptibility gene |

U. S. Patent | Claims 1 and 2 PRFEAZ ) B LB R ¥ BRCA2H T B - 2 89 7 ik

6,033,857 2 A o % F% 2% " Chromosome 13-linked breast

cancer susceptibility gene | (133% % & 824k 409 5L
Mg 5 B R > B A & Tavtigian¥ % 450 ¥ 3%
3% 209/044,946 > ¥ /£ B 520005378 - A8
B8R A58 » P B 5% 8 -

HHRR: Kb

X 32(2014)

8 Anisolated DNA comprising an altered BRCA1 DNA having at least one of the alterations set
forth in Tables 12A, 14, 18 or 19 with the proviso that the alteration is not a deletion of four
nucleotides corresponding to base numbers 4184-4187 in SEQ. ID. NO:1.
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B3 R E W B & & (Co-plaintiffs) 49 R H % 18 Bk A% » B8k B 6h » B 4748
BARE > BIEARE R BRBRREEEE - i ERZWMR —EHA 25

150y 2B TR B Wy & dush Bk R a¥E TR E o

STHREZEE —MBERE  ARARZARNEY > RADEREAF0/RA
RIS AR R A A B EGREEAEE PARALLG - FEHE
REA - 2R RPN ENRE  FEARNEY - Ak 5 TREZFH
#2Myriad Genetics/A &) 2 5% B 46 6942 7 h 33 2o K P72 0945 & Fo it i 12 2 5 71

R B RBAGAE -

A KR Iy Myriad 2 8] 69 5 B0 B /A0 B 2K % B A A — B 87 37 LB R 8 75 k%
{EAF R PRZE 0Y - Myriadad & 4135 K28 & 5 dk(isolated) A #h 4L (purify) 8y JK B > &
HhaRRE Sy BT AR AR AENE S Tk - BT RRAMR
H B RE A R RETTHEE T 0 ZAIRY R s ALK B 37 BB A
BB RRF o Kb

(B RFFIRE LR A Ao IF -

Q)8 RRF KRBT G5 A AL ag Ak g -

BRAZBEBANT KR LR EERERZ N ZAFRATMRBHE S 4
4k % H) (composition claims)Fe 77 i% ~ #8842 % F](method, or process claims) © 15
B AIFH KA B n LB RM EAARAT K ~ BAERELA - 6T K - &

F2RAF > B 58 L VA R 5 #7 7 ik (comparing and analyzing) > % 4178 B & &
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i (screening) 84 77 ik S A o 38 T7 ik A b R R T 308 TE b MM R IR 3
i (Machine-or-Transformation Test) 4 ] Bf & & 5 & £ 4| il #51  {2 2 3 ¥ & K8y
FRAEAVBARA A > Z A PR X DNAR T 5 LA REZAZY > T
PPz B R ey IR B AH LA B R RS R e R B ML S K H & 48 B 48 %

9?

3t o dedn S AL DNAR & v B KR PT B £ W9DNAR & AR LA BT AR R > B3
HRAREMERPHBELTAY FH A Y%L AR RO R R A BF £
F % (patentable subject matter must be “markedly different” from a product of
nature)° ¥ B 4F % B B4% 511931 *FAmerican Fruit Growers, inc. v. Brogdex Co. %&
RS ERPTE T AR RLREH M RBBRETERREN
BAt B R A AT K Z R REIRE > @Az ¥ ey 458 BIL > A& 5 1 VA
BARUER BAL > R RIFARR B R AT A b AR 0940 & 0 IR IFBAZ F 3R
REA THNRTAREZ G KX ~ & S48 M (process a new or distinctive form,

quality or property) °

& B Myriad B3 Pr 9 09 KB A 5 T 5 dfosbib ) B XeODNA - £ B R E#
3| Parke-Davis® % ¥ ik '8 LA > R 4F % B 45 B & Myriad Genetics ¥ 3%

BRCA1#a Bl a9 AAFALE &A] ok mAFEERE  WipdRmALAE > BE
DNAXA # A - B RBE E AR AR RAFHERIEFOAL - tbH R

" American Fruit Growers, inc. V. Brogdex Co., 283 U.S. at 11, 51 S.Ct. 328.

% Parke Davis & Co. v. H.K. Mulford Co., 189 F. 95 (S.D.N.Y.1911).
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Z A5 #DNAW X F ADNAF 7 $ AR T nng e B 2 5k > SRAB R » SR
BiETERT R ARRSERCERGI AR RSERALM O REY
At ERRETEHFEA s> ZAARSE T &RILFTHAERL, W
EAFHARF - 2R 2 AT A > R A& 5 #EDNAE K fr AR 6IDNA R H K,

A BRG] -

ARBASA R AZE KR - S8 9EY & F A K8 L BAF i B8 b itk
49 DNA <& 78 Fo B JX R 69 69 DNA 69 5 2 A #8 3 69 & F] (markedly different
characteristics) 4 A8 1§ 15 £ A @AM o £ B33 4 > RRDNA 6945 45 4F #X (unique
characteristics) 3% % 4 49 1 1% B T (physical embodiment of information).f£ 7 4k
F A DNAA K B AR DNAYF AR A B3 0 Bt fF b &R 2 9OEH B 5 d ik 6y
DNA &4 H & & & &9 7 fe ¥ 35 % #(directed to unpatentable products of nature) ’

FHF e RAE 10145 LA @4 > B f fAlEa e

B IN6AB ik e AI3E KA 0 Bl & B A& &k ¥ #@machine ot transformation testn #% ¥
BAF R G % R o 2 RIE B R ASEILE RS P DNAF 7] R #F38BRCA R 4
0 77 ik Al A A R R B4k oYk $00 323842 (directed only to...abstract mental
processes) 41 & R F ik 6 F 10145 7 J& & 3%k o 7 SMET PR T AR LA AR AR
W B by A SN — TR £ R Oy R R A St A R B SR AMyriad 3 B 2 K AR SR A
N A FR 3 (seeks to patent a basic scientific principle) > B #3224 1 55 & & 4]

E 10146 T JE R ik e

RERERIFE IR IAR R AT ERBAZ > A 220105F693 298 > £H
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IR IR L RAF R T Pl R E B4R #EBRCALFf» BRCA2# £ 4] & 54 (Invalid) °
ERELSALAERY c BRATARFE —EREBRAREEAAMEAR L
F)

%R BARE LRI F R

20114 A » KAEHMyriad K B A 8 & £ BB AR EIFETE R T AR LR
(CAFC) * B2 B A IEA£201 1457 A298 eL& i T 92 > 201243 A268 » &
BERESZEEOHAR LR AR EE - 2B RS FRNE T LIFERKRE Mayo

Collaborative Services v. Prometheus, Inc.82— £t | h THEHE K E -

20125F8H 168 » B L3RiAIeE il 7 — Ay ey 2 e 7 Hl k> #HA5
I8 BN LB B M7 b 09 DNA 2] 55 % B b 7 ik R A3 KA 4 B W 7k FR 0 H ik

137 2 8 4 sk o

W B A% R E 002825k B A1 0 ER a0l o ik R 3E RPE (28298 A H 2058 35
KRBl RAEIEERFI R - FIREAA K -

BFEY HANERTRARE TR EGEADNAY S LA L3 o & xR
B A EN T A ARG H R AREETIAEAML > £ 3EMyriadd9BRCA £ 4] £

81 The District Court, Sweet, J., held that:(1) patents for isolated DNA containing breast cancer
susceptibility genes were invalid, and(2) patents for methods of analyzing gene sequences were invalid.
Ordered accordingly. 5,693,473, 5,709,999, 5,710,001, 5,747,282, 5,753,441, 5,837,492, 6,033,857.
Invalid.

%2 Mayo Collaborative Services v. Prometheus, Inc., 566 U.S. _ , 132'S. Ct. 1289 (2012).
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RE

F]kE vy £ %% F Lourie’s B FoMooreik B % B - d 69 DNA ST & S A1 % b o &4
WA Bk EFH K 2R Brysonk BLRE T AR ERLE - (2EF 4wk >
R R @S IR TG T Myriad 28 B 2 3 00 5% A5 R A 1

TTOARA 5 2 A 6y BEDNA B 40 sty A5 o

R ik R Ay AZREAZAFEFFIOUET » 2BEA > TRIEELSG IR
ERBE MR APLE Myriad B2 " 2dkth ) DNAS T2 b3

K8 ABMA T aH &k TkHE  DNAFRZIZ HiEE LA -

B FERHBAZ P > MyriadF#H8 L& Bk 09 2 BEDNAE KA L L 10145 T » 125 3 A
WA 2 s o M ARk 4 © Myriad 5% 38 BF 2 # 69 DNA S T & B A
LA A B APTFERAA TIERR M s AR "B LE S

Fo i e

R{FEMyriad © B KRR L LA 5 #DNAKF L > 7 I a1 0IDNAEME L4 7R FE
B RBIDNA » BRG] T RIRETTET R E ° Myriad 4% 0 — M a bk A2
BAAR KRG ko S KB FA KA G REWiEA Mtk A @AM g%
R AN 0 B AR BN SRR e e~ 2R B EAE AR A AR B G

TRAEW B M E RS

% Ass’n for Molecular Pathology v. United States Patent & Trademark Office, 653 F.3d 1329, 1334
(Fed. Cir. 2011).
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£ TREBZCUAREKBERE MR R T 7% B N #DNA Y T2 3%
RALBFHFSFHI01ME > Balo b2 FRARHBARRLARREN ° RIEN>
FRIEEZE ROKRI AP REIRREY LA ROBE Yah
AR R R B AR B RANAE - — A2 b AR — BB 5

MWH -~ ARk AREAREY " RBNRTAE 0 4R A -

EAEY > rTRERZERAE L5 HGDNASA A K DNAA B 6945 H
B2 mEEAR TSR ) XM RAKREY TREREZ2E kT > i
#9DNAZ 3% K78 A& A 38 & (preempt) 89 2 FE » Br @ HEFR BT A #% & FI BRCA K B o4 #7

RA B AR B0 8 o

E FoyLourieik B BTy KT 2 RAFEE M DNAS T oM - B T A4
AR H AR T RGN 5 HEMDNA R B K RIDNA > ik 2 3 b 4514
(characteristics) R [& 512 6940 & GHe B A RPTH AN A G HIBAZ T F 5 Lourie

HEHB AT RS T RANBEREEN L ER > DNAF I T 5 Fak
AR

E% W Llouric’k BFAFIREFTHE RRAMBPAEGER » £FI0MET > £
EAPTFRGYZ BEMBARRZEWOE T - PRBFRGAIEET 15
o B BB AENARROMZ MA MR KT E (2 BH RKRE M
M R B RAATRGMIATELE ABTE JREAT B HHhzasd -
JE R A povh F) B K ARG R E 0 5 BEDNA > P8 eh 35 KA R T A ah42 e 4h >
B &3 tesh KA S A RS THRBARR 6T B 7 B ey LS B R B A
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T -

Myriad P K95 8EDNAZ B A HaF gL X Bpiss e o7 0 SR
A2 M 0DNA (7R BF B R HIDNA ) © B ABE 8 B SRDNA & 4618 K ~ i 4%
DNA%S T2 — o H—{EDNAS TA L L RAL MG L M —E2Ey - £F
— A RN > DNAS FTROFAAFGZRAE  Hh— L5 L6, 2

SR BROERFER

o R DNAR T & B ADNAS T oY a3 5 > W 8 — K H - 5 #keyDNAK
WE (P& 5 THEREEZEEH) RERAEH B ADNAY T —E 5 5
dw B ARBRCAIRBH ZJRAFITHRFER E > —BREZHNTELHFRG YT -
AARBRCA2ARZRAFIZRLEHE > —ERELH—E—Twa Lt
>T o MBZTF > 2 dked L4 H NEFBRCAIABRCA2 % B8 % & 84\ ¥ #
HER o BHx kR NIET >  BRCA2F 7| R E— S XM A EHRERAL » W
BRCAIFZ| € miE AT R BEBHER AL - £ H > 20286y H5R 63 K8
¥ 5 9 DNAZ 7T 0% ZBRCA A 2 6912 + A BAZ HBER - B b o dEeddk ey
BRCA1ZABRCA2#1 L 708 M B X7 —4k 5 BPdE sy AR AR Bl 6k A
KRG F EREDNAJF 7169 — 3R 5@ & 9L B AADNA T B 89 5 BEDNA 64 5 4 1L 224

7 -

o #E09DNAGE JE 46 AL B9 DNA ° #hAb & 38 B AR 6 4 '] #¢ ~ 4h 82 R4k o B 69DNA
B AR oL SR tm il P e B BE R IRIE P o Bf o (2L R BAL R IR R E A — B G

