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DS-8201 : ASCO 2017(Oral) -/

N—RFM oD K EHHE/INE (%) (5.4+6.4 mg/kg)

30
N=108
60
40
20
o0
=40 - ..
[ Breast cancer HER2 Positive
-60 - . Breast cancer HER2 Low
. Gastric cancer HER2 Positive
-80 B Gastric cancer HERZ Low
-100 - M Others Analysis set: Efficacy evaluable patients with at least one scan

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

rresevteo s ASCO ANNUAL MEETING 17 | #ASCO17

Siides are the property of the suther Permission required for reude. Presented by: Toshihiko Doij,

SCOBETHAOWIEHR (JIDFIATEN AR
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DS-8201 : ASCO 2017(Oral) o

HEREHEFI D23 (5.4+6.4 mg/kg)
| ORRn(%) | DCRn(%)

Total 39/97|(40.2) | 89/97 (91.8)
AHA 19/45 (42.2) 44/45 (97.8)
BC T-DM1Fi&%E 16/35((45.7)| 35/35 (100.0)

BC T-DM1+NIVWAY T BiiERE 14/30 (46.7) 30/30 (100.0)
ShA 16/36 (44.4) 32/36 (88.9)
GC CPT-11H4%E 8/18|(44.4) | 17/18 (94.4)

ORR: Overall Response Rate (Z=3)X)
DCR: Disease Control Rate (J%221> hO—JLER)

pResenteD ASED ANNUAL MEETING 17 HASCO17

Sides arp (he groperty of he a Presented by: Toshihiko Doi

SLIAT. T-DM1 D RS SHRINUBOEEE ACBNTHA5.7%OENEEHR
BIAT, CPT-11 1UJFHYPENURVEEEAICBNTE44.4%DENREHE
30

Analysis set: Efficacy evaluable patients for confirmed overall response
Data were analyzed based on the data cutoff on 11-May-2017




DS-8201 : ASCO 2017(Oral)

N—=A51 D5 DIEEM/NINE(%)D L (5.4 + 6.4 mg/kg)
2L, A R 7.

40 - 40 -

20 - 20 -

Weeks -100 - Weeks
0 10 20 30 a0 50 0 10 20 30 40 1)

BC HER2 Positive——— BC HER2 Low ———GC HER2 Positive———GC HER2 Low

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

resoven s ASCO ANNUAL MEETING ‘17 | #ASCO17

Siides are the property of the author. Permission required for reuse. Presented I:Iﬂf: Toshihiko QQL




DS-8201 : ASCO 2017(Oral)

LAWY A(ZhR) e (YA, 5.4 + 6.4 mg/kg)

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

§ 20
Y o
©
=
= 20
|
w
- -40
0
E e
=
-80 - Ongoing (39pts)
Discontinued (11pts) ' ] HER2 positive
= AE (3pts)
= Oth 2pt 5 - - -
£ ressons {Zp1s) . Analysis set: Efficacy evaluable patients with at least one scan

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

eresovieoan. ASCO ANNUAL MEETING 17 | #ASCO17

Stides are the property of the author. Permission required for reuse. Presented by: Toshihiko Dgj,
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DS-8201 : ASCO 2017(Oral) )
LAWY A(ZHR) LiaBRE(B A, 5.4 + 6.4 mg/kqg)

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

b d
---.
‘ -
—
-
—

Tumor shrinkage (%)
8838808282838
§\\

Ongoing (22pts) HER2 positive

Discontinued (17pts) HER2 low

= PD (11pts)

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

~ emsoams: ASCO ANNUAL MEETING “17  #ASCO17

Stides are the property of the author. Permission required for reuse. Presented by: Toshihiko Dgj,
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DS-8201 : ASCO 2017(Oral) (v]

MRFEREE
/IR
&
SFOREREGRS
B M EREGR A

BREEE
C TR

BEaRER
e
T
&

Tt

BiE
B

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

sesons: ASCO ANNUAL MEETING “17 | #ASCO17

Skides are ihe propenty of the awihor. Permission requined for reuse. Presented by: Toshihiko Doi

