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1) Table of Pharmacogenomic Biomarkers in Drug Labels (http://www.fda.gov/Drugs/ScienceResearch/ResearchAreas/

Pharmacogenetics/ucm083378.htm)
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KETHER SN HARTHRE Sz HAR T ORISR

Biomarker IVD O VD D4l D3

CCR5

CD20

5q Chromosome

c-kit

CYP2C19

CYP2C9

CYP2D6

DPD

EGFR

Estrogen receptor

FIP1L1-PDGFR a fusion

G6PD

Her2/neu

HLA-B*1502

HLA-B*5701

Interferon-lambda-3 (IL-28b)

KRAS

LDL receptor

NATL NATZ

PDGFR gene re-arrangements

Philadelphia chromosome

PML/RAR a translocation

TPMT

UCD (NAGS; CPS; ASS; OTC; ASL; ARG)

UGTI1Al

VKORC1

OO X | X [ X | X[ X[ X|Xx|X|X|X|X[O|O|x|O|Ox|O]|O|O0]|OIx |0 x

X O X [ X[ X O] X [ X | X[ X|X|X|X[|OX|x|O|Ox|O]x|O]x|x|O|x

X O X | X [OlO| X | x [ X |O] x| x |[x O x|O|O|O|x|x|x|x[O|O|0O]x

P

ARG: arginase, ASL: argininosuccinate lyase, ASS: argininosuccinic acid synthetase, CCR: CC Chemokine receptor, CD: cluster of differentiation,
CPS: carbamylphosphate synthetase, CYP: cytochrome P450, DPD: Dihydropyrimidine dehydrogenase, EGFR: epidermal growth factor receptor,
G6PD: glucose-6-phosphate dehydrogenase, HLA: human leukocyte antigen, LDL: low density lipoprotein, NAGS: N-acetylglutamate synthetase,
NAT: N-acetyltransferases, OTC: ornithine transcarbamylase, PDGFR: platelet-derived growth factor receptor, PML: promyelocytic leukemia,
RAR: retinoic acid receptor, TPMT: thiopurine S-methyltransferase, UCD: urea cycle disorders, UGT: UDP-glucuronosyltransferase,

VKORC: vitamin K epoxide reductase.
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Her2. Philadelphia chromosome) L 77\, L
L. TOHFTLHRGE SNz CoDx DI D7)
HY . @Y B EY) 5 R 2 RS 5 TR
BThbD, o BMITHSE, o2V IEISELIN
TWDA, TNHOHIZH, ANV EE Vg5
& 2 EAEEBRE L OBEIRE SN TV
HLA-B*15027% & X 912, FEEMFEIIW S
DOEELHERZVEETL505H) ., 2D
£9 7% BMIZBI L T KR SN/ CoDx 2SLET
H5)o Ll CoDx & L THHTE28AD

4) 3HICE 7 7 A =55 ALK %IZH & 5 5 crizotinib A%, 4 F I HMSEEF Y » L) CCRAZIEN &3 5 KW-0761
&, Roche. #—=3t (Plexxikon) 75 BRAF i#ifn &% % 1E) & 3 % vemurafenib 73Hi i & 11, vemurafenib &

crizotinib 288 A2 FDA THAGE &7z,

5) Pharmaprojects. &4HP% b L ICHIERIE D 7 = — X 2 IO S 2 FE L. 215 OS2 L CClinical Tri-
als.gov IZEFk S LTV 3 R BRI B W CHFEMOERN 5 FOSBNBEEFEEL L THYLNTW L2 /ERA L.
BT L B BEEIRZIT > T LIS E. CoDx Z4E) Bigsim & Aze L7z (20114F 6 HHE) o