WEIDNAB AR TR 8o F - Bt e dh o o ded Al - E AR > S Re 5k
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DNAE & A A — B AL RGP ARG E > mLAREIRERYILESR
b LB R - T 0 RARWY S EEDNAR A L FHTB X BHL T ES -

o BB 2 A d)DNA S T IR IE & KRiAp eyt M2 — B R R egibg4 -
AE > GATAEGIE SR EEE A 2 de)DNA > AEDNAR AT § Bk
AL -

T 9 BB B AR BT 3 K 09 o BEDNA B &5 4% 8 B KDNA — 4% 09 4 H 82 - 7]
AELIELZA "HABRTE ) R B  2R I E TR S HDNAZ G A R
DNAPABE TR R » o B2 fe 4T3 — B AR E8E » Bp o dah & B RO DNAZAZ H B A
FIPTidh 69 3R o AFRIR L AR BE o g7 ik B2 A R B2 37 2 B 0O DNA & T 44 £ A1
WA RAEAKXRADRTEGBELTR - LE > DNAS Tyl adh A S BHH M

:;\

AR e L S EE mIEAARARRZR - ALEWaER TR ES LIER
Bl 0 Rk B AR R R A EFRIE 0 12X 2 B DNA F A E A 0 M d A

3

q

MEGSHSHMAEEBELSERYARMZI BRI FRELTE - 2 F 5
DNASY THLHE 0200 G RMEEARE > MR EF R BB REZET R - &
RAEMELRTREFHr TUALRERAZ EARELTLRAILERNTZMY »

kR A M E 0 RFAR LS IR R &4

A B dy o @ EIFAFT RIS TGRSR E R BriEdn T 3 oAk
DNAT & 21k A& e F) ik > S dmMyriad#) & F35 KB A stk g2 - &
FEAMER AR I B R R AR A& A A - B 201298 A 0 EIFikRRAER T —E
YR 0 AR LI R TR R R AR R F] 0 A3k T HA THEDNAS T T
LV HFRAEH—] > WEDETIA > 5 —BRE T TR o A247 2 fE T H A5
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Myriad & B 2 &) Fo & B 7T &) 04 F]k

E F W Lourie’k B AT AT 00 L AAT % B ADNAS T 9454 - PP A il
1hE MR T E BB L #EEMDNA A B &R RDNA - duit & 3 by 45 1
(characteristics) Rk |2 2 1R 64 4 & S H0 B R RPT A £ 692 &R #E AR F 5 Lourie
EERARE ) — B H FA B R E S % 65 DNAJ 7169 5 F(molecules)
MRS c EFIREXF 0 HADNAK —FH L5 T 0 RALEHENE - At
B HRE PR S o d d)DNAF B R R G2 YDNAR A " #8¥ 69 1< ] j(markedly
different ... from molecules thate exist in nature) * H & 7 % iz P 69 DNA % -F(DNA
molecules) & L HLDNA 2 F vA 248 42 & (covalently bonded)4 4 H #t > Myriad
EE R Ay AR MIDNASE T R R A g A R H T LR E » mE—EEE
BILE TR  Lourie’k B £ 589 » SR kR AR A B ey A0 4F - 5= &
WE29F R 0 FAR LA % E26451F 5 #DNAZ 4] 0 d $]2005F © L&A
/& T 400007 2 3F B SR BEDNAAE Bl 69 241 - BP AZAK B W 8920% 5% 5 © #2001
Fo RABHEHGER " EANEERE O Mg T T eSS A R HA
o #DNA %L R A #0537 > MBl@LEA KT EA R LG AR FE 10T
R RBEHIF| CDNAK AL R HEF A > BEEACEZEZRAEBR G MIE

FEIES o

Moorei: B4 F] £ %% B Louriek B #3402 B 12 09DNA T VA & £ A il A ML 69 &

MRk > AR E 0 A > A E EANE(013)
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ES > ek — 3 BIFE 5 S — 8 0 A5 69 DNA Y AL & > cDNA » itk Z AR 4y
DNA $ A1 i 4514 64 ] 28 o g #4°2829% § 41 5 240 5 7B 35 K8 - A BC4925%8 414
F7MEE KA L RFECDNAG MR FF] b R BT ik 38 & LN B R %A
(laws-of-nature)f 7 4 & & A il 441 > R B AR B 4k B & cDNA K7 1~ i 274 B R R
¥ (cDNA sequences do not exist in nature) ° 1& & k4L 3% i Myriad#9 £ F]35 K8 F]
BY iR Z agsefn ROUDNA K & > R AF o BN B RAAREH AR —EL
ZFod 7 #9DNA(isolated DNA)T A ¥ 3% S 41423 > EREALMAEHAE ERA
VA R T 4 04 49 41 (settled expectations of the biotechnology industry) * 3% % 7% FE L
BTkl s AR % R T RODNA R BT & AR F101E 0 R

7 A R A 8 AP o

Bryson8152 3 454 Bl 38 o R Y A HARE B B R BREZ R 40
Ak AL E R T B LB T AR A RipEBik b N EMNER TS
IR > Bl &t AP A2 B A A B Ty B B R % 48 F] 89 (the same, structurally and functionally,
in both the native gene and the isolated . . . gene) 3k > #WH#A K F RE < 2| L] 4%
ek AT A ey R R % B R4 B 3] & 8 (broad claims to genetic material

present a significant obstacle to the next generation of innovation in genetic

% Moore, J., concurring in part and concurring in the judgment

% PATENT LAW — PATENTABLE SUBJECT MATTER — FEDERAL CIRCUIT INVALIDATES
DIAGNOSTIC METHOD CLAIMS AS DRAWN TO “ABSTRACT MENTAL PROCESSES.” —
Association for Molecular Pathology v. U.S. Patent & Trademark Office, 653 F.3d 1329 (Fed. Cir.
2011). HARVARD LAW REVIEW. Vol. 125:658

¥7 Bryson, J., concurring in part and dissenting in part
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medicine — multiplex tests and whole-genome sequencing) ; 3 % ¢t ¥ £ Bk A
ARERLEAFE A @A AZELR A EE ok F kT T ez EMA
BARMRE > B & LA BAR AR A A B €A B A 7 (the PTO lacks
substantive rulemaking authority as to issues such as patentability) - — 18 A 2 1& > 4~
FTREELER - ROFREBARS R A — RERZEPHEMyriad & B 2 3]

PR A 80 R -
F=ZA RBERF AR

2013476 A 13 8 £ B & & ik IR fE R4 HR™ o 8 R T RIGHE 5 FihdEHRD
M F o ZFRFICRARAELE - T RREW | TR A - RS ARIEL
Rk 10 H 2 > M 7 18K 09 P ok f i i sb ok 52 Bp o e SR w9 L B 40 DNA >
F& 3% & Ik %A ¥ 3542 64 (un-patentable Subject Matter) ; {2 Z #DNA(cDNA) (£ %
B A2 % B € A 69 AT S RDNA)T # 15 $ 4] - 3 AMyriad Genetics 2 ] ‘5 ## ¥}
o B R AYBRCAK B R cDNAJEHER S H] » 232 A kAR LGk 7% a #

BRCA1#BRCA2 3k B 45 44 &) s 5% o

AR R LB EFE AT RE AR AT TR EARSERH
P RARARA M AR RN EIRBE  AFER T B aHY
FRFRAL R RRA LR EAERY T RREY 0 A BB ENEAZ

CAERAY | -

88 Association for Molecular Pathology v. Myriad Genetics, Inc., 569 U.S. , 133 S. Ct. 2107, 106
USPQ2d 1972 (2013)
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K % kRS 0 Myriad T 25 B4 1 & X NBRCA1#»BRCA2#9 4% & fn - 5] > e
ey B A R A BT —RRFALENDNAR & > it B RAZE
o T BRI B AN o BTk G B R A A o Myriad 3t 2 A A1 SR B BALAT
BRCAIRBRCA2K W Z &3 o B LRt » R EMERE B EFEAFS
LA EAE T MELRE PO RETT H G EREOKRE > MidZ Lk
F 6945 B 3t & EMyriad#F 5 mk s T 18 B 2] R % 098X 7 ik - Myriad * X4 E &
FIHE A AR AT AR IO TREE T 1oy 3t F 45 F R A LB R mhiTa o

ARG IRAF © 4ot > Myriadst % Bl 7 258 RIREBRCARI R 0942 &

s BB AE A A R AR B R R ATAT A K o SRR % ARy
7 04 IR ZL P £ 2 69 JE R RS O T A TR AU > B BA# 512 49 DNA (cDNA) & 47 ©

T A B AR ST VA R A B B 586G 77 oE w BT A4

FlirEZH5HEREE EZFHB A "Myriad 32 AFHEH —@AFHeLE > 5§
REERI—BERZAHARAGEAR BARTBLTERL-BRAGEBEGER -

Au ot XA my>dztBLE—EEAGBAEHE > KmHk
Myriad#y S F] 8 3% © 201356 A 138 » &k Rik B U Kl « ZiBHH e &
FH kD a AL R R R AL W 2E S 3% T MyriadiZ A A 4EAT R G o
BN CERT —EEEAA M AR (253085 B g L8 B ey k40
SERREFEENAITSL - RBRAHNSHADNARZ  RE AR T " 58k
BRI ARE T AREY 0 AR RFRT A -

Flik — A B KD P &S WA g R ILIE R BRI f B R HHE
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Keog ik kT Y o mMyriadiz B R AR 0 ZA AR —t o %
Flo MBSERAX  FE L REFHE S 24 0 BRCAZ R 241542015
SRR E I N A FAH i h — BT 0925 4 FU9E R R B JE 09 R R A e

B X ARFF ©

Wy AR T AEA B AR B e AT S A FAPTR AL B 69 320% 2
ZRARE B AR HARERRAEE XOBELR SR - Bz B R A5
DRI B REWFIAERT ML T LRI A KRG Ak ER
Bl S FvFSH B8R EF a8 F5k (0 Rinshf) Bk -

W >~ AR R A R SRR GO T FR

A

F=d &

1948 4F > £ Bl & ik ek B ik M o485 45 T 51N B & & M (the work of nature)

’

KA B RHE (the laws of nature) Bk 8y 7 AR RA M A - SR EEM G &

WA T « AR FA T A L A REY  PTA TR T LA LS & — T80

(

BLA RIER - BHRBIBMARMBHEE > X TINHELRIME LR TR

FIHE o

8ol il K Fo ik B T TR R B 69 A& B BT % B (Broad Institute) 89 B & 3035 %, BEfgRAIIE S T RS
RO A A A 0 B AR R A B e iR EBHA

NFi o REXNAARERMNATR TR BRI AT RGBT EFO L2 A -
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BB IER R F AR U R A R AR BRARZEE LGP L
Fo BEREE w2 FER e MAMARL AR E RN L
A LA P Fh o R AR A B oy R A A G IR 4E > ARUSPTO— B 1A Sk 84
HURMCRAR R A ® o B HA AR E MR A AE L ERGBE -

REAZHIGEHEROCRTEARARE I A AE E LR ER ARSEBER
MHF o &R o FTEANRK T RAEE > T RIESFEAZMEZ AR
ANEA G BPHIRZ AR - BRAERTR TR F A TR B - 2
KB RA K FTHEGEFRM)VE RSO F AR 2HR(EREF) > @A EJE
Myriad EPTATAZ F3k o FREAEZ AR > RIS SR 3 Rk o 2
Mgtk g & 0 BB 8 A Lk Tm WTO/TRIPs 1y & 5 3144 R A€ 58 H1 42 4
Z M —do KRB EA KBTI F 2R S 1 2 A48 B H T A& BAE K4 2 BRCA
12K BA - BRETHRS T HEHBHAEGH & B FAX A9 E1PAR2

BZHE 0 Rl B AR R A2 A FBRCA 1225 % -

gk X oA > lyMyriad B4R & R B A2 A 3356 0 RA1EF 0 1380 > 201344 -
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FEEF BB MR AGHE RS EH

F—f BREBROBEER

BE AMyriad £ 54 7 R B £ A &340 & A RIE LA AL B Myriadey 7R £

FHRATHEEBE AL L 10MEPT R 00 LA 4 - R FETRIaH - SLAR
RA T K T2 E IDNAE R T 24164 > Bk 4838 5 #f A R Abuy F B R R
Ko de RAFSR T P4E T (intron) by 3k B L 7T AAFE4F £ 4189 0 & BP AmRNA i %

Sk A% 09 cDNAAT #T VA S 1% 2 4] o

MyriadP7 % 3| $L 8, 04 £ 10k 2 &4 AR e DNA £ 4] &4 ¥ 3] F(single primers)>

5] F 41 &(sets of primers) * &4 5] o L tbtg 4% 449 £ 45 (kits that include primers

