JEA G ERLARTE BB (BRI SRICT AL - N TRIRESR IR )

ST POt

BRRSBR T — 2 X=X XV KGEHEEICE S 2 [H] & [EEN] 2R2V 77— F e 7 v 2 {ERATRE:
ZIRET S 5 RS

WFFeARERE BRI ESZFFERRE NENL A ATTSE £ v 2 —JUibe R mBRAFEHEER T RIE R FEHEE
GBS

EEE

YT7AT7 =L FF—=% (RWD) 26fGbhz) 7Ar7—A Fzes v R (RWE) %FIEH L SEFAR O RHE
t - EBEEOHIRICORIT 28 E 0 ERILL T b2, 20 B XU [EEE] oHRPKELRMEE
%, BDAEYEEDSIICE LT, A IIEFRIGL Y X b ) ©dH % [SCRUM-Japan Registry | % 7R IREE
& LCHER L. YIBRAHE HER2 Btk K oo L C3FKFE 2 FH L 72 (Nakamura, Y et al., Nat med,

202), X5l KB 7 v & 2LHEGERER D ARCAD 7 — £ = — 2 |, [SCRUM-Japan #1472 ]. [Flatiron
Health #: & OHFEFFETERL L 72 RWD O F — 2 RX— 2| ZFiELTWw3%, 42057 —%~x—2 (DB) ®95 %
ARCAD DB & SCRUM-Japan Registry |33 &ZRICHIEH S Nz b b, £72 400 DB (3% 7% 5 (SHEM%
HEDOL 2T L EZHL TS,

KIfFETI3 4 oD DB O'H & {SHEME % kit 3 2 REALISE W28 % £l 2 < & ©, IR O/ IERE L
L CHRERAIREZ: RWE 0B L 5 ZHL 21035, o7 rvR e LCE 3T — %% SDTM JER L
LUBEATRE R TP IC T 2 B3 D D . AF1 5-6 FFEEICEM L 72 (CIN #EEZRFHENCTEIM) . AWFFRN TR
DB [0 #Eat A bk 2 Eiid 2, 722002 HRT 272007 — X R—FEE, 77— XEHTICOWTHEE
SLlL Ty, PMDA® LY & b VIiGHM] 2@ L CHERFGT 2 2 L 2 HIET, & 51 RWD/RWE
OISR RGFICE T 2KEICHEL CuavEa, %A X IEEERTE (FEE0%M. AT — &
DE=XV v IRE) #FEMT 2HEMEEINS D, BERNEFECOVTIRALLICR s T vz,
AR TEDFEZHLLICT 2, AR THL LI R > =FIHB X OHMEE S L ICFHE — F B LW
RWD/RWE O3 HFHICBIR T 21REH2FRT 2 2 L 2 HIE T,

MRS EEKS - BTN R UPTETZEEEIC 3T 24
o ARM [ETHIEEREIEANEINAMNE Y X — - BURRE EIR BRI R B R HE
7oA L—v gt ) b—FFKEE - FEES

o AR ENIHIERFIEANESL AN 2 — - BB EIESBREAEERM T2V X
- B

o EHWIEHEE ENHIERRIEANESLSANEY S Z— - BT EREERE - R

® EMHMZE HEKFE REREZAVIER R

® hiffE— ESIHFERRIEANESL B AR o F — - hlple  EERBRFEEM - P&

o RNRHE [ESZATZERIREIE ANESLRE M - R ERITIE v 2 — e - BRIRPTTE - BOEAHMEEM  BERRBTIE
SCHERR « #E

o HIEy ENMERFIENESLA MR X — - R EIESBHREHEERM - AR/ E

A. WIRBER

AWFZEcli 4 o0 DB 0'F L E M % HLikiat3 2 REALISE 3¢ 2 i3 2 2 & ©. 3HAR O/ IERE &
LCHEMA[BEZ RWE O/ LSO 2T 3, £ N2 HET 32007 — 2 — 2L, 7 —%
fRMrICOVWTHIRE L LTE e, PMDA® [V 2 F ViEFMZ] 2@ L CHEMET 2 2 &2 HiET, 5



I RWD/RWE O {55123 PMDA O3k® 2 /KMEICEEL T aWEey, A M X ICFEERIE % i3 2 245
DHEEEI N, BRARTERCOWTIEPEL PICh o Tz, KR CTZOFEEZHL 2T 5, K
TS DI > - Flas X O R % b L ICFHI > — F 3 X 0" RWD/RWE O 3REF|HICBIR T 2 2 5E 2 EK
T xHET,