6) ARIFTIE HLA-A %3101 & BIESEIZTSIE O B A HE SN THB Y \HLA-B % 1502 & FIESEIZ FSAE O B #EIIRE S LT

W\,

BOEF =2 — 2 No34 20114117 €



IVDAH UL, REETH-THHHEINL L
W H7%E, FBIIZ CoDx DAGEZ ST 2% A
YT A THMEDT . KRR 2 T IR
H5bHo MAADBM IZxF L THAGEE N7z CoDx 237
W DIZOWTUISHROMET D LETH %,
WA BM OBIEDVEE % HESEGHIZE LT
E, EIENEBMEFEORE 7Ot 2 0E VAR b
WAy 7l oTL b MIIIRLZZEDIZ, &
N EIVD TIEBE 71 & A K N F O Ry [l |2 &
WSH D, FNE) FLTHEDELND DA
FEOWANFET o TN F TSI
BHEFIVHIRIBENTHSEA (M2), £EIZL D
EZHOEWGESHY) ., FREERLENIZET
WL 7, —EDOMNZETIZER T OERER 5
FEMAIZ CoDx DFI%E % HiE L CTRWrEEEM & o
B EIT> TV BD, TOMEDLRMBTH 5,
CoDx z ) EF MmO IIE, 7o AL
AU B FFRFOIY e, ) A7 LRl E ED X
INED D VFEMH T 27Tkl %
COBRFATREZENDH L, NOEEELH
72 BT A AET IV OMSEIISREZEN;IY M
REBEHEDO—DOTH b,

X2 EE&LESHEORBRERERETILY

| —h-Tytd
N7 -yay

DEEIED | BRERNT —vay
SINYT =Yy RIRBORE

SERERFTE | ) -1 LA IR
4%?%‘% % .

[t *,a,l | %Aff%m% 1 EEXTJ’%E”

SN =3y o

sEmETD

EHE AT REMERR A o

EE’G(D/\ 7' =3y >
EEFR COH AtEiRET >
HHT - Drug-Diagnostics Co-Development Concept Paper. %

EAHERG

RENPEVARETVERFTHI24725C
VBB COAHE S QK SN L LEDSH 5,
CoDx D [RIFFFAZEIZB L T, BE4E & 5412 EMA
75 reflection paper® ¥ 2%, FDA 75 L 544
A RITA YR PELRINTNE, EMAD2D
D reflection paper Tld. genomic BM O, B

BO70 ORI T A VT 5 ELE, WGk
AR CHEBZEANC CoDx # IV 254 OB, )
ATRIT ALY VTGV DEZTT R EDPRENT
Who FDADITA FZ 4 »id, £ 1) CoDxIZBIL
T%&ﬂhﬁ%i%?bfwé CoDx 13 JEHI K

TIEEES LD . FEICKREINSL Z L,
CoDx % 9 EH ah OB 5E % 5Tl 9 5 P, B4
7Y CoDx DAKGED LIS B DDET L

Z &, FDAWGE L 72CoDx D & R Mo
WASGEICHFET 2 2 e R LRI T 5,
EMA ®paperlZ 72454 F5 4 »Tid7 { . FDA
DHARITIAVEFERERNT T I THLID, 5%
BIESMZ 5N D WTREERH D FEEEL 7 +
O— LTV UEIEDH LN, YRORY v AP
Ba IS > TETBY ., 4% 0 CoDx %
NOIREE R D THSH o LA LHATIE.CoDx
WCHETATA K ITA4 I3 FZHENTW R,
20104F 8 H 2 H ARBRIRIR AL I 25 R E R b o -
IVD T4, MNE Y A AHED#EL T [H4ts
WA EE R ORI B 2 E 2] DSIEEST
BIEICR &, T V8= F VBWEE ’Egﬁ"éiﬁ
72 HGRAR AT IR HE &V — VAR ) D EENEATR
NTWBELOD, T4 K4 VY EDWEIS ﬁﬁt
XI5 AR TV, 4% CoDx &
FIRFBHSE SN B EEMAIEZ 5 2 L3 FHEENS
72, BEICBWTHHA FI4 Y EOEEIS
BORETH 5,

F 7. CoDx ICBIF A MlioFEE L L Cld. &9k
WK MR EES BT 5N, HARIZBUT 2

7) FDA. Drug-Diagnostic Co-Development Concept Paper. April 2005
8) EMA. Reflection paper on co-development of pharmacogenomic biomarkers and assays in the context of drug develop-

ment (draft). 24 June, 2010

9) EMA. Reflection paper on methodological issues associated with pharmacogenomic biomarkers in relation to clinical

development and patient selection (draft). 9 June, 2011

10) FDA, Draft guidance for industry and FDA staff In Vitro Companion Diagnostic Devices (draft guidance). 14 July,
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