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Cancer Enterprise EERI)\1I51> )

Daiichi-Sankyo
ISFvARX o3I/ hEs BJHETED & B IBERAE AIERER Ji-X1 Pivotal Designation
e c NS e
DS-8201 (HER2)  p=iNA, NSCLC SR BEIEE
... % — om0
o

-
Z b DL ]
“9 DS-3201 (EzH1/2) ATL. PTCL

FvNT=T [
(CSF-1R) TGCT Breakthrough Therapy

TE C19 I
(CD19 CAR-T) BCL Breakthrough Therapy

DS-1647 e -
____________________ goemonz  EEE o [ eeewmEe

ALL : 25U /VERMR. AML : 2EEEEERMMK,. BCL: B/ &, ATL : BRATHIREU>JUIE. NSCLC : IE/NMARERHH A, PTCL : RAHTHEREU> ) CRE, 17
TGCT : fEBEEMAzE




@ HER2ICEIT3ME v

& HER2(CEI DAHEEZLLF DL SICERIE

—ixBBEDNTS HER2ZEIEFER | SEOFE—=HTOHEWNS

HERgrﬁ%'E IHC 3+ HERD [
" "

IHC 2+/ISH -

HER2 {K¥1R
HER2 &% IHC 1+

IHC O HER2 =%

*FORI—)LE. [HER2 BFIFIR | ORICHNERIG S (3HkEER

4 IHC : immunohistochemistry (g bs) DR
> HER2ZFODAV)\VEBDOFRLANINZRE TS (BAFHRZAR)
€ ISH : in situ Hybridization®#&

> HER2EF (DNA) E0EELANINZETVS (DRAMHREOZA)
> FISH : & ESBERNMENER (fluorescence) DIFE
> DISH : &5z —&2+® (dual color) 93155
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@ Ds-8201 : REAEHE oserams S

FY|20 17 FY2|018 FY2|019 FY2|020 FY2|021 FY2022
J
ERONATE P1 >

=t T- A
Hg;ég;fb-\!‘-/\?g;;% P% > FDA Breakthrough Therapy Designation
HER2[1E T-DM1BEAR HEBEALA

2LH% A vs EEMEIRAE P3

70—/ HER2ZMHERIEF N A vs T-DM1 P3

HER2{EHRI EHBMHEANA P3 >

HER2EREGEBIEBNA FSAYAVT BEE A= . o

EEb\“
BMA
SENLEE HER2563 EEBIEENA 279512 vs EEEAT P3 >
KD A KIBHth P2 >
b A "
Hh—)0L, JE/MRIEED A P2 >
BRI A - BB A —RLTTHA P1b >
S5 ERASILILNA - JEVMRERGL' A IO P1b >
SERBIHAN A - B A I06tH P1b >
EfstiA TKIHA P1b >

19



@ DsS-8201 : P1itER HERFHA> | O

RE#E (X-HM)

RERE ({-h2)

N
ERABENRALAVEARSE S—h2-a
HER2B1%
LI AR/ EREE AR A T-DM1BtiasR 1A
-
I — RIS

3 pts X\—b2-b
HER2[E T4
FNSAYVZAIITBELAE BhA

6 pts 6 pts

e K-hac
P——— HER2{ESH AA

3.2 mg/kg KRS
| 3:2ma/ks | R

HER2%3R (IHC, FISH, NGS etc.) X[

s
3 pts HER2ZREH A
7 BINEMESE Ji—h2-e

~
7

* (- M OEBHEFHER2BEME ( IHC 3+ or IHC2+/ISHRZ ) DE (IR0
FISH : fluorescent in situ hybridization. HER2 : human epidermal growth factor receptor 2. IHC : immunohistochemistry. ISH, in situ
hybridization. NGS : next-generation sequencing. T-DM1 : trastuzumab emtansine

20



ASCO 2018
HREH

HER2EHZLH A HER2IERIZAD A HER2IEMHBNA | HER2EIEZ DD A
N=1112 N = 34b N = 44¢ N = 51d

() Ds-8201 : P1iER EEES (5.4, 6.4mg/kg)

. PRE (1F) . 4% 55.0 (33-77) 54.5 (33-75) 68.0 (38-79) 59 (35-76)
ECOG*/{\TA—Y VA (2BHREE) . n (%)

0 71 (64.0) 20 (58.8) 32 (72.7) 27 (52.9)

1 40 (36.0) 14 (41.2) 12 (27.3) 24 (47.1)
BUARER, PR{E (17) | 7.0 (2-21) 7.5 (3-18) 3.0 (1-7) 3.0 (0-10) |
HER2%R (IHC) , n (%)

3+ 75 (67.6) 0 (0.0) 36 (81.8) 16 (31.4)

2+ 31 (27.9) 18 (52.9) 8 (18.2) 10 (19.6)

1+ 1 (0.9) 16 (47.1) 0 (0.0) 2 (3.9)
BEEYAX. hRiE (18) .cm | 6.0 (1-23) 5.6 (1-19) 5.6 (2-20) 6.6 (2-19) |

a){—N1., 2a. &RU 2e; b){—N1. 2c. KU 2e; N—MKU2b; 9){—~2d. HER2EFRIAB N ALBITRICSERL.
*Eastern Cooperative Oncology Group —f%IARE

0 : FolKRIRERCEETED. FAEAILEIC BB EFENHIRDRATZS.