. WIRGE

2 BHHELTWwWS [ARCAD 7 —4 ~_— 2|, [SCRUM-Japan Registry |, [SCRUM-Japan #1%H/F5E |,
[Flatiron 57— % ~— 2] @ 4 50 DB icov» CTH#kikaT %175 (REALISE #9¢: 728 AW & v & —Bf
FRImBHE AR B RAAF A (2023-148)), F CICEFAZICHEH 7z TARCAD 7 — & X — 2],
[SCRUM-Japan Registry| &. Z#LI# D [SCRUM-Japan #%2fiff%% |, [Flatiron 7 — & X —Z ] & DD
F— 50 DllATE] O & HEEI T L . TSCRUM-Japan BIHF ). [Flatiton 7— 4 <— 2] 453
FRFICHIER & N 7 — 5 < — 2 & RO AP IS 2 < O Ch UL, TlATE] 205 b AERITHE

R LTy 7= 2 OFPHEIC D W THET 21T 5 & f#1c, [SCRUM-Japan BIEWFEF — & ~— 2 |,
[Flatiron 7 — &2 X—2Z | X O+ HEAME] 2Ffo7T7 — 2 23 2 -0 05w W THET
%, [Flatiron 7— X _X—2 | 3#BEH% 5 7= Abstractor IC X ) 77— o [EAM] [{E@EME] s HEI LT
V3720, @O RWD/RWE L I3BABHOT— XL EL D, COMICOVTHEIMATI,

450 DB & [{EHith] 1250 KZFFHICHITEH % 1172 DB & 2 MBS0 Hlcat & 15, AR
FE 3 (R 12 o\ CHET 2 o RIS 13 R BKFIC FITRF & L7z [ARCAD #— % < — 2 |, [SCRUM-
Japan Registry] &, %hsho> [SCRUM-Japan BIZEHF5E ), [Flatiton 7 — % ~—2 | & 007 — X {Fi
PEEIR (2= ) v /0B 7 & ORI 0% THE L, SR S 720 0BT 5 SRR
TuRAEEET D,

REALISE W55 CH & 2210 72 o 72 FIlEE XL CHI R, HHIRY R O T 284 254 X v 2%, [\
HIRDIRIL, 7 — % < — 2% F — 2 B{L ORI S 75 & 2 IUE L <. FFIli> — | 35 X 08 RWD/RWE
DIEFFHICBART 2 IREFEMERT 2 2 L 2 HIET,

. WIFERR

A1 6 1 REALISE 3813 3~ CICfi#iT vl 7e 7 — X A& T L7z MRT A BEMGE L T 5, HED
BB OB T — 2 245 D3 Fmdb 7 7 72 a vick+ 3 ZRiGEUBERhLEEZ NS, SE=
TIRIBRLARRICIRE 35 & SRR (PFS). AW (OS) 284 207 — % X — X CHE LM
2% Y. TARCAD 7 — % ~X— 2| [SCRUM-Japan Registry] & [SCRUM-Japan #2ZHf5¢] [Flatiron 7 —
ZR—=Z | BEFED K-Mcurve Z/R L TW3 2 L X ) T —2DEEMEDLD 2 AlEEMSRE X N7z 25, 5] %t
Rt T 5, SROMTEE & LT,

4 ODT —=HN=ADERT —F KANEE]E O Lk

W EIFE DY 6-10 BEICAT O TWDIEGIORIG L DT 7 N AMIE 2 % 5B O/
ERICHRETHHAT D LB Z 6N D ZRIBIROIEFNCIRE Lzt T — & CHEEER L PFS, OS 2k
EIcR-Z 1))

SCRUM-Japan BIZWF5E CTO T — & OEHEMARIEIZEE T 2 FIE & INE T — 2 WA DRI E

WKOWTCHTZIT S FETH B,

2.

fEEFHIF. HAEWNICE T 2 RWD/RWE {EHOBUIR & SEZ L o0, 3EHRFHICET 2 [HAE]
KO [EHM] oFHlifZ HEl 32 & & bic, BROEFKZDO D DEFEEICH 2 5 5 KR O
(minimum requirements) ZBH/R T 272910, FFHARDBM & BIFEMET & 41T 2 1R A 720 Bl % 14 %



WICEEE 3 2 L #HNE Le (G 4 BICEHMELTEH), AMESHFIZZHBRch Y, F-Hcix. £E
DHA Xy 2D AN & 58] oB g (65 2 %), AicEs T 21 Y2 b Y FoMHHH
RS o FHIFEH (55 38), FHIABEL - HNNEFOZER LUGERE F4E) 2Rl 61
RWD o [#A&M] X0 [EHME] 23Hlis27200F 2y 7 ) 2 b - 5HliR GE5%3E) 28 RL7, H
—# iz, RWD/RWE DA AT 72 35 B R i o Btk & 38 (BB 6 %), I X OBl oz & &
Y EETE) 2EENICGHL 2, 2k, FEENMHICE S 2 RWD/RWE OfSHEMRELR D Bk 2> & il
MR, X O ICIIFINREE T2 —EBLORL, RANGRIREZL LT 207,

