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¢ J1—-X1EEROE LA (ELHA - BH AL OfERZ2F R
(FLBALEBNAICEET DT —4H(E. ASCO 2017 THETR)

Dose escalation (Part 1) Dose expansion (Part 2)

Part 2-a
Breast cancer or Gastric/GEJ adenocarcinoma HER2 positive

T-DM1 pretreated BC

mCRM with EWOC
Administered iv Q3W Part 2-b
HER2 positive
Trastuzumab pretreated GC

Pharmacologically active level
3pts HER2 low BC

(IHC 2+/ISH -, IHC 1+/ISH -)

Part 2-c

Part 2-d
HER2 expressing solid tumors
------- ______ S —— (IHC, FISH, NGS etc.)except BC or GC
0.8 mg/kg ETS Minimum effective level
ESMOTHRULBZNED

T—5&HE (N=25)
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BEER J\—bh2d (N=25)

(Ds-8201 : P1itER Part 2d BEES

£Fifs, PR{E (range) 60.0 (44-72)
BLAEL I A E, BAR{E (range) 3 (0-10)

/{—h2d (N=25)

faks-BlEbA 11 (44.0%)
JENHRERE A 6 (24.0%)
IHEIRIA 4 (16.0%)
EDfth ' 4 (16.0%)
T R=T1yNE 261, BENA 161, BEHA 145
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@ DS-8201 : P1iiB& Part 2d )% (6.4 mg/kmmm

 owaen | b
BN A

2/10 (20.0) 8/10 (80.0)
JE/NFBRRH DS A 1/5 (20.0) 3/5 (60.0)
RSO A 3/4 (75.0) 4/4 (100.0)
ZDfth § 1/3 (33.3) 3/3 (100.0)

t 2d025FI0553461F. EfRENizh'Post-baselineXFv>h2[EIKEmDIzs . TR EL TOEHIIAEE
R BB A1E. FENERERTNA1EIE. 1EIBOMRE TEPRELES SIS N 2\ ik st R
§ ZOMLICE. R—1yNKR. BENA. BEHNANSENS

ORR: £2=IhXK
DCR: f"Z21> hO—)L 3R
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ESM0O2017 @
/—ﬁ7\/5’ — %i@ Daiichi-Sankyo

=01 MIHC 3+ WIHC 2+ BIHC 1+ MIHCO

& Not measured B Unknown

-60 1 C-Colorectal L- M5CLC 3-Salivary P:Paget's Ch: Cholangiocarcinoma E: Esophagesl
# > Ongoing trestment

Z{DFEETHADHE MR (U 3TN FATEEN ANHEN)
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() Ds-8201 : P1:tER Part 2d i&‘}]WHCTEMW

59i% Bt KiFhAHFEE#®, IHC 3+ (6.4mg/kg)

After 8
cycles

30%LL EDiEB e\ (PR) ZziE:R

PR: 83 &I)
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Dose escalation (Part 1) Dose expansion (Part 2)

HNSTD Part 2-a

Breast cancer or Gastric/GEJ adenocarcinoma . HER2 positive
T-DM1 pretreated BC
mCRM with EXOC

Administered iv Q3W : - Part 2-b
HER2 positive

Trastuzumab pretreated GC

Pharmacologically active level [H5-5R7 16
(IHC 2+/1SH -, IHC 1+/ISH -)

| ’ /"”
1.6 mg/kg [EJIS Part 2-d
P HER2 expressing solid tumors except BC

or GC (IHC, FISH, NGS etc.)
B 0.8 mg/kg  ENT Minimum effective level

X 73 3pts

IRR=SDBESR—E(IPart1nb
Part2$‘€‘0)5: 253 (N=168)
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@ Ds-8201 : P1itAk 20%LL L5e3 .br.:ﬁ§$w;@

Preferred Term JL—R2 | JL—R3 JL—Pk4a £ (%)
JC— D1 +)C— b2 &5H(N=168) | (%) (%) (%) (%) :
E=E

=11} 11.9 13.1 29.8
/)RR 11.9 7.7 6.5 29.2
bF R EREGR A 1.2 7.7 13.7 25.0
A ki 1.2 10.1 11.3 24.4
BiEESE
=ib 51.8 13.1 2.4 67.3
B IR 34.5 17.9 3.6 56.0
iz it 28.0 4.2 1.2 33.3
THi 19.6 4.8 1.2 25.6
{5 20.8 3.0 0.6 24.4
TDfth
BiE 20.8 5.4 0.0 26.2
B 16.7 4.8 0.6 22.6

AEHIRSMTEFRBOH5NT ., JL—R4DBEERGAL BN
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A M AZECEELREURIDE

¢ /\—b2dT. 22 A\OFHMrIRERX BB TIE, £RHHFR
(331.8%. /323> bO—VE(E81.8% THOIL

& FEALOHER2IEHEIRA A BE(CHV TREE /)
2H5N. BIFREDMTOTFA I THok

® NHOBEBRFEERICKD., FHA - BHALIYTDEIHS
HAICBWLTH. DS-8201DERBBIEEN =S F oI

(Ds-8201 : P1itER Part 2d %A
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[ RERFEF B 2017FERFICHIRTE »

2016 2020

HER2[E LA (T-DM1 failure
J1—X2Pivotalifiz EhEH

) 2020 DEAEEIC
‘ M TR

HER2Z 4B HA (Herceptin failure)
J1—X2Pivotalsiti® fiin (HA-8&EF)

HER2FZ1HZLD A - BERED A
J1—A1bZMILY I REER R

HER2IKFIRFLH A _
> 20214 LIEICERES
HER2FIENSCLCEAIEN A

BHRAES1 > TOHER2Z4ELNA

BTD : EHAMFIERISTE NSCLC : IE/NERERTH A 44



@ u3-1402 : EFEstE v

¢ ERPREINERAT S 31—

FY2017 FY2018 FY2019

wTLR

J1—X 1 i{B&
EGFRZZEIF/HlIREAHN A

¢ HER3BEMHEESMEBEELNATI—X1 /25068
> JI—X1:38&%/0—b : 2018FEDEESTIHREFTTE
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FIH: first in human
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BTD Breakthrough designation [BIHARY BB

CR Complete response L= (PANTRISERBIE)

DCR Disease control rate WREIMO—ILER (RIS M-IV TETVREEDES)

DLT Dose limiting toxicity BE=HIREE (BENTCERVERERZEM)

DOR Duration of response ZhEAR (BhERNFEE I 2HAR)

EGFR  Epidermal growth factor receptor _tRMERFZEAR

MTD Maximum tolerated dose RAME (MX5NRVSHENHIHE)

NSCLC Non-small-cell lung cancer FE/)NFHARATA A
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