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DS-8201 : ASCO 2017(Oral) U

R—RFTA Do DEKERFE/NE (%) (5.4+6.4 mg/kg)

a0
N=108
60
40
20
20
-40 - ..
[ Breast cancer HER2 Positive
-60 - . Breast cancer HERZ Low
. Gastric cancer HER2 Positive
-80 B Gastric cancer HER2 Low
-100 - W Others Analysis set: Efficacy evaluable patients with at least one scan

Data were analyzed based on the data cutoff on 11-May-2017

raesoeos: ASCO ANNUAL MEETING ‘17 | #ASCO17

Siides are the property of the auther Permission required for reuse. Presented by: Toshihiko Dogj

SCOBETHAOMNEHR (IFIHFILAEEFAIHL)
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DS-8201 : ASCO 2017(Oral) (v]

HERRHMEMDLETE(5.4+6.4 mg/kg)

| ORRNn(%) | DCRn(%)
Total 39/97((40.2) | 89/97 (91.8)

0 19/45 (42.2) 44/45 (97.8)
BC T-DM1F4E 16/35|(45.7)| 35/35 (100.0)

BC T-DM1+NVWAY T BiliEREE 14/30 (46.7) 30/30 (100.0)
sh'A 16/36 (44.4) 32/36 (88.9)
GC CPT-11gIa% 3113[ (44.4)] 17/18 (94.4)

ORR: Overall Response Rate (%L’;‘bj—_"-“_—") = Analysis set: Efficacy evaluable patients for confirmed overall response
DCR: Disease Control Rate (231> hO—JL %) Data were analyzed based on the data cutoff on 11-May-2017

pREsextED ASED ANNUAL MEETING 17 HASCO17

Eiges are Ihe Sroperty of the aulhar, 1 £ Presented by: Toshihiko Do,

SLITAT, T-DM1 H RS SHENLBNVEBE MBI THA5.7%OBINELHER
BEHAT. CPT-11 AUJThYHEHLRVEESAICBNTEA4.4%DETh R4 TR
3




-

DS-8201 : ASCO 2017(Oral) -/

Daiichi-Sankyo

N=RAF1 IH6DIEEE/NE(%)D Z{EL (5.4 + 6.4 mg/kg)
A1A R <178

40 - 40 -
20 - 20 - .
BQ 1] g 0
=20 4 VR -20
-40 - -40
-60 - -60
-80 - -80
-100 - Weeks -100 - Weeks
1] 10 20 30 40 50 1] 10 20 30 A0 0
BC HER2 Positive——— BC HER2 Low - GC HER2? Positive——— GC HERZ Low

Analysis set: Efficacy evaluable patients with at least one scan
Data were analyzed based on the data cutoff on 11-May-2017

eesonten s ASCO ANNUAL MEETING 17 | #ASCO17

Slides are the property of the author. Permission required for reuse. Presented by: Toshihiko Doi,
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DS-8201 : ASCO 2017(Oral) <

LANYA(GhR) LiniiifE (3LhYA, 5.4 + 6.4 mg/kg)

Median PFS: 45.4 weeks
(Kaplan-Meier estimate 95%Cl: 32.1, NA)

E 20
= o
m
i
£ 20
| .
=
. =40
(]
E
= | =60 i
= i
-80 ' ongoing (39pts) i
Discontinued (11pts) HER2 positive
=100 *  PD (6pts) HER2 low
= AE (3pts)

= Dther reaso 2 . . .
FUETE LR . Analysis set: Efficacy evaluable patients with at least one scan

Datawere analyzed based on the data cutoff on 11-May-2017

emcsonrenan. ASCO ANNUAL MEETING 17 | #ASCO17

Stides ave the property of the author, Permission required for reuse. Presented by: Toshihiko Dgj,

32



DS-8201 : ASCO 2017(Oral)
LARYA(GHR) LiaB ik (BbhA, 5.4 + 6.4 mg/kg)

Median PF5: 27.3 weeks
(Kaplan-Meier estimate 95%Cl: 13.4, NA)

—
=R
a
w
)
K>
=
=
£
[T1]
|
Q
E
=
l—

Ongoing (22pts) . | - HER? positive
Discontinued (17pts) HER2? low

* PD(11pts)
* AE (6pts) Analysis set: Efficacy evaluable patients with at least one scan
Datawere analyzed based on the data cutoff on 11-May-2017

ecsoieo s ASCO ANNUAL MEETING 17 | #ASCO17

Shides are the property of the avthor, Permission reguired for rewse. Presented by: Toshihiko Dgj,
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DS-8201 : ASCO 2017(Oral) &
0% EREL-AETEROUIEELL)

MRFNEES
/iR &R
=1l
SFRIRELR
B M #RER

SRES
il
BEaURR
B
T
{Fhi

it
BE
B

Analysis set: Safety evaluable patients who received at least one dose of DS-8201a
— 1]
A“? GI’EdE 3!4 43.6% Data were analyzed based on the data cutoff on 11-May-2017

oo ASCO ANNUAL MEETING ‘17 | #ASCO17

Shoes gre e property of ihe Juthor, PErmisskon requined for reuse. Presented t:-'-,u': To=shihiko Doi