*

&

and instructions) » Z 3 KA L G HES LA @AM > #REBRE LT LcDNAR

H FIDNA AR 5 5 5 ik 2 08 i 5 e VA SR AR o

FER S ERAE S AR~ AL > 2013457 A > Myriad#| F H 472 A 4k B3k ol 1k

TR A A 0 N s KR 0 AR R 4 ah £ BLE 0N M 7k B2 (Utah District

24201443 A » USPTO4H# A & i 8l (Laws of Nature) ~ B K3, % (Nature Phenomena) /A & B & &
#(Product of Nature)M 7 7 5 #7 89 % #]45 5] (Guidance For Determining Subject Matter Eligibility
Of Claims Reciting Or Involving Laws of Nature, Natural Phenomena, & Natural Products) ° & 7
Myriad £ 4h LR 54 7 =385 &% 8 89 #] 5k € & Mayo % ~ Collaborative Services v. Prometheus
Laboratories, Inc., 566 U.S. _, 132 S. Ct. 1289, 101 USPQ2d 1961 (2012) Diamond v. Chakrabarty,
447 U.S. 303 (1980) ~ Funk Brothers Seed Co. v. Kalo Inoculant Co., 333 U.S. 127, 131 (1948)
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Court) Bl vy 1¢I5 B 4 iR 09 8 st F # F e AR M F A R - /A Luldk &
NEAFTAEE CHE - BRANAEARBRETL LA LA -

4% % 69 Gene By Gene Ltd. £ %& & % £ & i Myriad Genetics#] k89 Bl — X > Bpi&
i 5\ & Dnatraits % 4 € #§ * R %995 % 74> 3 7T #2 $tBRCA1#72BRCA2 & B ) X -

6.3 2 R Bi Ao BRCA 1w BRCA2 K I 894 I B 7 5 FIRAF " « apie b 0 d
Ambry Genetics™ * Counsyl” ~ GeneDx * Invitae ~ LabCorp * Pathway Genomics A

A Quest Laboratories °
ARWMRECLFT ¢

«  University of Utah Research Foundation(J8# X 22 #f Rk && K %) L 4 £

T Mo K P 2% S50l A PR ] 0y JE B ) A

«  Trustees of the University of Pennsylvania(® ¢ xR K2R E€) LAFK $

RS RSP R SLey TR A AL

PR B R R A FRAAL 0 JEB 40 8k ¥ Myriad Genetics¥f &4 % Gene By Gene » #H3% & ¥

FEIME 201357 A

% University of Utah Research Foundation, et al., v. Ambry Genetics Corporation, United States
District for the District of Utah, Case No. 2:13-cv-00640-RJS.

% Counsyl Inc. v. The University of Utah Research Foundation, et al., case number 2:14-cv-00150
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HSC Research and Development Limited Partnership (HSCHF 7 Fn 2 & A FR &

FBoxa)) o L AZEMA e & K% K& 4 69K BA%% 2 3] (limited partnership)

Endorecherche Inc.3E 7 e & K Abdb %24 694 R4 3] 5 Myriad Genetics &

LaboratoriesInc. (Myriad) > L & 32 M7 £ B &3z K o PR 8] 5

w A A M R A ERA AT UM

£ B %5,654,155%5 %4 > %4524 " Consensus sequence of the human BRCA1
gene | (£ A A 7] 09 ABEBRCAIA ) > £ A L Murphy ¥ % 15 > W3R 5
08/598,591 > fE A B H1997F8ASH o A 4B LA » L 3@ L4 278 - RO

%R R 6y S AHEA L ONCORMED, INC. » B 77 &4 3 £ Myriad Genetics °

- £ B %6,033,8575% &4 © &A% T Chromosome 13-linked breast cancer
susceptibility gene | (13358 3 & 784k 09 FLAEE 5 B A B) > 59 A & Tavtigian¥F %
0 W3 9% 409/044,946 » 5 A B 42000F3 A 78 o kA A RAE - L F4EL
L8 o AE AR R 6y A A & Myriad Genetics > B AT 4% 38 £ % 16, K 2 oF

REETRE -

2B %5,753,441%8 4] » % 4% & " 170-linked breast and ovarian cancer
susceptibility gene ;(170%% FUMEI F 5P £ 5 B A H) 0 4580 A & Skolnick % % 4% >
W IE 9% £08/488,011 0 A B L1998F5A 198 - £ A3TMEEAE > L 4B LIH

S AMFRAEAEA LR B LGRS -
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£ B % 5,709,999 5% & #| » & #% & [ Linked breast and ovarian cancer
susceptibility gene | (¥ 45 69 FUIESE Fo 57 98 5 B B) » 4580 A % Shattuck-Eidens
% %45 P 3E5E A08/483,553 0 FE A A A 199841 A208 o XA 35/E A58 > L F
118 & 25 5278 o A AF R AR Aoy £ A4 A 4 SHATTUCK-EIDENS, DONNA M. °

EENRIT ER R L T

2B %6,951,72158 % 4] > £4§ 24 " Method for determining the haplotype of a
human BRCAI gene ; (AA#EE — AR BERZABRCAIARE F k) #HAAS
Murphy * ¥ %% %09/923,327 » # /£ B %2005F10 A48 - A 198 %48 -
A48 5B A o AR FIR A 89 R A4 A A GENE LOGIC ACQUISITION

CORP. > B AT &.#%#% £ Myriad Genetics °

£ B %7,250,497%% &4 > %4524 " Large deletions in human BRCA1 gene and
use thereof | (AREBRCAIA R ey KA 4 R & H A& H) > £ A A & Scholl¥F %45 » &
#38410/457,839 f£ /£ B &7831A2007 2 A2018 & A28 > L4 118455 L8
AR AR Aoy & H A &SCHOLL, THOMAS ~ HENDRICKSON, BRANT C. ~

WARD, BENJAMINPRUSS, DMITRY * B a7 &4% % £ Myriad Genetics °

- EB%5,750,4005% &4 &A% 24" Coding sequences of the human BRCA1 gene |
(%75 7|9 ABEBRCALJE ) » 8 A &Murphy % % 45 0 % 3558 %08/798,691 »
AR B1998F5A 128  AAYEEAIE > L PSMEAEE LA - RMEEHR A

F A A LHONCORMED, INC. * B aT &% 2% £ Myriad Genetics °

£ B %5,837,492%% % 4] » & 4% % " Chromosome 13-linked breast cancer
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susceptibility gene ; (1358 3 & 28 4235 09 SUMRIE 5 B A B » 29 A & Tavtigian*F %
0 W5 £08/639,501 ¢ o B A1998411 A 178 « 4308 £4178 » 3
1B 578 s R o AAF R AR Aoy LM A AMyriad Genetics * B A7 &4 48 2§ b X

BHREEETRE -

2B %5,747,282%5 £ 4] » &A% % " 17Q-linked breast and ovarian cancer
susceptibility gene ;(17Qk FUME & Fo 9p 8% 5 B A R > 4580 A % Skolnick % % 4% »
W 33K %4 08/483,554 0 FE A B H19984F5AS5H o AA20MEEAE > L FelB A L
B ARG AL BLRETFRE LGRS -

Myriad 220137 B > 163 & B8 1 1] 35 7 3b B A2 3 4% 5 Ambry A7 42 4% 64 $L7% 5 &%
B A RAAZ B 5 08 AR > 3 0% R AR SR & AR 50 Ambry 2 T 35 E
FRALARFF © T & Myriad 78 A2 35 ¥ 5 by B4 HE o B IR By ik TR 3R 72 A PR AR AR
R — B R AT R AR AY AP R —BRA RGN RS ER AR
WEE > Myriad R L ABRCA12K B LRz A A& agH B B EEM > BiE
IR ERE S TR B KR A 2000 A 83 WA H Lty A6 5 -
Myriad A kb3 /o & F] £ 554k & PT R 4t 69 BRCA1F2 BRCA2 2 F A2, - &3 88k

Wi FsBRCA 1o BRCA2 4 B 64 0 & A 47 % 5 4 B M S RAS » 1 542 B 2 4] o

201443 A 10 B » 2 B 4000 B R H IR % B B € BBl Myriad 5 R 25 2B 43
Myriad$# 42 L3 > i £ BB AR ESFARA2014F12A 178k Flk > 322
Myriad#4 5,753, 441~ 5,747,282 #25,837,49235% & 4| Bl i & R R & M1 VA A4 4

F FASME
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AT i) k0 SEMyriadi& @474 AR A R M L3508 & A e 4E A B L
#% # > T Myriad 2 Ambry ] F-33 © 54820152 A JE A W ¥ e R0 © R 15 4%
B B T A A Myriad 69 R T 0 HA20155F 47 P 4 J g 40 5270 > b B i m &
FlFRFZ I E 4B o MMyriad THEA X 4] > #20144F8 A #¢ TR 4b I 44
B AT LR HE - A RARE T 05 XA TR @& AR KR

WREA > Ehm o MR THEETRMA LSS

F = F,HyEER4SIntron ° £ B & S kK A Introntk
BHEARRR NGB E a5 I I

WwRIAXE —FN4E Intont) G LB AMAZHERREEZANDHHRLLTER
DNAF- 7] 6y #4582 » Bk > 2K R F 710 BB HE L0 0 1 F Zintrondy &
B A7) R F A o K& EEARALS & A IntrontE & A ET R B A7) 2 & & R K
AEegiZaE > Rin > BATC 40 H AL A & R4 F Intron > AEikeg ik 53
% 7k e 9 AR HE S S T S8 A o 8% £ if§ R B & (Thrombomodulin) & — 42 & B4 fn & N
Kamfa ik dmeymE R g L E RO S Mt ik At R RE o B iR B F TR
AN R s AR AR ade e RS HIR R BRI R PG IR

Lk fmpe s PR ALARRE ~ A E fa R~ BRI R dm e ~ GBI da i BE TG fem i AL AR A
TM& R » 8 RIEEEEH & 0 BR800 o0 A £ ARG SN ey e M bm i, ~ o0

% 201542 A ° Ambry Genetics 2 % 3 2 Myriad i 2| Fn fif ©
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7

mEEE ARG L RERBISHRIER > Kookt BRR

nn\

DB EER > AMZZAGHEZLAART 2 A Intront) - ZZxEGZHKAEA
R 21301987 Ak 58, » BB R E R A2 2 %8 Fl (Proceedings of the National
Academy of Sciences of the United States of America, PNAS) * # B % Human
thrombomodulin gene is intron depleted: nucleic acid sequences of the cDNA and
gene predict protein structure and suggest sites of regulatory control ** * i 72 A B2 44

SR ET o LA KRR - HTRIBE  EAROBENNIIERRE RS A
Intron® ° o 'H PGB B K 4R AR 0 BB NAL S R B R RATPREM IR > 24

CE TR R - A AR R R Y - 2 RBE R KR R

U

£
v i HAERAF AR ERG TR AT S A Intront R B FAIKRAT » KRk
SR PR T AE L0y I BT AZ R G R A & 1B B P o

T RME Sk HEFEBERBREAEIN 0 BRI REE LR 0 20035 o

% Jackman RW, Beeler DL, Fritze L, Soff G, Rosenberg RD. Human thrombomodulin gene is intron

depleted: nucleic acid sequences of the cDNA and gene predict protein structure and suggest sites of
regulatory control. Proc Natl Acad Sci U S A. 1987 Sep;84(18):6425-9.

% Tom Strachan and Andrew Read, Human Molecular Genetics (4th Edition, 2010).

100 487 2 A% 0 3% B R B B N R 42 B8 Ak B A B 04 AR Mk R &4 A% M Leber KALAY 48 5 %
(LHON) ~ %3 4% 82 % 5 A Bf FLBR o JE & 38 P RS 4E(MELAS)% >

http://gene.hpa.gov.tw/index.php?mo=CasebPaper&action=paperl show&sn=17(Last visited on
2016/02/24)
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% =8 USPTO¥ iz E& A8 Ml Hflg o B H|E £ 7 ¢t

17904 £ B % — 3R R AUE R B 33647 0 & B RA AT SR vEAR M
AEBPETEHILE IR EAE > RIS6FMAMAEREREL  GABME L E
MABEEEETIH > AR HELRESL - AR LA HES (USPTO)
AIF£1980 XA > BB A R A M 4] - L AE2001 FaAHag "B R MR
#4551 ,(Utility Examination Guidelines) ¥ > 3.4 A8 £ #DNA S 4/LDNA 4
T YTRT A > BHZEDNA 4 TOHRA » FEH A EH4F > LTR
FERA BELEBARSER > KA RO HARLIREZ $H @AM EAE - 1
BETHRIFER » KRS ARDBAARER G EHEDNA 5T LF EH @B - @

A BB PTIET Y > Bl R B A EARME 25 B A 2102

#MyriadE 2 Fl k& R K24 TUSPTOM A E A8 Ml H s ed B R 5 4, B it
USPTO 2 % & % [ #H M Myriad £ ¥ Je th R 09 % RBPE £ — 54" > g

HEFEERIMELEM T EENIET] > L ET:

1% United States Patent and Trademark Office Utility Examination Guidelines, 66 Fed. Reg. 1092,
1093 (Jan. 5, 2001).

