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FPERFEIILTA>

20117 20118 20119 20120 20121 2022

EEHONALE Ph 1

HER2B54T-DMUEBREAZEF LN A Ph 2
HER2[Z4 T-DM1 SaBEEB N A

DA vs EEETRIRIARE Ph 3
70—k HER2ISM: S78MSLAA vs T-DM1 Ph 3

HER2 {&RIR #iSMEFLNA Ph 3

SoPRY HER2BEM &8 ESHA 311 51>
ElEJZZJ A vs EEMEIRAE Ph 2
ER T HER2BRMERASIEE HA 20d 54> vs Z#E5EYE Ph 3
BEhS A HER2[Z14 KEEH'A Ph 2
o
KB A HER2FSHE 3E/NERIMERTAA Ph 2

HER2[5 14 i FLNA IBERENA ZRILITHHA Ph 1b

HER2P5%E Snf S ZLOA | FE/NRRZ AR A IOHH
I104H S Ph|1/2

HER2[Z1E B EFL0A | BOA IOHA Ph 1/2
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(D Ds-8201: P1iER HBRFH1> ASCO G 2018

Part 10BN AEBIB LU Part2bDiERzFHER

RE#HE ((-h1) RERRE (/(—h2)

N
HER2BZ1¥
AL/ T R A BRI T-DM1AT&EE AH'A
ADAFEES/ BEEIESIRNA*
3Blc—ERIRPES J{—PF2-b
N 3 pts HER2BZ1¥
6.4 mg/kg FSAYZYT HiAESE N A
6 pts 6 pts -2
—b2-c

HER2{EFRIRANA
EIEMELAN

3 pts N—b2-d

A HER2%IH (IHC, FISH, NGS etc.)
(4 HER2ZEERH A
IN—Bh2-e
7 SINEMESE

HER2FEIRAN A

0.8 mg/kg RS

*Subjects in part 1 are not required to have HER2-positive (IHC 3+ or IHC2+/ISH-positive) tumors.

BC, breast cancer; EWOC, escalation with overdose control; FISH, fluorescent in situ hybridization; GC, gastric cancer; GEJ,
gastroesophageal junction; HER2, human epidermal growth factor receptor 2; HNSTD, highest non-severely toxic dose; IHC,
immunohistochemistry; ISH, in situ hybridization; IV, intravenous; mCRM, modified continuous reassessment method; NGS, next-
generation sequencing; Q3W, once every 3 weeks; RD, recommended dose for dose expansion; T-DM1, trastuzumab emtansine.

~
T

Daiichi-Sankyo
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B/ REBESE WA (N = 45)

i () , PRE (17) 68.0 (38-79)
ECOG —&IREE, n (%)
* BEIAOREEEOHRERT. (SHREHENGD. BE2L T THAAAIZSE)

Daiichi-Sankyo

0 33 (73.3)
1 12 (26.7)
HER25EH (IHC), n (%)*
3+ 36 (80.0)
2+ 8 (17.8)
ISH Bl 7 (15.6)
ISH 2% " 1(2.2)
1+ 0
RBH 1(2.2)
AL I AE, n (%)
1 1(2.2)
2 15 (33.3)
3 8 (17.8)
4 9 (20.0)
5 or more 12 (26.7)

AEE, n (%)
CPT-11 ((UJFhH>) 24 (53.3)
SYOYEP) 44 (97.8

Analysis set: Enrolled to DS-8201 5.4 and 6.4 mg/kg groups.

*Local laboratory testing; Herceptest Scoring Criteria (CAP/ASCO 2013)- 3+: Uniform intense complete membrane staining in >10% of invasive tumor
cells; 2+: Incomplete membrane staining that is weak to moderate in >10% of cells, or intense complete membrane staining in £10% of invasive
tumor cells; 1+: Faint, incomplete membrane staining in >10% of invasive tumor cells; and 0: No staining is observed in invasive tumor cells or faint
incomplete membrane staining in £10% of cells.

TNegative or examined but not expressing.