1 AGRIICHUVEENIHIBRENZ N HITRIEET. BAEEELRE Y TOIEEITIENTES. H: BRUVFRE, BIHEEE
RAZATZININ PN R SAZED,
HER2 : human epidermal growth factor receptor 2; IHC : immunohistochemistry,
F—HhyhAT : 2018548 18H

& ZHOrNAE ﬁf’i’xwh,u%b‘ijg‘?

¢ [EREYAXOPIEN6CcmBTEL EITHADEZBNZSEHRZEIND




() Ds-8201 : P1ikir BHE l%ﬁﬁﬂl (Y]

HAFERIN—=R 1 5 DREEHE/\ZE (5.4 or 6.4 mg/kg)

HER2B514EFLH A o1 HER2EFIRAD A

N =33

N =104

N A O ®
o o o o

o o

IEETA XDEARZEALE (%)
IS DA ZDHEARZALE (%)

HER2[ZIEB DA HER2FKIREDEH A

N =44 N =37

B XDBAZALE (%)
YA XOBAZALE (%)

40

o I ABE

B R
30 Wl Eofth

21 AR EMBEZSC. RIRIEBETAXD20%IE, 30%HZENTIURT.
* FEERAMERISE, 22 RFr>EMERE . REE. 2EEORFv > UEICAISHNOEHATHRSRIEULBEZSD.
F—ShybAT : 2018548 18H

& FATRICENS T . RIFLRNRZHEET

& A TOEELZEZERZE (ORR) :49.3%

22



() Ds-8201 : P1ikir BHE | &

HATERIBEXNEFER (5.4 or 6.4 mg/kqg)

HER2BEMHZLIYA | HERZERIEEADA | HER2EBEHEBNA | HERZFIEZDHO A
N=111 N = 34 N = 44 N = 51

N

iEELIZORR* % (n/N) 54.5% (54/99) 50.0% (17/34) 43.2% (19/44) 38.7% (12/31)
DCR % (n/N) 93.9% (93/99) 85.3% (29/34) 79.5% (35/44) 83.9% (26/31)
{EIEITTICHIFB0RR, % (n/N) 48.6% (54/111) 50.0% (17/34) 43.2% (19/44) 23.5% (12/51)
DOR

skl , (95% CI). A NR 11.0 (NA) 7.0 (NA) 12.9 (2.8, 12.9)
PFS
fhZE. (95% CI). B NR 12.9 (NA) 5.6 (3.0,8.3)  12.1(2.7, 14.1)
B\ BX 1.0, 22.2+ 0.5, 19.6+ 1.2, 19.6+ 0.7, 14.1+
*EEUERIE. =2 XFv> ENEE. REEL. 2EBOAFTv  BEIcAShOIBATIRSHIEUEEEEZST.

R AZEITT/EIC(E, 5.4X(36.4mg/kgDDS-8201% 1B LI SEnicBEZE 0. MRk THINHE I 3(CEHEREELSD.

+ EDEDEEFFIEEIN,

CI : confidence interval. {E%8[Xf] ; DCR : disease control rate. J&Z1> ~—JLZ ; DOR : duration of response. Z358AfR ; HER2 : human epidermal growth factor
receptor 2 ; ITT : intent-to-treat. S8R ; NA : not available, 327U ; NR : not reached. RZ|5Z ; ORR : overall response rate. &)= ; PFS : progression-free
survival, FIEEAFHAR

F—-AhyhAD : 2018548 18H

& HER2IEFEIRZLNADORRIF50.0%. HER2FZ454.5% L [EHRDBLIE

¢ HER2EFEIRIANADPFS(E12.9nH . HER2[ZEZLNA TIFEREE

23



-_—
ASCO 2018 ‘ ‘
Daiichi-Sankyo

(> Ds-8201 : P1itE: RN
10% U EFRIRUCBESESR (5 4 or 6.4 mq/kq\
| EEER | 20U-K (%) [JU—F>3 (%)