D. %

RWD/RWE DEEHAANIL, HRIITE & £ DRROERE~ DR E D7 SHi7z a2k e LT, S&OKE
BB L UFHIA R 2 KRECEHEL S 20 TH 5, EERICH ., FDA ®° EMA %13 U o, &EHHY
THAX Y ZOBEWEPERL T2, ZoERHICHT i, EEOMH Y Frd@E L < s HESH

(Relevance) | & T{E#EM: (Reliability) | @ 2 D DIEH % +428##E L <, BRI L 72 (fit-for purpose) 7 — & X
— R LYRAMY RGN WEEL, ZOWMEERERT I EBAARTH D, #EHEMIE. HFEEMICES LTt
REM -BREE - TV P A LBEYTH 0% iHliT2METH Y., FEMEIR. 7 — X 01N (Accuracy). T4
P (Completeness)., JBFFATRENE (Traceability) 2RI N TV 202 EKT 5, TN b X7 2 Hdli L ©
37, TETF Y RAOEMHEE AT 2 ERNEM L LT, RWD %2 3EEECHFIHM EH+ 2 Lot
BBl oTWw3, Ibic, FEOMEFA A X ALY b EALCAIED T 5N B JFAIN A FETH 25 ICH ik
WTh, E6 (R3) Annex 2 2S5E X 11, B ERL RWD iz &4 AT —% v —2icx LT [#EA
M BLO [EEE] oFAEZEHT 2 2 L AHREI N, OEBEIEBHAD T, AEICE VTS, PMDA
DL YA MY IEFMEREIESEZ R L2 R oG R R A B UL 7 — 2 X — REHBRE D & SR CR 1 B
THHEYREE OABBKER S 2 BkobhTwd, &5 LzERAIC X 0 AGEHG 2 TR 2 TERH
itz 9 % A X0 [E#EE] 22727 — 2iSHOFEEMED < LRI NS,

A 7 EREFERE Y . [EREAHHICET S EAME] & EEE] 23 UTAT =L FTEeT v 2 EK

CET 72525 ) 2L (RAERD S8 4 3 AT L 7.

F. EREERIER
Fricza L

G. WrFsER
1. FmCFER

o RBFIHICETS IEEME & [MEEE 250 Y7 AT —) R EF v 2ERICEIT RS BT
EZDHPFH Vol 297 No.1 2026/4/4

® H. Bando, Y. Takeda, T. Misumi, T. Nishikawa, M. Wakabayashi, K. Yamazaki, et al., Associations
between early tumor shrinkage/depth of response and survival from the ARCAD database, JNCI Cancer
Spectr 2025 Vol. 9 Issue 3

® K. Yamamoto, H. Bando, T. Misumi, T. Nishikawa, M. Wakabayashi, K. Yamazaki, et al., Chronological
survival improvement over time with oxaliplatin-based chemotherapy plus targeted agents in metastatic
colorectal cancer: An ARCAD database study Eur J Cancer 2025 Vol. 230 Pages 116034

2. ¥RFER

e  Yamamoto K., et al., Chronological Changes in Clinical Outcomes of Standard First-Line Oxaliplatin-B
ased Chemotherapy + Targeted Agents for Metastatic Colorectal Cancer: Updated Analysis of the AR
CAD Database ESMO Congress 2025

e H. Bando, T. Hashimoto, et al., 115MO Comprehensive multi-omics analysis of early-onset cancer: Ins

3



H.

ights from the MONSTAR-SCREEN-2 experience, ESMO Congress 2025

R. Yokoi, R. Yamashita, et al. 829P Transcriptomic-based prediction of therapeutic response in metast
atic RAS-mutant colorectal cancer ESMO Congress 2025

T Fujisawa, Y Nakamura, et al., Efficacy of tyrosike kinase inhibitors (TKI) by mRNA Expression of
Targeted Genes in Advanced Solid Tumors ESMO Asia 2025

Bando H., et al., Advancing Colorectal Cancer (CRC) Research in Japan: Insights from Electronic Hea
Ith Record (EHR)-Derived Data in Japan ISPOR RWE Sumit 2025

DIARIESIICE T 5LV A ) ZiEH L 23 FRGE O 1210 H AR rais
HEAEGRICFIHAIREZR Y T 7 —v B 7 — XA HIg L 20 fllA SE38MIPUEMENESMAE 7 + — 7 4
HFGRHEEFICE S S [H] & (S &b SRR T — & X — 2o Y #la % 10HPMDA RSHF

Tgo /I
By

FIR B EHE D HIFE - S8R
(FEEET, )

L FEEFIS

AL

2. TR RS

=L

3.z ofth

=L