12 Eileen M. Kane, Patenting Genes and Genetic Methods: What's at Stake?, 6 J. BUS. & TECH.

L. 1, 8(2010).

19 vSupreme Court Decision in Association for Molecular Pathology v. Myriad Genetics, Inc.", from

Andrew H. Hirshfeld, Deputy Commissoner For Patent Examination Policy
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| ZEBEABRARHE LA RS ATy ARGBLEZIBRERXLL EWAEY

FREOALHFESEBE ZHEFI0MEIE S A BAAAZ 0 RAZHR o

255 RALAEN R EAIE A R BT EAZIHEIncDNAR B ARG ENBHERAF 7 T

WG Z BB (P ANk G R 5 7]) > Bln L A @A -

3HEWMFRABAOE S RARGAIBRY ZEFRATR LA LA @KL
F3h 0 BRI RA 09 E B R E-MPEP2106 % 8 (R AIAZ e BAA M) U R BT E
2 [}

2)

USPTO % #4Myriad & vA BMayo% » 201443 A4 B B R B — &' T HEr
MR B REN-BRREAAREMZF LA P FROERMEE RG]
(Guidance For Determining Subject Matter Eligibility Of Claims Reciting Or
Involving Laws of Nature, Natural Phenomena, & Natural Products) » 3 BX AT i =
WEH AN EELBHEFRALSHARGELEHBAEWNTF (significant
difference)mn & #EA&1Z 0y > I R AFKAGRF RO RGFLEZ LY > S MyriadE

W3 RIA— 1k IE & EARAR Y

1% Manual of Patent Examining Procedure (MPEP) 2106 Patent Subject Matter Eligibility, latest
revision August 2012, http://www.uspto.gov/web/offices/pac/mpep/s2106.html (Last visited on
2016/01/15)

1952014 Procedure For Subject Matter Eligibility Analysis Of Claims Reciting Or Involving Laws
OfNature/Natural Principles, Natural Phenomena, And/Or Natural Products", from Andrew H.
Hirshfeld, Deputy Commissoner For Patent Examination Policy,

http://www.uspto.gov/patents/law/exam/myriad-mayo_guidance.pdf (Last visited on 2016/01/15)
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v

‘ns

K6 A A AR |

FHR R IR 0 #EBMyriad 4K %

B 5-1 USPTO%H & 45 5] #| 7 & A A& M A A2

] A 1
MR R R T A Kk A A Pnﬁ#"f?l
RIS ME - LS K2

9482
M KSR T A MG S Bk R 4 27
TR S L dE ¢ M A
ARREABRARAL

BRER/ANREE
*EHAEAMGE T R RS
o] fit. & » 6
(58) v :
A3
Mk ks
FEB|SZ R ?

(FE 45 A &3 A Lt ik 5E ) 4))

MPEP2106(11) 247 4% 3 £ A = £ 4]
:‘M&At .

& E A &icak AT #K.‘% ,q

. {{ |

v -
SRS E AT - RA
F10MGFH I K )
4@ 5 BEDNAZ S A HASME | K XL (2016)
FZHE B4R G| B P SEAR Y @AM AR T I H3E R AR
Al ZYFIABERALE A REE EAE
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BRB IO e RERZRE TN FRARAEZBEEHEE 101 T A4

B B R R R 0 B 4 A AT 2 o
FIRE2: +%+F KIBL & A Sl % B — B L2 % 4] 4 (judicial exceptions)? 4o
RAERAE RN ZF KA L RF AR > PR B ERAR TN

TR RAAEATEE S » Rl 87 AT RIS © 45 5] 2w RATHZ P AR 2R
FRAF B A B RRRZACES W (Redn L& ~ BBl ~ g ~ BidATAY - B
FF) RYCeARR Y AARKRR) - A RFEAZILBREBIEY ~ Bt
A RMHCGeE L T 23R BB - AR (et R S mp ) -
G H BRI AR B RIEERZWE » 0 SR P A3 F AT 547 oA H] B B

REHBAREY -

FIRE3: %% KA M = 2 6 A A #8 ¥ 1 B (significantly different) 7 3% ik &
Bl oh 2 2253 KA st S S JRIEIRIA o9 F B IS % - MPEP2106% £n41

BB 0 PR b 0 BRAE R B TR KR "R R Ak

ERIBF AT oM TRELRR ) FIRE12ER T FHat A E R
FEETFRNABR R F 7 R A @AM Z B TEERZERR)ESHE  AHE T
R AR Gy A A AV RIS KA T LS W RARN 0 R FAAHE T
BE R AIA A AR AZH KA R R - LS — AR TR RA—EF kA

M MBFE-RIOMELFERFBHA AT - AMEE BRI FRALY]
2B A AT B Fa)fig):
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a) A ek KRS F A B R AW M 2 E A A A KRG E DA
B ERE TR KA AW -

DA R AKAM T L O REWZ LY BELH EBFBEETRNE REE
A e

NEEAGER BRI T R AMGE G BT LS4 ERR Bt RAE y SRR ELY
ARGEHBHZRAE L EHR EZBELRR  AAHEE Ta2feETe) 48
B B - R R A A AN 0 B L3 A E R T 0 S KA

Bt o

UF BT LR T SEIT R e T A KA P SR B RGEBE T FIA A
RAEEHZ LY AFRABEEREL > FleBHIBH KA RRREIRFZ
oot mA IR RN R 0 Mk A A HASIRY o K B
Al A A EATDNAS R 5] T3 (EA 520130 581 5% — 3] T B - 7103
B2 H 5 F) THAGE AP AR  RAeBH ERALEFEER
Rl A RAEAEE > B35 FTHZ B A RHRHDNATRAE - Bp i T 93t
EARMER I BPTH 5] T8 S i A BE R RN A R

3E 2 B AV HHAZ 100

16 364k 0 4 £ BMyriad B3R 3T 4& 5 8DNAX S A @464 > & Z ot A4 A I > 1893 » 201449
}:] °
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P AREMWEN-BEFENEZHIE

A19484F > £ B &k ek B A o448 " 51N B & & M (the work of nature)
KT B RHHE (the laws of nature) B4k b9 77 X R A RF M A - SELBAEMH & -
WA T AT EMA T AL L B REY T A TR T AL E & — 158
BB REA]  HR BN S BMTE R RP TR ELF AR T RZLTH

HIHE -

B 2R & ¥ (Product of nature)ik B & o £ B ik & AR RB R AL L AR KE £
mEME R YR A > ZabAF B R E 4 6940 H (substances) * 3L % (phenomena) YA & i

A2 (processes) ¥ 3# & #| o

1948 4 8 Funk Bros Seed Co. v. Kalo Inoculant Co— £ ¥ » % B & %% k2 Al & K #
ARG T AT R AMREFE I EAET T A A R G R LT RRBAT
SR ERRE  BABERLA G RREBRAZA FRREHF XIE4E - 3
T B REW RN S R A R AR E R AR EAE P A A AR
g Mk KAE RN T AT R A e 0RE > R 5 F AR 09 ik oL
$EE > Rk RAIR T RERZAEL T GBI P ARAENER > BREMT
P A o A A RE A WY R RIIBAE A DR AT Rt

F oy 75 XM H LB AEF] o

7 My R AR 0 AR #¢ Charkarbarty 3 K B R4 MM BEF  HEMAMB RS NE

BB R 0 TR R AR o
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BRTAREMAZNTE  REES "HER, o THER ) QBERT » b L3
H e A% TS LA RHAR S A T s — 2 o s AR
1952 F 2 A5 iR B AT T 10345 23738 » 23y A d K 7100 JE AT 5 JnME A

R RENEN AR Loy 3 0 Rinn R KA FES 5] — &R sE B A -

Myriad— £ ¥ » & & &R H A 58 FAcDNAL R ADNAZEAL R &4 Loy 7R R 0 45t
W ECDNA % %80 3t Bt S A A - Rk BEDNAS & » 3K g ik R4 X A
LR AR Y AL EBATH I > A BAEDNARA e M AB R RO ER T2 —
B SBEEARETELAEE - Rin > B MR LM RE > cDNAE F#EDNA
ML s 3 B ARDNAT R 5 A 1 f6 A 2& » cDNA L B #:DNA M 1E % i 1%

a e

WA RERA TBETRE ) WA A LSRR R AR R RN
AR5 ) 0 A B AT 3 > B i AP 4 X AR SR B (T AR AT IO B > SRR A

IRE Moy P BT 7 XA BA e e ] e

FEEIh > »EDNALIEA KA BRCAAREAL T AM T B24ERALY
FAFM o MIEA M HIE AL RE AR AL ey EZE AR LA R

Bl &AL AR M0 IL 2 o »EEDNAM T AR AN L5 F&H > mIELDNA

082230 & R R BB ) Bo “B” M1 BN ok ERETHEAA T ZARAGHX T FH
MAE R T |A ML rﬂ’é%[ﬁﬁ'ﬁx’?% o ATIR T r’é%E‘HJ hizA r%ﬁiﬂJ WEH RS
sp 2 EtEHE > O > 2013412 A
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FF e #EDNAS S HBAR NG AR AFER £ £ 2ABLHF ZA @484

n*\

e

TAHREBRTOAEERZ I FARALES THER(ESTR)EZEELL
E R A ZIEAZ o

AXRL BRAEMBALAEMZEINBEZMEPEE LY EL HIEHEX
ME ERE o dREF T WS eAZ Mt A R A WML B B LR TR S B B
AANLHE - gMLBEH AR LBHMN  BRZIAL B RART BEED

& o

AKRZEM T > 3k A Diamond v. Chakrabarty — % ¥ A gh st & & & B A #8
ERRE e H XL FIE > R REHE L% SRESFFEZHERF A
FMB AT 6 AR BRAIPIBA L FIET R R R "EA WHEAHE Lo

SR 6 VT 3] I — BUE AR

R RARERER > RS Ele A REEAIMATE RO RGEKRETRH - &
EEES VRN ES TN ARENBERAEASLENIEDNATGE > AT
RTINS B IR T e eyl R ¥ 2R H ek L2 R EAWAR
REWER - B ETOAME L R A ASEH RS KA - diddy
RR A B R FIET R B R B S A R AR A TR A R
WHEE R MR RAREGRE  FFET M BE EARAEY B EAFER

%" Guyan Liang, Molecules or Carriers of Biological Information: A Chemist’s Perspective on the

Patentability of Isolated Genes, 22 ALB. L.J. SCI. & TECH. 133 (2012)
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VA3 R ] AU HE 04 S5 8 B % 7 R IR0 S sk L by B R se il 0 R R A B
By FEEE o T SRR R AR R E TR LA BB EEA » LR

1R R A RN A 32 ] 110 .

mREEER S —AEAN Fh AR TR RE R ABRE TSRS

DA R PR AR By [ R SRR ML LA A o

KREZHILFRRs e AR T 2 AL BB FAL N BN EEZH
& RARBAEMGZ T EIEBEN T F  BRAATEAM - @B g EE R
Rd 0 ARHET OH LA RR AZTRE S M A5 B HT IR T SR AR
W RRARE A TRLN G PHE—FRAZTRME  LEEMAALT

FAm &L > AR - sk A RIKR] 0 A AL

e B YR > Myriad oA FI AL 3k o AARM L MMM S F R IR TR &

AR % BIIR = ik TR0 SRR > i o = ik TR B2 T & o & ik e 0 SL AR o

U0 sk m R 0 R e T A A —# Myraid Z 342 0 ¥ BUEE 0 18181 > 201242 A

WU dgtag % > et A 0% > 20114 AI136

N2 A rd AAFARRRZ EAURERM HE - ARFTEERHAR SAMH N EHLEZ Y
> 201 IR B R LR R B ST > 20124F

o

'3 Cancer Voice Austl. V. Myriad Genetics, Inc. 2013 FCA 65 (Austl.).
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Fafh AREHZARFEE

2011F9A 168 » 2B MK R E T B €@ 8y £ B 4 9 7% (Leahy-Smith America
Invents Act, AIA)''* > ik %27 R R EZB LA HZBHRA T W@ &0 HEH &R
HAF R (1) S B e AR E AR BRERA P E Q) M
EEZE AR E SR RAHAZBTE; 3) A LBIAE AL RkR 254
BHRERZIBE D ARG AR AT E MR RE LR Bl 2%