HAEFIRSE (DLT)E:RH5NT, I — FMOBEESREGIZOH TR

Grade 1 B¥JiE; AEIRD RV, FLEBEEDIEIANGD. BEARFTRELSRBMROH, /AFZEILL ;  Grade 2 PEFE, &/)\IR/SFINGHRENSEZEY
%, _FiBICOBOLEDUSNOEFELEEEDFIIR ;  Grade 3 EAEFFEFICERTHON, LEECEMZENITEDTRBV, ABFFABHARBO 34
ERZET D, HENAEE/EEAGE. BORIDOBEEFEEOFIR ; Grade 4 £inzBNIRIWEZEIS ; Grade 5 AE (CLDTET
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DS-8201 : ASCO 2017(Poster) o
DS-8201 05 E M {LEEICDOVWTHRER

H#Y | DS-8201&#iPD-1UADHAZIRO/EREFZ. IEER %
REZ B9 DNIRET V2 FHVTEEMT

f5R | DS-82011& 5 (CEINREBNEERURN IR ICEBENAMMRZTEHE
UTHIEfEESNIzCENS. TiEE RN EE beN 3L ZiER

- EHAMARE IN-H—0DFIFE LR

« NAFRREDOMHC-Class I"?0OFIR &/

o BMAFRREOPD-L1BOFIE R

fmam | DS-8201(FHiEE ez &t b9 dHkeaez B L THD, Fi&
FrwIm4A> MNEERIEOEFNREMNERFINT

EHICDOVTE SRR XIRIESF CARE FIE

1 RIRIRTRZESHE TH). MRIIFEN B THileZEE LIS
2 fRAOIIRE (KMAMFRRR TELESNSINAMRERE) ZilifeRE(RRL. RERIGZ(Ed

3 THIREEOSEEALICEDEIRN B EINDZ D F. PD-L1 B THIRE_EDOPD-1 (LS 93¢ T #fahiElcns 35



U3-1402 : ASCO 2017(Poster)

J1—X1/ 2 EROAERT T A2 FHER
XJER 1 HER3IZ G L DA EZ LN A
SBRIE

Daiichi-Sankyo

d/R—B1 (1.6 mg/kqg) : AH=HIRE% (DLT) OFERLGRT

R—b2 (3.2 mg/kg) : I&EzHR G5

Phase 1 Phase 2
& s HAESE Expansion
DLT | (Single Arm) |
’¢ ® o
1
6.4mpk MO® ¢ CO®O 0 VO CIDADAD
1]]:>
4.8mpK ﬁauuo 00 0@ 4@» -«
3.2mpk (0] ejﬂ-\_ I\Z *RP2D -
1T . Recommended
1.6mpk|. <€— Jk—h1 ' Ph2 dose
| J L J
@During DLT evaluation  About 80 pts

L
@ During RP2D determination About 40 pts

O During RP2D evaluation

FRg#E/(—-h B
SRTE/N- MR
T J1—X25HBRD
FRE%RE
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DS-8201 : S#&DFE v

Daiichi-Sankyo

® ROF—-IRFRDILZ>)
/2017498 N\ 20174125 I

GOOD SCIENCE ()

BETTER MEDICINE

BEST PRACTICE (
A

SAN ANTONIO
REAST CANCER
o ) SYMPOSIUM®
KB I ASHER2FEBERD Ay . o
G, AL ) \HER2BIERUHER2IESAAL S
¢ BRERAERATI1-)
FY2017 FY2018 FY2019 FY2020
o, JI—A25ER (Pivotals®BR*) HER2[Z4ZLH A
Phi H‘Egﬁ/l%lfiambr\él) =p N NEIRUOL (T-DM1 resistance or
20175 EQ2BHATE refractory)
e J1-Z2:E& (PivotalsitR) HER2[Z BN A
Phi (,H\E_F}zzjf‘g%g{&fé) =k -EES (J\—=tTF> resistance
2017 E THABRFE or refractory)

*Pivotalzii : AFEMOBINE T2 M e il g 2B AREEER

37



U3-1402 : SEOFE (v]

¢ BEREERATS1-)

FY2017 FY2018 FY2019

J1—X1/258%& (2016512H~)
HER3BZ MR e EFLD A

wTLR

J1—X 188 (2017FE Q3 ERMIR)
EGFRZFEIF/HlIRZAhN A

& RDONAIVADY
» HER3IGIEHESMEEARBIERLNA  TLR | 2018FER4MUF5f
» EGFRZEEIFNHREAMNA EUBRFLS | 20175 E5E3N+HA
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¢ HEF : 20175F12H13H (K) F4&

¢ B B =HRINS R

¢ BEAA
> JL>-d-hJ— (BFEHTEE J0-/VLRXDAYR)

> V> |\'j> -4 'jI) L (05 —R&DHO—/VULAYR, E—=4+Cancer Enterprise\wR)
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