ECOG, Eastern Cooperative Oncology Group; GEJ, gastroesophageal junction; HER2, human epidermal growth factor receptor 2; IHC,
immunohistochemistry; ISH, in situ hybridization. 18
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& CPT-11 ({UJThH>) BEEOHIELICHNTHAS. 5% DRFNZR2 MR

B/ RERESH RhA

=¥ i A eI CPT-11*Ruia R/l
(n =44) (n =23)
DCR, n (%) 36 (81.8) 19 (82.6)
PFS (months), median (95% CI) 5.8 (3.0, 8.3) 4.1 (2.5,8.3)
Duration of follow-up (months), median (95% CI) 5.6 (3.7, 7.6) 4.8 (3.0,7.8)
Duration of response (months), median (95% CI) 7.0 (NR) 6.9 (NR)

*CPT-11 is irinotecan.
Analysis set for ORR (CR+PR) and DCR (CR+PR+SD): Efficacy evaluable for confirmed overall response, at least 2 postbaseline scans or PD at the first
scan (5.4 and 6.4 mg/kg).
Analysis set for PFS: Efficacy evaluable for PFS, at least one postbaseline scan (5.4 and 6.4 mg/kg). At the time of data cutoff, one subject is on treatment
but does not have any post baseline scans.

Minimum and maximum of PFS that includes “+” after value indicates censoring.
Cl, confidence interval; CR, complete response; DCR, disease control rate; GEJ, gastroesophageal junction; HER2, human epidermal growth factor
receptor 2; NR, not recorded; ORR, objective response rate; PFS, progression-free survival; PR, partial response; SD, stable disease.

ORR : £&INE

DCR : J@241> hO—)L 3K

PFS : IBRAEFHAM

Duration of Follow-up : ZRZ2HAR 19
Duration of response : Z=3IHA]
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JL—RoDaEICEEUVBESROFER(IRN T

JL—R1 JL—R2 JL—R3 JL—R4 2

Preferred term* n (%) n (%) n (%) n (%) n (%)
migk=sTE

Bim 0 5(11.1) 11 (24.4) 0 16 (35.6)

I/ MRE R 6 (13.3) 1(2.2) 6 (13.3) 2 (4.4) 15 (33.3)

B k&R 1(2.2) 7 (15.6) 5(11.1) 2 (4.4) 15 (33.3)

YFERERER A 1(2.2) 3 (6.7) 7 (15.6) 2 (4.4) 13 (28.9)
SRS

=il 29 (64.4) 2 (4.4) 1(2.2) 0 32 (71.1)

B R 18 (40.0) 8 (17.8) 3(6.7) 0 29 (64.4)

(EZA 12 (26.7) 2 (4.4) 0 0 14 (31.1)

NEnt 10 (22.2) 0 0 0 10 (22.2)

T 10 (22.2) 0 0 0 10 (22.2)
Tt

FE 8 (17.8) 2 (4.4) 0 0 10 (22.2)

Analysis set: Safety evaluable, at least one dose of DS-8201a (5.4 and 6.4 mg/kg).
There were no grade 5 treatment-emergent adverse events.

*Coded with MedDRA version 18.0.

GEJ, gastroesophageal junction; MedDRA, Medical Dictionary for Regulatory Activities.

o BAOBENEESERICLOABTIE (. RAKIE. M)

o 16107 L — R2OBRE B DIREHD “ “

o 2BIORIEER/BElRA * OB A OB BEROWMESD (JL—R1, JL—K
3, 16170) | MEEIAHERERCIVHETE

* AR D RAEN DS Zpneumonia (A#) ¢FRECU. MM OBIBERECKAEZIRRCIIHZEEZpneumonitis (AlfEA) EFCKTHREENS 23
CENZVN, BARTIEEARMAEERT ENSL,
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=25 JETE?"' SHER FY2017 FY2018
i | P3: QUANTUM-R AML2MSA2EHIRF1Y TLR
FHVFO -
P1 : AML DS-30324#M SRERBANA
P2 : Pivotal HER2IZIHEN'A (NSRYAVTiERRES T atBRBHLE
P3 : HER2IZ AL I AT-DM 1AV EETEIR SRERBASA
P3 : HER2IZ1EZL A vs T-DM1 SRERBALE
P3 : HER2{ESRAN A SERBAYA
DS-8201 | P2 : HER2[BE KIBH'A SERBAYA
P2 : HER2B51E NSCLC SRERBASA
P1b : HER2BSEFLA A - BEBEDY A/ =RV T A m——t
P1/2 : HER2B31$ELI A - NSCLC/TOH#F SERBAYA
P1/2 : HER2IZIEELI'A - B1¥A/TOHF SERBAYA
Us1ags | PY/2: HERSIILRISIEIIAI, A
P1 : EGFRERNSCLC T
DS-1062 | P1: Ef¢h'A (NSCLC) SERBAYA
DS-1205 | P1: EGFRERNSCLC/AY A F =T HF SERBAYA
EROEINITAY| P3 : BAERE (E515) G
=O0#/XY> | P3 : PHN/DPNP 5
IYFtLJY | P3 : REEMEIELE 2ES
DS-5141 | P1/2: F1YIVIBWEFHFIZ AT —E TLR