.
o m A AR E CLEKIFREIH— RTINS BREFRELED -

20104F4 7 » A& @ EBHABA R R EXA MR ERS  EEAEE
BREBEORE RS L LT ERERA I EHARLHN R BA A LR
Al Z %5 % (Gene Patents and Licensing Practices and Their Impact on Patient Access
to Genetic Tests) ; ''®» H & iR45 & B AR 48 BAEA] B & T 003 HE B A 645 - & &

PR % B R A E AR R R e B AGR Hlr AR RS KB TR 2

"4 Leahy-Smith America Invents Act of 2011, PUBLIC LAW 11229, 125 Stat. 284 (2011)

'3 U.S. Patent & Trademark Office, AIA Studies and Reports—Genetic Testing,
http://www.uspto.gov/aia_implementation/aia_studies_reports.jsp#heading-3 (Last visited on

2015/12/1)

16" Gene Patents and Licensing Practices and Their Impact on Patient Access to Genetic Tests,

http://osp.od.nih.gov/sites/default/files/SACGHS patents_report 2010.pdf (Last visited on 2015/12/1)

" Z RS B de RAE AT AP AR R ITF RSB 3 0 K B AR R IR B R A
FL P RABER A R NG EARR AR B B B R G m B RIE A - mBEeAE A b &3
H A E B F kRS IR B F & e AR 3K B AR R IR

&5



A3 0 AR B AR AR IR A B R R B R R R A R TA RS 106 R P A

119

o

RS — 7 & WHHHIE B RBE L FARR LA R LG L% E
T3y R B AR AL R AR B B R R AT H A B R
FOMERAR LA RREME T BB R FE R T AE LA HN A E £
BR BTG LG eR Lok -

Ao a0 AR 2R A ERE E ok @ R A @IRE 0 RE R R AT
fEen  ERwt o 4 L R R ER R

Wom B G A ERE > $E30 %  Myriad 2 8 A A A 0 Eobm B aE
ZMyriad 2 &M RIE Bk BB HAERAB B BB BT H &L 0 ET R

W BB A R BRI BE - P50 Hd AP

U8 mdp Ak o B BAEDNA K B R4 0 & & & % F1 3 (patent thicket) ° M Pl il
(multiplex test) ~ 4~ H 5 & (whole-genome sequencing) 3 3 #5 5 & 2 2| IR 4] o

W & kk st > ARBHRAEAEGHNALIA—ARKRD -~ s hBm AR LR 2
PR A A R > R R B S A Fr sy Bt A M 0 H130 0 20109 -

120 Jacob D. Moore, The Forgotten victim in Human Gene Patenting Debate: Pharmaceutical

Companies, 63 Fla. L. Rev. 1277, 1305-1306 (2011).

12U Rm o pit £ B B AEDNA R AR 0 A M 3R A BUR B AR AR E AT 28
201243 A
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Myriad 23 FABE Em & TRA G P TR AN > SEAAZFAAMEE S

Z BR R A BB BB EFRTHELKR

Myriad 2 8) Z. 8 ¥ Rus B A 4Frk 0 LIEL G M T L8 287 2 S > &
A RZ BB - Myriad% FRELENKLEEARTEETRET ZRENKETRT
1% AEIRAL IR T A0 A4S A B KA & 0 M T AR IR A LA R BEM RN IR A o Wy AR A A
P T 0 RESREMNKREE R T REMLSF - &% £ B4 Myriad

N E] B TIRAEBRCAL/2 2 B #m) fig ' o

MR IR % ik R A£2012 FAFMyriad R @ B AR EIik R 0§ R REH A
£ A H FTEZ Mayo R HIk > Mayo % H| k@42 MMyriad R #EH 48 F M
T Bl R &iE o EMayo ¥ 0 AREIR A AR RSB F A RS RA LA
MELIEAS X R R B A BE R FZF LA CHARB R A BER
EAAmBE  Flidy > EMyriadR ¥ 0 FRBA LA A FgH ARG AR
KB ER B BRI R ke s aap g™ -

A4 REBRAHBRAREA ERBEN  mBREZBERBEHENREEZ

122 #3422 > iy AMP v. Myriad Genetics, Inc. £3%& B £ A2 @40 v B0t 2303 0 312014
F12 4

' Miri Yoon, Gene Patenting Debate: Meaning of Myriad Case, 9 J. Marshall Rev. Intell. Prop. L.
953 (2010)

124 &6 52 5 Supra note 105, at B 32
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MAMRBALETERGE - A b L 22 EAMEH &H 0 LA2013F8%
BRCA1/2# 844 43 3| 1E v 45 R w2 FE 3 R FUIR a0 8 2015 F 4414 T 57 %
B MPTAH O9AHERAIE R AREZE A A EHREGR B G LR
WAEBEABREA N S F X BRA R A B8R0 AR -

HEAFAERAE —E RN TR TR LR FHLER B TH GE5]
RIFTREAFEHLYG T X R ETAERAE S — KRB CAT HEE > Bk
s BT AR R LA A8 F 7 KR BN RAG ~ SRR HE R %

12> Angelina Jolie Pitt: Diary of a Surgery, New York Times,
http://www.nytimes.com/2015/03/24/opinion/angelina-jolie-pitt-diary-of-a-surgery.html?smid=fb-nyti
mes&smtyp=cur&bicmp=AD&bicmlukp=WT.mc_id&bicmst=1409232722000&bicmet=14197735220
00&_r=0 (Last visited on 2015/12/2)

POk AR A TR — B R R A 2R 0 3 B Bl — 6 R B I B BE ey
A A LR —CRAHFI TR ERIE T A B Emg/dliey £ % Bk
FATRAAF T BB o) 5 R AR R > KR 2 TR Z M - | AR KIS BITmELEF
http://www.skh.org.tw/blood/test.html (Fx#& % % B : 201512 A2 8)

1272010 4 # B 4 & A2 3£ R 3R (Department of Health and Public Service) & 4+# 3 B £ 41:%
HL A A8 BARA S0 Br 2 A R R R TR R SR AR SR A R B 4 B e M4 K B AR R R,
ZBr 2 A8 AT &0 3 A8 % R 4142 F F4£ - See generally, DEP’T OF HEALTH & HUMAN SERVS.,

REP. OF THE SEC’Y ADVISORY COMM. ONGENETICS, HEALTH & SOC’Y, GENE PATENTS
AND LICENSING PRACTICES AND THEIR IMPACT ONPATIENT ACCESS TO GENETIC
TESTS 94 (2010) (discussing how gene patents have limitedpatient access to genetic testing).

28 Arti Rai, Diagnostic Patents at the Supreme Court, 18 MARQ. INTELL. PROP. L. REV. 1, 3
(2014).
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F oy R R TR B BRI o KRR AR T R FRGREENS  ER
A S0 B G RS E A B am e st s o

Myriad & #7552 7% R Lok A 3T R Kok > Rin A ARy K A4k - £ RH»
Myriad#) 53 & 2 REHLE - MR E > KXGRAR T cDNAS T H#1F £ A4 #
Z b > FDA4$ 32T Myriad PT B 48 X AR BIE & 50 Rz a0 R B B Al > b2 =%
JR B o Myriad £ 2 | ik 4 R K hg s % T USPTO B # 42 B A8 B A fig vl % & 75 4t »

A% AR B R B R R R o

Fx% RERAE L% LR B K

% — & Myriad8 8 X BEHR R

% F ERA o) LR AR T & B R0 BT 89 Myriad 2 3] B R AP T 4w KRBT A

oy — %+ 5L > MyriadE£2013F6 A 138 54 » REHLBE SERRN > r kB

129 B AT3282
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EHHELEL GATA MBI R AFF6A308 » B E2014F2
BRI AR HEMyriad K 5 & A g o) — FZ B ERR o R MMyriad
F£2012 52013 ~ 2014520 5 31 i£4.96 ~ 6.13 ~ 77848 £ 70 » 2l ik & & £23.36

23.62 ~ 26.92% » IR BP 3% 4 8] £ & 2 BRCA B #: DNA £ A 4% 2 0 5 8 = £ R &

26.92% °
% 6-1 MyriadZ ¥ 5 ff BA 48 &

B @B EL
FY 2014 FY 2013 FY 2012 FY 2011 FY 2010
2014-06-30|  2013-06-30]  2012-06-30|  2011-06-30]  2010-06-30
45 L 778.2 613.2 496.0 402.1 362.6
RS 26.92 23.62 23.36 10.87 11.06
Xl 669.0 533.5 431.3 355.4 318.4
ERES 85.97 87.02 86.96 88.38 87.79
o el 274.4 228.0 180.3 157.8 135.1
A F 35.27 37.18 36.35 39.24 37.25
& il 176.2 147.1 112.2 100.7 152.3
FEEIES 22.64 24.00 22.61 25.05 42.00
KRB 233 1.82 1.33 1.12 1.58

##F 4R : Bloomberg (2015/03) 5 A3 X % 32(2015)

G A e R AR R AR RS E R R B ) 09 B4 (1) cDNAYG T
RAF A4 o (2)Myriad= BRCAnalysis? & " — £ 5FFDA N2 ¥ i 2k ik in] 5p
R 0 R E AR RE o R T RAMREZ N A ZERM TR LOFE BN BIEEH

A B P BT AEAR ST IRAF T 3 AL HE G 7 X

B A cDNA & BLAT 48] 5 A PCRMABAZ T oy Bl 424 'H - B LcDNAZE 75T
FEAF AR - B HA KA ERRRA FER T 0 45T # i cDNA £ A5 # mix
H AR 69FIE o B ATaSMA X b o A AR o 2L B BT R 69 cDNAAE & 5]
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T AR B PR AR AT E ZRAGFF] o Bk 0 EcDNAR T g
FFRFE > RAECDNAM S 3] T 345 & 4k B MRl 09 N S 47 @ HE 13I8 ReaME )y o
Kt F R AR TARBRRGIRACER » 2E 245 m 7 —HRE K76
cDNAYE & 5] T » TR 695 T8 K p7] bk £ R A2 B4 7T vA B RoAe iR BT # e
89K E > AMyriadBE A % SF o9 R BAR 0 AT A5 09 cDNAAR B BUR & 3% i 1t -

b0 ARl R R AT R 60 R BE M ST A S R B AR R R 09 5 A -

FRFEMyriad & E 69 12 T cDNAYG Z T A MEAF S AR EZ Sh » FDAEH LG9 4RFE -
TATABRBG TR - RRLRE > 247 EMyriadiz 8] &4 % FoBIE X4
B P B X cDNA PRI 2 o sk g Ho e B 7 4 0 B 0k B AT (% LA 43 FDAR T
A AR H AR B MO R 43 o A ALFDAPT 2 & 2T A M R A R & R < & B AR A
AR E2015F12 A J& > 7T A MRl A %8 97 £ & 69 4 2147 1% A Myriad A7 B =
BRACAnalysis CDx > 3t & H 4 B 7 sk A FDA N5 Z 43 B 6% 78 o AR IEFDA B A4t »
B AT A% A% AR A LR MR Rl ey K B ARl A 778 0 @ 4 Prosigna Breast Cancer
Prognostic Gene Signature Assay > MammaPrint ~ INFORM HER2 Dual ISH DNA
Probe Cocktail ~ HER2 CISH pharmDxTM Kit ~ GeneSearch Breast Lymph ~ Node
(BLN) Test Kit ~ Dako TOP2A FISH PharmDx Kit ~ DakoCytomation Her2 FISH
pharmDx™ Kit% o 3L w4 > 4+ $HER2 3 [ i 4742 ] 89 — £ A =8 > INFORM HER2
Dual ISH DNA Probe Cocktail ~ HER2 CISH pharmDxTM Kit& DakoCytomation
Her2 FISH pharmDx™ Kit o K > = B #4299 £ 5 6947 1% A Myriad P B 45 6
BRACAnalysis CDx ° FDA#) NS HA BB EAB LA TR ELR > wEMyriad

F R F RAEAD RARSE B B K
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%6-2 FDAA 2T A KM Bl A 38 5k 7% = & B w0

Disease  |[Trade Name Manufacturer [FDA  Submission
number
Acute Vysis D7S486/CEP 7 FISH Probe Kit Abbott Molecular |K131508
Myeloid Inc.
Leukemia  |Vysis EGR1 FISH Probe Kit Abbott Molecular |K123951,K091960
Inc.
B-cell Vysis CLL FISH Probe Kit Vysis K100015
chronic CEP 12 SpectrumOrange Direct Labeled | Vysis K962873
lymphocytic |Chromosome Enumeration DNA Probe
leukemia
Bladder Vysis UroVysion Bladder Cancer Vysis K033982,K013785,K0
Cancer Recurrence Kit 11031
Breast Prosigna Breast Cancer Prognostic Gene  [Nanostring K130010
Cancer Signature Assay Technologies
MammaPrint Agendia BV K101454,K081092,K0
80252,K070675,K0626
94
INFORM HER?2 Dual ISH DNA Probe Ventana Medical ~ |P100027
Cocktail Systems, Inc.
HER?2 CISH pharmDxTM Kit Dako Denmark A/S [P100024
GeneSearch Breast Lymph Node (BLN)  |Veridex, LLC. P060017S001-S004
Test Kit
Dako TOP2A FISH PharmDx Kit Dako Denmark A/S |P050045S001-S004
DakoCytomation Her2 FISH pharmDx™ |DakoCytomation  [P040005
Kit Denmark A/S
Colorectal |Cologuard Exact Sciences P130017
Cancer Corporation
Cystic [llumina MiSeqDx Cystic Fibrosis Clinical |Illumina, Inc K132750
Fibrosis Sequencing Assay
Illumina MiSeqDx Cystic Fibrosis Illumina, Inc K124006
139-Variant Assay
eSensor CF Genotyping Test Osmetech K090901
Molecular
Diagnostics

xTAG Cystic Fibrosis 60 Kit v2

Luminex Molecular
Diagnostics Inc.