HAEFIRS1E (DLT)E:RH5NT, I —ROBEESREGEH TR

Grade 1 B, IPAN' ARV, FLEEEVIEAN®DD, BRIKFTRECEREFTR DG, JBEEZEILL ;  Grade 2 PEHIE, &/)\IR/BFTH/FHESEIGEZET
5. _FintEL OB OEIDLSMO B EEEEDOHIIR ;  Grade 3 BIEFIEZRICEATHIN, LIE5CEMZBENTEDOTEFBUV, ABRFFAFRREO 34
RZET D, EBREE/EFAREE. BORIDOHELEEEOFIR ; Grade 4 £anzBNIRSULEZET S ; Grade 5 AE (CLBFET




DS-8201 : ASCO 2017(Poster) o
DS-8201DFZ B MH{LEEICDVWTRER

H#Y | DS-8201&#iPD-1TUADHAZIRO/EREFZ. IEER %
REZ2 B9 DNIRAET V2 -V TRERT

F5ER | DS-82011& 5 (CIDIEBNEERURNY IR ICEBENAMMIRZTEHE
U THIEfEESNIzCENS. TUiEE BB EE( LSN 3L ZiERR

o BHAMHE IN—D—OFRIFR LR

o NAHRREMOMHC-Class I20OFIR L&

o NAFRRBOPD-L1BOFRIR LR

fmam | DS-8201(FHAEE ez E It b9 dHkaez B L THD, &
FIvIi4 > MEZEFHIEOEFNRMNERGFINT

FHCOVWTE SEHmNTEEFE CTAREZFE

1 RIRR R EIESHE THD . R EN B THIRZEE TS
2 HiREAOTUR (FAMRRRTELESNINARIRRE) ZHRRERE(CIRRL. RERICZRT

3 THARRZEDSEIEALICEDFEIRNFBEINZ D F. PD-L1 B THIRZ_EDOPD-1 (C#ET 3¢ T #REhHEIEN3 35



U3-1402 : ASCO 2017(Poster)

J1—X1/2:BRDERT A > FHER
X5k : HER3Z &A1 08T E LN A
SVERIEERS

Daiichi-Sankyo

/R—B1 (1.6 mg/kqg) : AZEFIEEE (DLT) OFERLQGET

JR—B2 (3.2 mg/kq) : I&FEZHRBP

Phase 1 Phase 2
AE#E RAEEE Expansion
DLT | (Single Arm) |
’¢ ® %
1
6.4mpk MO® 0 COO®O O OO CIDMODAWMDCD
ﬁ:}
4.8mpk ‘ﬁ~““.
3.2mpkj @ €—J;k—p2
1T . Recommended
1.6mpk|. € Jik— bl Ph2 dose
i >

v l J
About 80 pts

) i v
@ During DLT evaluation About 40 pts

O During RP2D determination
O During RP2D evaluation

FRgms/(-b F
SHE/N - MFET,
J1—-A25RERDAE

IRTE
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DS-8201 : SEDFHE O

Daiichi-Sankyo

® ROF—FRFRDIAZ>Y
/2017495 N\ 2017128 I

GOOD SCIENCE ()

BETTER MEDICINE

BEST PRACTICE (
A

SAN ANTONIO
REAST CANCER
‘ ) SYMPOSIUM®
KB ASHER2ERERZ LA o . S
N?Lb“ o BRALLN) / QERZI%IE&UHERZ{LE% RELD A /
¢ BREREHERATS 1)
FY2017 FY2018 FY2019 FY2020

o 1, JI—A2ER (PivotaliitBg*) HER2ZMEZLH A
HER2[ZEZFLHA NP :
Ph1 (T—DMB?lfaTlure) HA - KE - B (T-DM1 resistance or

2017FEQ2HIAFTE refractory)
e J1-Z2:8% (Pivotal:RER) HER2FZ 4B DA
Phl (T\EFJ%E?%EE% HAR-EE (J\—tJF> resistance
20174 FHARATE or refractory)

*Pivotaliith® : FIFEmMOBINE - T2 T2l 9 2 =B PRLEIER
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U3-1402 : S&DFE v

¢ BEREERATS1-)

FY2017 FY2018 FY2019

J1—X1/25t88 (2016512H~)
HER3[Z MR E AR TR LD A

wTLR

J1—X 1588 (2017FE Q35 BRRILS)
EGFRZZEIF/)liiZhhn A

& ROIAIWVAMY
» HER3[ZIEESITERIEFLNA  TLR @ 2018FEH4UHA
» EGFRZZEIE/NfethA HEREIE @ 20176 E5E3H4H5
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¢ BT B =HRINS R

¢ SRBRA -
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