T FY2017 Q2N50FRERET7YIT—8  THR « #ERK TLR: Top Line Results 21



FERRAFENAT 1>
| Jr-za | J1-x2 | J1-X3 | E@E@

B DS-3032 (3kH) W U3-1402 (B:X)

(MDM2FRZEHI) (#iHER3 ADC)

M PLX7486 (k) M DS-1001 (H)
(FMS/TRKFHZH) (ZSEIDH1PEEA)

B PLX8394 (k) M DS-1205 (K)
(BRAFPEZE#I) (AXLFBZ=H)

B PLX9486 (k) MW PLX2853 (3K)
(KITRRZEH) (BRD4EZEH])

M DS-3201 (H) ™ DS-1062
(EZH1/2PEEHY) A8)

B PLX73086 (3K) (#iTROP2 ADC)
(CSF-1RFEZE#HI)

B PLX51107 (3K)

(BRD4FHEH!)

DS-1040 (GKBExH)

(SRR R M ETEE, S/

TAFIafEZEH)

DS-2330

(BYYESIMmSE)

DS-1971

(18 1eEm)

DS-1501 (K)

(BHFR%E/nSiglec-153k)

B DS-7080 ()

(DA EEBEZE14E / I B 40 %1)

DS-5141 (B)

(DMD/ENAAVIRILAFR)

B DS-1211 (3K)
(TNAPBEZER])

B VN-0102/JVC-001 (B)

(MMRD9%7F>)

NIVIVTA
ATFARY

T FRERETYI Tk

W )CNJYYT (BR)
(U3-1287/EER8HHA/ATHERGH )
B DS-1647 (H)
(FB3¥HE / GA7AA)VR)
B FHIF=T (B)
(AC220/ &t BRENEEMIE-2nd/
FLT3FEEH)

B DS-8201 (HKEX)
(ZLH"A/HMHER2 ADC)

B DS-8201 (HIEE)
(Bh'A/#HER2 ADC)

v
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2018F1HIRE

B FJ)ZAYT (B)
(AMG 162/A.h¥A#EBERE/
HIRANKLIE)
B FHILFZT (KEREE)
(AC220/ 24 BB MH-2nd/
FLT3FEEH)
W )L FT (KIRE)
(AC220/21¢BEEIER MR- 15t/
FLT3PEZEH)
B RFIHINFZT (KER)
(PLX3397/BIEEMaiE/
CSF-1R/KIT/FLT3BEER]
B —EYXYT (8)
(DE-766/8h"h /IIEGFR#{4)

B IRFHN>Y (BH)
(DU-176b/AF(BSHE)/
ZOFXaPEEH)
B JS29V) (B)
(CS-747 /MM EREE/
/MR El)
B IH¥ELJ> (B)
(CS-3150/SM/EAE/ MRIENRZE)
B IH9¥tLJY (B)
(CS-3150/#5RmIHESAE/ MR )
B =O045/\U> CKER)
(DS-5565/FM/a23Vi*Jh)
H =O045/\U> (BEE)
(DS-5565/DPNP/a23V* Jh)
B =O045/\U> (BEE)
(DS-5565/PHN/a23V4" yb*)
B S5=-F=E)N (B)
(CS-8958/THINTH' /4T 515—)
B VN-0105 (H)
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BTD Breakthrough therapy BHAR SRS E
designation
CR Complete response TEEY (PANTRISERZIE)
DCR Disease control rate RERIM-ILER (RIAZI2 M-IV TETVREEDES)
DLT Dose limiting toxicity FAEHIESEY (BEHNTERVERERZEM)
DOR Duration of response Z3hEAR] (RhERNFHE I 2HAR)
EGFR  Epidermal growth factor receptor _LtRMERFZER
MTD Maximum tolerated dose RAME (MASNRVESHENEZEE)
NSCLC Non-small-cell lung cancer FE/ AR ATA A
ORR Overall response rate PR CEBEMNRODOILEEIANDEIS. CREPROGET TR
Objective response rate 9)
0S Overall survival 24FHIR CAERIaNST<R2F TOHAR)
PD Progress disease REEIT CRECEEADS T aERILDEIRIANERIL T DIL)
PFS Progression-free survival HISEA TR (DMANNEITI BEKEFU TV HAR)
PR Partial response ]&jléﬁ%?ﬂ (RADKREFEN30%LL BN, ENH 4B
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