KO083845

xTAG Cystic Fibrosis 39 Kit v2

Luminex Molecular
Diagnostics Inc.

K083846

130 List of Human Genetic Tests, FDA,

http://www.fda.gov/MedicalDevices/ProductsandMedicalProcedures/InVitroDiagnostics/ucm330711.ht
m (Last visited on 2015/12/28)
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Verigene CFTR and Verigene CFTR PolyT |Nanosphere, Inc K083294

Nucleic Acid Tests

InPlex CF Molecular Test Third Wave K063787
Technology, Inc.

Cystic Fibrosis Genotyping Assay Celera Diagnostics |K062028

Tag-It Cystic Fibrosis Kit Tm Bioscience K060627,K043011

Corporation

eSensor Cystic Fibrosis Carrier Detection
System

Clinical Micro
Sensors, Inc.

K060543,K051435

Drug xTAG CYP2D6 Kit v3 Luminex Molecular [K130189,K093420
metabolizing Diagnostics, Inc.
enzymes Spartan RX CYP2C19 Test System Spartan Bioscience, [K123891
Inc.
Verigene CYP2C 19 Nucleic Acid Test Nanosphere, Inc.  |[K120466
INFINITI CYP2C19 Assay AutoGenomics, Inc. [K101683
Invader UGT1A1 Molecular Assay Third Wave K051824
Technologies Inc.
Roche AmpliChip CYP450 microarray Roche Molecular  |K043576,K042259
Systems, Inc.
eSensor Warfarin Sensitivity Saliva Test |GenMark K110786
Diagnostics
eQ-PCR LC Warfarin Genotyping kit TrimGen K073071
Corporation
eSensor Warfarin Sensitivity Test and Osmetech K073720
XT-8 Instrument Molecular
Diagnostics
Gentris Rapid Genotyping Assay - ParagonDx, LLC  |K071867
CYP2C9 & VKORCI
INFINITI 2C9 & VKORCI1 Multiplex AutoGenomics, Inc. |[K073014
Assay for Warfarin
Verigene Warfarin Metabolism Nucleic Nanosphere, Inc.  |K070804
Acid Test and Verigene System
Coagulation |Invader Factor V Hologic, Inc. K100980
Factors Invader Factor II Hologic, Inc. K100943
Illumina VeraCode Genotyping Test for  |Illumina, Inc. K093129
Factor V and Factor II
eSensor Thrombophilia Risk Test, eSensor |Osmetech K093974
FII-FV Genotyping Test, eSensor FII Molecular
Genotyping Test, eSensor FV Genotyping |Diagnostics
Test, eSensor MTHFR Genotyping Test
Xpert HemosIL FII & FV Cepheid K082118
Verigene F5 Nucleic Acid Test Nanosphere, Inc.  |K070597
Verigene F2 Nucleic Acid Test
Verigene MTHFR Nucleic Acid Test
INFINITI System Autogenomics, Inc. |K060564
Factor II (Prothrombin) G20210A Kit Roche Diagnostics |K033612
Corporation
Factor V leiden Kit Roche Diagnostics |K033607
Corporation
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Invader MTHFR 677 Hologic, Inc. K100987
Invader MTHFR 1298 Hologic, Inc. K100496
Chromosome|Affymetrix CytoScan Dx Assay Affymetrix, Inc. K130313
abnormalities| AneuVysion Vysis K010288,K972200
CEP 8 Spectrumorange DNA Probe Kit Vysis K953591
CEP X SpectrumOrange/ Y Vysis K954214
SpectrumGreen DNA Probe Kit
Heart AlloMap Molecular Expression Testing xDx K073482
Transplant
Ovarian BRACAnalysis CDx Myriad Genetic  |P140020
Cancer Laboratories, Inc.
Prostate NADIA ProsVue Iris Molecular K101185
Cancer Diagnostics
PROGENSA PCA3 Assay Gen-Probe, Inc. P100033
Tissue of Pathwork Tissue of Origin Test Kit — FFPE |Pathwork K120489,K092967
Origin Diagnostics Inc.
Pathwork Tissue of Origin Test Pathwork K080896
Diagnostics Inc.

HH AR FDA 5 A%

US FDA#20144F12 A 19 B A& I i 4§ 3 #] B < Lynparza %% 13 4% /& ] 7 06 J& Fo

$2.(2016)

BRCA (Breast Cancer) & B #:38 A Bl = % teyp £95 "' > 3 B A % Myriad®y BRCAK
B EIE & FE BT © Lynparzas&poly ADP-ribose polymerase (PARP) 37 #1#]| »

Fo AR IRIE R R0 20 B
HBRCAK FH &894t o L3R AR » &4

JE 350 =T A 747 A KT A

S Y WY 3

i AT AR TR B R AT LT TR

38

#& o B tLynparza & B AAL B & » KB 06 B 5 AA3R e E K 24247 - Lynparza £ 7 »

AT T A& T HBRCAKL B R0k AR E > bzt Hbmgily

EEETAGEEREE— K5 > & T4 B 88 Lynparza 7 45 & o) % 0

B VT DA 2 3| £ F2018 £ T oh 45 & %8 > M Myriad ) BRCAAEFE AR 8] 7831 & 7T BE 3

Blyn 5 % 3t F AEEX— 2BBEREEWEH20145F 2B A 21,9804 & MAs#k 2 B A

SRR HPH142704 H bt ©
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Lynparza#) 4% & & 2> 8] i R AE L 0920 -

ot REEBEARIRBFTAFAEAZIEAMK

ARIERRR S ERG A R KRPITAERBERSERE T o &by X B4
S RF M 2B R ALFALES R ZHMDNA (cDNA) P33 £4] - cDNA#Y

HmRNA # #4573 0 £ ShET -

B A T A A i — 5 fE3E 0 DNA £ 14w R A 4 R sk K B 7 2 dn 8 A AE47 09
BG -l EHBAALRRIFNZLREENARRALAREWO T ZAM
REBHHZFZ AR RIS GE R LA EREES -

BaH B A DNAS K B ¥ F R AMRE - AR  BABAARR R
Bdes XARRAEY (RERRSE) R T a5 T BEARF LY - 2fE 3%
YR AT PR B o BN > ME ey kA E 4 - DNAKE K &R
B R AP ERNRA T ERTERRAGREDFEEAF TR BAA

PR TEERS | HRBBRERX AN EREE T FREENERE R

Mo

A —FEAEMRE LA REENYE (naturally occurring articles)  ° & & A8

3

RBEARG R B BT o A4 (product of human ingenuity ) » A 3% 4%
(distinct) 89 &#% ~ MH R A& A TRy g REW - RT5 RN EB A%

F1014500 "R 2 BA > T TARE -

AEABEEHFREIL AARSERABLUNERAFZIAY  F63AEP7

o TR & T8l > BT 2 LA R#ENIZ > HR A LR T2 & e
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DNAST ~HH A -l SFA YW ASFEMEHTRE L EZ
RAEFER > W A A RAARELESAEH Loy SRR TARE R R RRGMAEY
Fe X BIHA > 1988 "o R e RART > RERAREK T198754A 128 £4
BB AR K ILAEA R T AT AL WIEAIR S g £ 8 (non-naturally
occurring non-human multicellular living organisms) % {34 £Fi% 101462 £ A &
BN RERNTAELE QERHELRZHNBZHRETFR > £KER
SRR AR TR B e By & T R AR A2 R R R B &R R L
P AR IE #7h A B BC s By & B T & ARG 4 R oA A2

2B A M S B SAERE— R AW ERE TR TR T

L

FH TR TS RO S SRR AEBE > AR RSB HN S

BEETHABT —  FERESE BRI ES  RIFEEHBEZTOEHE -

W T R0 AR A Ll & Bl AN R A B R 6 B A 0 B AR P (R R )
£ B IR AP ARSI ey Syt AR 0y T A2 58 2 A AR E RIZHR
TIRE R R > ABN LR ST R E AN > BN R B R A EE
H ZDNAF 712 K H A M & RER TSt A0S - T 1A%
3o A2 By AL A hm i v AN S TR G R B AL R BN ML S AE 0 R R B R R

B2 32 R Z B HE ) A% 8 B2 3 A E B 4% A(has no standing) > B LR AFIRAEFHF D o HF AR
THAEBEALEI0ME > B EH A F 0 57 81 200349 A

133 BRIEA > AFANE NG B fw i B LIRS AR — — 3R08/44/ECTE A & B kit > FHESEH 0 3
%1488 > 200643 A
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T A BRI o RS T AR THEEE 0 — A F 19985 A 128 >
B M S G 3 3 e SR 38 AN & A A AR AR AR Y Directive No. 98/44322. 1% > A 4%
B TFegek mEEARLS BERR S e ABA KA GHEM AL S
ThEFIR 2RI RRARMA > MAFIEG R -

% =8 KARADNARZIRAGGEE X TR B

—R 2ERARAFBRARE-—XABRA

wy A AR B AR R r R 64 38 5 A B R AR 0Y & G AN TRR 0 TAME 2K B AR 64 IR A
LIEDER - MEAR—KE AR 2KH G RA - A—E T FEIT—
RO AFH B T RHAR B L - R SAlEER e Xig T HMET
FAME 2201558 % 2 3 B 2 5 ARG 6 AT XA 2] 100%, A 0 A8 572003 4545 1
A 125 MA X8R 2 kKo AT 2K H U 709 & A 4l 301% £ T F B 21000
EX - mBAENEERERE - ARRAE R BHESKAR TR CEHERY
MY TR > RE2KEZ/TAF PR GERRI -

EA IR ES FEH T 0 AAFADNAZ 1B d1990-FK £ 4 & 1045 £ 7TAF Peik A7
BE1,000E AT o d e FARHEM S TIRT > T8 DNAZ A AR AL & J A8

Heikaii) o IR T R EAMLBRGERZI ETAMAMLHAEARRE
IR JER & F o B ATDNAF 7R B B T4 K 5 09 AT HF 58 F 0 B R
# Oxford Nanoporef F £ B 17 & #F 72 6 T Bl 45 2 22 R I ik B A R v 08

DNA Z 4% £ Minlon ° B 7] CL4&8 & i3 J& AR 22 AR 3%, o
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i A& R 84 R KBS R M AL o B B R B 6 B4 0 DNAMR R & &% 48 & BT 2 — Applied
Biosystems £ 2008 F #% Invitrogen #if B * & % 4% o) > &) £ & 37 & & & Life
Technologies ° M Life Technologies# Thermo Fisher Scientific’A 1364% & Tl i -

Mo Bk K B i IR AN VA3.51& £ L T T DNARZ & B # Genia ©

Bo6-1 HF2EBERATRARBETFTHARK

BAXEBRZFEA

O @ o » » »

2003 2007 2008 2009 2010 2011 2015

2 EABEREFHAR

AR
1008800
30000
20000
10000 o
S adp o> ab a» & . y
2003 2007 2008 2009 2010 2011 2015

FoRH RO AR WD AR K RR(2015/11)

%= DNAFZIHBABRG TFTEBHBEHMEALERE

4L BE K 7B 7 4835 hitp://www.genomics.com.tw/tw/group_introduction.php (3 %% & B : 2015

F11A248)
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%3

WA SE — 305 B A H B K B 1990 F K 10ME £ T > £20075F21F ¥ £
70 Bldm o R RFAR AW SF AR A FE 21,000 TA T > A% x4 | DNA
Jr 7B AR AR A AR E S T 2R R kAR R TTATAER ik R m Ay K B
B 5Bl s B R R Z A o RIBWIDNARZI Bl R Kz B 5 5 BB A%

W A4 Hgm B B ) Bl w A BT £ R ABAAL B & E £ A B L IIDNA A
FIARAIE 7T o 0 EDNAF AR BB 0 TR @ & — S R HEALERZ
R o BT BRAARZ IS > DNAF 7 894 R 75 =T & A BF TR AR » e 2 KA,
Bz A AL EAT R R AR FREEAB e B R EANB BT RO R -

ZBAHREE HA2015F1 A 208 X B 5 & UK 4 0 4= B4 4 B %=t 2 (precision
Medicine initiative) > 1 #F % Bl 48 5] 48 — B B 237X F B 5 A FBALE
AR RIA BT > EARLEBRGERBEFFREFENHAL - %> £1A308
AR i I By 1B BE AL BOHE 4E B 22 (Personalized and Precision Medicine , PPM )3t & #
PATH > BFHFRI100E Awy R E A - Ed ot T FRAF -~ FRE e EALE
BRI e gk SAE R ©

1% > £ BB S5 R PTH7T4E £ Victor Dzauzh 3 & 1 FlLancetd® & /e dr 69 & % >
A58 & R RS0F M B BT D & £ B B R A e BT £ ey B4
A R AT AR $T64E gk 5 JA TR IEAT -6 » SFERIE ~ BERA ~ SR ~ S

~ i o o o THGES - FFRA BT84 ARk 0 50% 84 3 iR A5 09 2575

o A LSOFF A EO0701E £ AL E B G - SHHEF— 15 B H o) BB H 2
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PPM & &% 0% o 4RI B2 HAF 2k m 09 5 Bt R B AT B B3 AR R A
At B R EATIE R BTN AR BT ARG ESE B ehmp o AR THERER
Rk o AR EBEBUEEA2.15& £ TR e By okt &) 0 =T FA 80 09 38 B AR
TEBRRFIEREAC ARG ERDETLERICTEAREFLE SR

A KRR R R EMAR(E R A AR

FwEh BEXE&TLEAFeHBENERR

f B EDNATR T & R A @A ATIR T > KA EARAZE £48Fo) L R-F &6 A
HHESHT & Su 0 3R A K838 e o RAADNAR 7R B & K R RiZ e E A - B AT
A % KR EADNA K 71 A F & X #H45 © Eve Biomedical » — R4t w1l 2
B B ATIEAT HEATH & FRBARS A F 6 0 FAEF A KR EIBDNA A 7] 69 4%
7 0 FAAFASDNA - 714 ] 69 7 48 JRAKE 100 7TIA T - 12 B AT oy £ B A7 £ 51 R I
B2 37 4 & K 3L 2 A ik (Nanopore Sequencing) 2 B AT A Rk A 5 R Mo #7 3
Mo BATCH % R B I M 8 oAb > Hd 3% 5250 32 B 49 Oxford Nanopore &
2005 ML 25 L AR A ARFLAMERE W E £ LPTHEZE SMinlon A
AR BN 9 DNA A ZI4 RLE S o fEFMinlon B AT K AT @ ERE > KT
BRRZE R AR RS o £ — R DNAM A E 5 48 % B B Applied
Biosystems 7 2008 F #% Invitrogen #f B » &= 2 1% 0y > 3 it & 7 & & & Life
Technologies ° 2013 FLife Technologies?# Thermo Fisher Scientific A 1364% % 7T 4L

B o
[lumina % 8% $h5 B 28] B 2B > 35 37 — K A9DNA K 714 A -F 6 R K2
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Jr T 0 & BB R P AR R RRRA N E] 0 — IR &K 123.39% © @
B H AR B 7T # 4 > KRllluminals RIEL T B IK6TIE £ T o B4R - A
F 4FDNA K- 714 ) & Rtk 2 B 0 8 VRS e o B IR A R A A B S 4
F o EfBAA35M& £ L E T TDNAZ BB Genia o d 7 B ATECE it F i 2l 0 A
S AN AT oy T R WY B T R A B % 0 R 8 e AR $E Marks & Clerk 2 8] Z #F 7 -
Ilumina#feLife Technologies# & #|1f B £ X K AR & Lo - B %+ 58 5 3]
e T80F0T0%R A > AA B H e FEL

A A7 lumina & 7 Fo 25 Bl 3% Bk 64 J 3% 3F (Sanofi) ~ 7 37 4% 3% 4| BE (AstraZeneca) #2

% % (Johnson & Johnson)3k F] B2 35 R #08) & &% 0 ok RO I8 R A BE R 3R BR 9L % 1
J 3 3% ¥% 09 £ % % B (companion diagnostics) ° By 7 R 4% T A 3 iy 85 4% 45 69 PCR
AT AT AP IR 09 TR 2D IR B 0 5 0 B ARAT RBROYEF 09 A8 > R M B0 ¥T vA Pk
HARR A B KR F7] -

Fhamh BREABRARBZIANELER

ARBERAREEHEEZ — M E R0 BUT BURAL A Z BUR B 1 81 -

BSA2014FMITHF 371 69 A FRZILA A &8+ > Nluminaf$/F 7 % — L 09K & - M A2015F89MIT
SPEFAERTE =L AFAF IluminaE BETHRARAEABAZ AU EETFS -

PO b £ BB ABTC (IT B £ #48 £ K83 R % B 350 & o @30 AR A R 83
ITERB - ZFZF > BICERN IR RELW E > ITBIE2008FRIEBTCEREH » Hd " 284
HAERBL T TR > ARE AR E LR S RIFAH - AURAE MY - 348 £20125-BTC
Gk iR T ERAREERRAHFTE > RESHHABRFER R LT RE AL T
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BRIMERT @ AEARSHES BRNRE —E ZRBTHFRE KGRI
ZTRANBERREDER > FF2RBBEEM T AL CEI280EET - BF
ERARTHGY  BREMTHEEMERBHE X L& Am B L BES
MZ g ERREE LSS A BRRNETAERBRBE  BEAFHEREZS

JRR VAR AR BB E S R AEN °

263 ERAFFHRINEXFRAEM

Bl eRiadn

L 2011 2012 2013 ok
2B 9L B R 4R B A 10,710 10,512 10,102 -3.9%
F 7 106 e 48 B A 15,465 16,758 17,669 5.4%
S Bh YL AR 4R B A 13,815 17,351 19,398 11.8%
B SN2 BT %8 B 4 13,187 14,729 16,534 12.3%
128 B 15,023 16,699 17,715 6.1%
BRBMEEST 68,200 76,049 81,418 7.1%

FHRR: THTIRIEK 5 A3 HEIE(2015)

M Bl AR EAE X B AT BRI E T AR 88 BRAERNE PRI INES
o~ RE B AFZIRA XA RBREZ T 6 AT I R o
B AL T BT oA RIE B AR AT 6 B B A RO DU T dm B M AR T AR Ag

Brey N R o 20140 R MBTC® R T » 4120 & R » AR S8 R AT 7 5 B A 00k
o MAELBIREITZERARAEL - RAGAGERAFERAE S F > S S BEQIMHET
HEWGER M AAREZ AT EFH LR HABRRER LRSS AN EREE
AR R FIEEE A LR BARITE G R A B REE R AR T o o 2015 FEFRE &
HENINERBELI  BRAARMHAAFERERBTIATESHE -
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BARE L ARRARH e AER FAR - TA ARARARELR -

EFf @ FAHATCEEGALLRRAESEE LT BRELARAAEESHE

% i R K R IR 3 & T A BAR BR BT AN IR AR S B AT AR R IR TS & £ &8

By X o d Bk oKk B] R KRB R T 5 ENGSE AT B » AR K R IR A BT AR

BRI E LN TAEERK - S AR RAR SRR RA & TR ET FHEIH S

BIZ B o BT o WA B A B A PR 3R X N AR

Myriad % 38 7 KX $5 & 300 0 LT K B P Sk o 2 I 2 3k 6 4% Ik B e inl Aa B &

Ao Ed B AFT AR B ARRIKE c MEHAL L T RBAR - BATRHIIRH -

%6-4 8 2K B A RA BH

| EBAR

B _—

Z; H iR AT R @A

T o

3 BB 5 5820055 0 IRAF P R AF K I A 5K B 324 3 % AR (Warfarin) f=

# RT-PCR 4t 3 4 (4n Carbamazepine, Allopurinol % )7 R & 4F A 3k B A 8] 64 48 B %

A B i #o =T HBERBANESRRTE L L EREEFLARER(AIEFHE
Bk~ E iR B AR R BRI A o

B MFARBRUARBERSSE ~RIB - E¥ ~ FAWRBS A A4 HODME KT

L}L Luminex | & ° &K B AR & A 36 P13k U R4 0 B AT A LR S L b Ho iR 3
FeET1.38% A A B AT AL E A 513.69% °

24 | RrPCR b R PR A 8] Bk A 19844F 0 B B RS BT R R A £ Bk

N ) o ¥ F 89 4T &4 RIA ~ ELISA -~ Point-of-Care ~ RT-PCR% -

K NGS F kAR A R AR E B HATNGS) A T R IRFF ~ 5] FAmERFF -
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BB AN S REA2001F3F 0 AAFAER M LHHE T B AHN K
JA Y1 — 4% H B2 % A M4 (Single Nucleotide Polymorphism > SNP)# B % 5 %,
F i NGS 34 FE B4 3 A 40 4 64 (Pharmacogenomics )T 78 SLER R JE A BAAS © B AT# b
AR BB BE A NGSO B4 » AR RIEZIIZE - BRAVARE > AT EE
& G SRR AT 0 A RS S EEFS o 20145 4 K SN AIE AN G 3
IBFZBERABHRE

TR R R: B E) 5 Ry

Ik A B A SAM20059F 0 b b R AT RIS EBRIE A - P R RIR AR L
JB 3% 4 3 iR AR (Warfarin)Fe 21 B2 4% (4r Carbamazepine, Allopurinol %)% &]4F A 3
R il 2 A8 B R A] 0 —F A R A R S R TR R R REE(E
HEPBE B 2R AR R EF) DR AR o AR
FEB A B GEHRA NG 0 EAESERAFEF CARGMP /ISO% T#

B T T R o

B AT IS B S A w A AR o SRR S B 4k R R 00 E R S E R AT AR A

— 38 & AR 5 JB Z MR © Carbamazepine & —F& A AN 6 R FB M 60 B4l » RFFRHE
R SBEHEFEMRAI AT ERRENEN L F 5 5% 4% &
(Stevens-Johnson Syndrome, SJS)Z& 1% & f 3% 7 5% ¥ J£ (Toxic Epidermol Necrolysis,
TEN) » # £ ZA P ERBEICFIH 198 A % (4 F % 5 % 0960329455 5% » %) &
carbamazepine i 5 % oo 45 B e n F) FUEZ FR TR @AM RRE T £2ERE
{# A carbamazepine 5] #& £ A X A& K 5% A& fE 1% BF/ A& M R K F B JE (Stevens-Johnson
Syndrome/Toxic Epidermal Necrolysis * SIS/TEN)Z & £ 24 1~ R R & i1 L HLA-B*1502
K E A e 4234 B & 4R B ME(Odds Ratio %1357 » 95% C.1.4193-8838) > #F % 45 R &

T % H HLA-B*1502 % B 89 % A Bk A Carbamazepine & %4 SJS/TEN 89 J& % & Kk % #
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HLA-B*1502% Ha99s AZE V& 119342 » &5 898 5% 89 A A HLA-B*1502 4% & >

RSB AER o FAEB N 0 6 % Carbamazepine ' 26 i 47 3L B AR A -

K65 ERTZRABRABA LRI E LR

Bt AR B &3

# K 15023 71 HLA-B*1502 HLA-B*1502 & B #% %5 5L # 5> 3 % o2 4t % (Asian descent)
Carbamazepine(F % 0§ -F) 4 M 5] A2 69 LA S B0 &
7 35 58 & JE 1% #% (Stevens-Johnson Syndrome, SJS)Z& &%k
3R A ER MR E (Toxic Epidermol Necrolysis, TEN)# 5% 71 64
BMEME o B b > HTAF SRR AR R AT B R AT
HLA-B*15024& B4 8] > A4 IHsm A BEae 2 o

# L5801 3K HLA-B*5801 HLA-B*5801 3k [ #% % 3 #15> Allopurinol (42 44551 35) % 4
1 5] 22 SCAR(Severe Cutaneous Adverse Reaction: & & #9 %
BARRKE > AH SR L FF R AR R
(Stevens-Johnson Syndrome, SJS) & & M & & 3 7L 3K W I
(Toxic Epidermol Necrolysis, TEN)# 5& 74 64 B i 4 o B
BRI &R A B LR 7 AT B s B 4THLA-B*5801 4% B 4%
Al AT AR B2 A -

57012 # HLA-B*5701 HLA-B*5701 3 H 4% # 3. %5 Abacavir (ABC)#E4 M 5] Az 18
# R JE (Hypersensitivity reaction, HSR)# % 47 & B %t £ >
Abacavir (FT &+ %, ABC)Z — 424§ #m Ik A ey B
4 KRB RE LA S-8% ) EH MG HREHEME AL
B REJE - HLA-B*570 1427 % s H L a8 £ BadA#G
A ERFTJR 0 b IR B AR T 45 %) AR A Abacavirf T At & 4 R
FTRRRME SRR B -

7 2011408 A 02 B 4 #% B A A7 Carbamazepine 3 &t X 4T R E » 4 # BB - ERBERBHEF
W 3R AR B HLE o #AME K AR ] Wcarbamazepinetk A B sn 6y T 0w B 0 B AR EIR 7 AT AR B B
ICHERF RS TG ARA A HLA-B 150245 R » wAZ R LM% > 745 B L carbamazepine
Ry B Z R T BB R BTG H AR A BHR L  FATFAEDRE AR ARl
FTHLA-B 1502 FARA] - #HA TR BZ R Bty T Br b > L8 X TEMA4EANRE -

HAER R Y H BRI ~ E B R R B AR (Jm - #06Y B2 B R 3 5 E MK ) % #84% Steven-Johnson
FEARBERIAT RN THREBEFRFR T EHF 2N ERERBET EiligR2#£4 - 2 F
Bh 2 9% B I 77 18l carbamazepine sk & B s LA B B E H ¥ R F 0 RRATHT VIR S Pém o
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# A B273 ] HLA-B*27 HLA-B*27 & B #1218 & M % 4 X (ankylosing spondylitis,
AS) » VAR 4R — Fk i — F5 B 4% & B (Reiter r's-syndrome, RS
RAF KIEAEBE)F % A 58 7048 Bl - HLA-B*2784 7 5] 22 7 4y
HIL o4k 0 SEHLA-B*2705 % % A7 & 8 A Ao £ 8 3 %
A » HLA-B*2704#22706 % 3 i AFnHLA-B*2702 89 3. % %
AR o AR o 7 B T AR AIHLA-B27 R R A » Bk
FReal-Time PCR#%: 47 #: /THLA-B27 3k Bl 4 € -

FHHROR: ZA 8 5 AR XL (2016/01)

A ERABEFAAFRELA A EMMEREMARTRA AL
AT T $AG AP RN B ER A LA R B AT EAREHL25MET
REERRTE FFEFRETRA —RARBEENRNE - ERRLBER TR

oW RFEFIFTAR BFRAEINERAS A RAL - RRELRA

A EATAR AR AT R AR BE IR AP R B AT A RS T e K

Bar&R%E Bh 3T %
R e R g R AT R AAE

PP ERBEAR R AGA SR AN BREREHARA G ETRE  RA LB 5B 5(1)
1335937 — A2 EHF A EHRAHLA-B*1 50 2RRHLA-B*580 1 #@AR 7% &
BRI EEERXETFAHLA-B*460 1 x#fla  — M pEEE2 5 LA 4T ENER K
TREMDRERBRZ T 5> AR —HERZIAEGHEERAEFEFASREDREHEHL A$15

B B 3R AR Z AR 5 (3) 1287580 0 T REEM R IR PEEAE 5 (4) 200844238 0 —FE T B F
& % A HLA-B*1502 R HLA-B*5801 48 3k B 2 77 % ~ 3l 4 & F) € B % % & %A HLA-B*4601
ZRF s — AR H AT B SRR B R RN RERRZ T ik, AR — R LA
MAERBEFERH T REDREMEHLAS B A Doy B 54 T REMRIEZ E iz EH Y
HRE T % (5) 200808976 0 it HWARFARIN(ZE L) Z BB TAR F ik A B M o

139 % X BEFEHLA-B 5801 % B #::8]: http://www2.edah.org.tw/cp/item/06HLAB5801.htm ; 4L 3k &

% B eHLA-B 5801 3k B #78]: http://www?2.cch.org.tw/labsearch/Lab_Detail.aspx?CODE=FOT5801
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mAAB N ABEARR S h ER A F i R P B A G2
RATERERFTAESAFATAARERBE R AEF X5 ¥R EMmAETK
HFATFH - mAEFTEATIHGI & b~ EHEAEHELR TR AL
FlZ & oo AT+ B R A AR5 69 3 AL T o dy A B W 35 B B 35 ek 4
BB BIER IR

20154F12 1 » R4 AR A3 09 R AR T » 205 AR B Y AR 78 K ST 7 & A oA IRHE 5L
ey A bR AR A B o At oA AR R I Bt K 5.9012 0% » A& Kk PO BT
K 66.67%MEAE » T 3 7T #99.5% ° FAH 2015412 A 18 B 7T TR B A2 7 > 2016
1A 15 B AT 50 R AE 5T a6 © SR IRAE K e 7 2 R R It 3R 5.9012 0% » A&
RAH2015F12 A 14 B AR 26.50 031 - - IR IR A8 £4.49 70 > W F &Zn
Bl X MFAE c RBEESBERT TR DT ER - AR E R E
s 755 L APCRALMT 2 b0 g0 B AT AR B AR 77 K £ 3% ANGS > % a8 B4 F
T AT A S0 KB o T o T30 B T AR BEPT B 45 e B X ] B R fe ERFE K
FIER Y BB R B 0 R R e TR AT R B A R

FIAA R TR 0 R B NN B A T AR ER I A AR AR B
BASFNR BRALXAESEFRRATAFRE  AARA BB CEHEFTE
FIERE > b AR L T35 AL a9 A G R o R X BIIFAL TR R A2 % I
+ o At 2 E NAAR L 0 RATE AR R R T RGN & BRI
T KRB A MER A 2 L EERAMK- B AT EREAFEHERSY> T &
e B AL R | A T ZARDNA § 694k T 0 B R A& ZLARDNA G 7 @ A

Kot By o T e B AR oY 7 AR @) Ik 59 890K U T o BEESHR R 6 6 K BT T WA
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2R R R —galey B R E R F R Ay K d Ak e
%% Myriad 4 % 38 Kok - Rl a0 A A R AT B R R BIE A7 ST IR B Al

PR T ARy Ty o

* 8 A%EE B (Deoxyribonucleic acid, DNA)Z 45 & % 77 154230 8. M 4 L o
DNAR Wi R E A X A ZREED RO KR, T & T HHFL
AR AR JAE W AR UK R SRR R R TR ) B L R A
R B % DNA R BERAR T A LI GR BB B RRMEAELR S
R IR AR AR UM 0 1T DNA 0% - HubAmiiIgs T » DNAS S A4
% & (Histone) b » oy A A BR ~ A AR BR S B MG R B AR A 00 40K & > 6 P F» DNA B
BRARM AT mEKL R TR & - dAME IR M AEAREL 09 pKa 15 5 &
12 $1 100 £ pH #& 7 YA REHTHRETH > #E/F8% 8% DNA A E X

e EmBBERF G -
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ARBAGR LR > TRGAREEIITE BREMR & E - MRS REE
TE BB BB S P DNAG 2 ek gt tAXE—LXBA7]
1 H R & o B SR AR AR 0 R E o B Sk o B R AL 09 R B SAR IS AT R
04 T2 B B A BB S5 B3 04 B S PR P 0 IR LR E R0 & o T A o B AR
g BIBAZPTE AL 6951 T 0 Al ECDNAKE - 2B A #1980 £ 46
AKEDNA FAIAR > R 5B 5 F#DNA #cDNA X 7 F > #RRBA LA
RAEAENE o 12 1% B H £ BMyriad £ LHEEZBE K SER2013 F2 5

o BB T LEREBRA > RAEEEDNA YIcDNA = LA #@ARMTRE

AFE I B A AA SRR & P AR A ey ] T AR Bk g% 6 B R R
7z & 3K B R % (mutations) » 7 % A B B2 b 25 B ALK B R R 46 69DNA /> 7] 48

W o A R ALZ A% 0 Fe B 093K B 5 2 AT R # o K B 4R B (genetic testing) &

i3

YINL BT e — R BARBIEALR B2 AT A REARNBA YL
BA - SHEHEART AR B TGRSR R A E R o KRRl X B AT A
PCR (polymerase chain reaction)4 £ > TR AFEZE o AARBBEE T » FENA
2149 5] F Br & cDNA& M o B b » cDNARE G A SAURE > #7038 B A B 7 fo

THERAEER -

Myriad & £ B 45+ 8 REBRA G EZH G > RSEEDRSE " Myriadi 2 A
BIEAEAT ROG o BHAEWR > CRAT —BEZAAAMAR (2 EEEARRL
FlE ey G E o 5 R IEIFHEAITE o | MSHRAHEIAEER G F -

AR E oy $AHE A QIR - RM A AR F 5B ENRRALEREHITN
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FASFHTEREENF B ROEkREST BT EATORETHFEN B BHA
F_EBAMTAERBERETRAEMABRLT @ #d THAZE LA tronk &
AT aE AL B | A TcDNA | 9 FET o 3 T pa AL R A | sk
B RARE - AR EIRFARRE EFTE 5 % Sk T cDNA | 43T R AR E
FIRBLA B9 IK R AR A B L B R R8T % » o3 ym B HEAF TR 09 2] 5 — & Lok
@ o R e BIRSUF AT 0 A SR KB b RS A Introny A A 0 BBLR R

Fik R R 6 R E| Bl AR AR P

18 R4 d - KR &5 2 A G AE R4 0IKE - HA SRR > FAH A KRR
ARwl Ik E AR AN i — 5 AR By (B AL B e B R o B kA T 6 B B B R AR,
B RS R R R R o8 AR B A BUR T R R TS 00 5B o ik A R TR AR
I RN EZ B - BN AR RE & AR E R &
FARFE A G RGHRITT » B EAE FAA LB - 1R T BRI % 24 P 2RI+
& R A HACDNAEITA B2 4 ~ BAARAGEREE S KEIE - BB ERFR
WEFMAZI > LFRRG AT AE LA FFL -

=6
—R FABLERBARBLESIERTFE TR
ey R4

ARIESTPIZHF % > 3L 10 SFREBBEME E EF ZRR G Moy BT E
BRMAEEZ R REZAMBARD BERRM A LEHESL B EAKEER
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WA — M & B BURHF ST R BUR R BT 0 3 R - ST BB B H A
(o TARER LREE T BRDE T THAAMEKERXE TN T
AABEZ B B THRIIRAR T RIE ) AR A BRBM AL AR AR
%ot s o b R AT R A 80%' Y o BE R R AVMRIEAD & A HOm R A

BB ERE LR ERTFE > MBERTELEERIME LTI -

& B e KRB A 7 & o B AT EAEDNA AT & & B A AR o B F UL R
& BB RAARAZI AL AOFKRARFFIRE K] S RERIFEA > 253
AR Z U F IR R FMERIEARE 2 R > @ A s T B R AR
AT AV 5 42 R A 2

BEEDNATWH 2412 o b 5 przg TAZAELERA R B 73k AR g & o

NN

Al A A AMY o gbsh o BEHRFATRS

A EBEEPTR 0 B EEDNA > MmPreE T A Rk o AR EH
SFIEPTIE 09cDNA © KT R B > BRiFe@ 2 o) £ 8 —4 0 ¥ARIDBIHEDNAM

cDNA B £ A A&k o

ERGFFEANNE TR FHAGSIHNERTH ARG L A ARTBREL

Z W Bl BF A A R R RARY 0 PP IR AT S o BARE R AT

kA R ERBEHR-ABREM AL LY HEEARRE R R A B R R
P30 20155 A

Wl gy > se ot & 20k s TH > 20084 > EI133 ©

192 grdr A RALEHIEL 0 EA 0 20095 o
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Lyt eI B RFR X H AT B AME L ERE B RR Y MPTEZ M L8
M~ R e AR R ek TR BARRAEREE A AR R
DT R BENLRE Pl BERAAR T FEZ R AR RMAEY > G s
sk i AR B S A Bl R R S A AL A RN A -
H b % 2 0t & B A kS th ABR IR B B 7] 2 B AEDNASLCDNA FF & B 2 &
AR F AL  F B ER R SERZ AR THEMERLATRAHAZA
o ARgh s REFBME R RAEERE R 2 ERBPTARM 0472
B TR AL A RA AL B AT &0k 0 RBA B AR M RA KRG I
BORFI R o K> BN B AR PP IRAF R LR ARRIE A 8 A
b e HEA] o

Myriad Generics— %7k £ B A B & A8 4% 92 & B diAe A8 2 M > B Af & B BUR
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