= 241)

w0 166 (68.9) (2 5)
Hin gt 84 (34.9) 4 (1.7)
SN 64 (26.6) 2 (0.8)
X @ 51 (21.2) 0 (0.0)
T ORI 43 (17.8) 0 (0.0)
BARR 134 (55.6) 8 (3.3)
w B 77 (32.0) 36 (14.9)
= IIVIRERL 69 (28.6) 25 (10.4)
T pFohEREUEL 61 (25.3) 37 (15.4)
8  JmskEHL 58 (24.1) 30 (12.4)
BE 87 (36.1) 0 (0.0)
8 EHR 67 (27.8) 4 (1.7)
S B 50 (20.7) 1(0.4)
FEH 25 (10.4) 1(0.4)
REREE 24 (10.0) 0 (0.0)

T—AhyhAT 1 20185F4H18H

ERAICBEFROT L — NIV

| Sl

HLMRFHEEOEESROFIRAENS




(> Ds-8201 : P1itE: RN

O TEINSEE

dunl

\

ASCO 2018
RREH

=%k (5.4 or 6.4 mg/kg. N = 241)

BEES 2TOIL—FR (%) |JL—F 23 (%)

AST L5 47 (19.5) 2 (0.8)
ALT L2 38 (15.8) 2 (0.8)
merYLEY + 5 6 (2.5) 1 (0.4)
(DR AR R 2 (0.8) 0 (0.0)
DEXIQTHERILER 12 (5.0) 1(0.4)
il TEs 8 (3.3) 2 (0.8)
AifiZ% 16 (6.6) 4 (1.7)
SEANCEIRIG 4 (1.7) 0 (0.0)

ALT : 75Z>-72)N52RT15—C. AST @ PANSFUBET S ) BEErSBE 3R
F—ShyhAT : 2018545 18H

& BB MERRR /Al (L 5FI0TE T« iR

& BEEMXFEZE =0 M

v

Daiichi-Sankyo
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@ DS-8201 : HER2{EFKRIAL A ) O

HATERIN—=Z 51> h b DREEHE/\EK (5.4 or 6.4 mg/kg)

100 — 1£E

80 —

6 0 —

R=ZFA N DIEE T A XDZEAE(%)

2ANAFrOEMBEEZSE. REREBEY1AD20%IE., 30%HzENEIURT.
FT—ShybAT : 201845 18H

0 HER2{EFEIRFLNDAICHIF =X R (IHAMEHIC EF

Z3(Filr LBk H(Cm) _E
OJ:.:ET—G’J:D HER2{EFEIRFLNADPIHERZ 1T FIIE T TE

26



OHER28T 91T EES

— KB REDON TS (CL DT 5E

SROFB—=HTOEVSGICLDIDFE

BRISEADALRER #J20% RN ASBEN
n=288,550 n=288,550

HR+/HER2[Z %
13.5%

HR-/ o
HERgUgE | HR*/HERZEE
6.8% +970

HR+/HER2{EFH

HR-/ 37.0%
HER2 HR+/HER2[&1% >
=33 67.2%
12.5%

HER2[21% £44%
35.8%

* Source: Decision Resources , inclusive of US, EU5, and Japan (Breast Cancer, Last updated, December 2017, CAncerMPACT (2017))
27



@ Ds-8201 : HER2{EFHR ANAPIRBROMK

rE e HER2IBEEALA
iﬁﬁfniflazgé\:séso%ﬁ PO RS2 FAsER.

P3EXERDIIREE

HR-/HER2i51% HR+/HER2[Z1%
6.8% 13.5%
N=19,730 N=38,835

HR-/
HER2{EF:i5 "'R+/3H750R§:E%fﬂ

(o)
6.9% N=106,623
N=19,869

HER2{EFIR J1—X35BRD
IA=NA

¢ HER2EFEIRNOMINESZEHEARTT1T (HR+) ZXRICPIEERZEN T E

* Source: Decision Resources , inclusive of US, EU5, and Japan (Breast Cancer, Last updated, December 2017, CAncerMPACT (2017)) 28



©uU3-1402 : LA APL/2:ER HIE |

SERT U A

J1—X1 J1—2X2
A= #ns =2 TE FAERH

ol
xd

6.4mg/kg IV g3 wk
4.8mg/kg IV g3 wk
3.2mg/kg
IV g3 wk
1.6mg/kg
IV g3 wk

< FERABDFEHE

*Eastern Cooperative Oncology Group —f%IRRE
0 : FolKHIRERCEEITED ., FAEAILEIUBEAETENHIRBATZS,

IL.J\%:IbE

| ANA (N=34)
e, PAR{E (18) . &% 55 (37-81)

ECOG*/N\TA—I VR (£BRREE) . n (%)

0 25 (74)
1 9 (26)
BIAEE. n (%)

0-2 2 (6)
>3 32 (94)
IEBYIFLT %8, n (%)
HER2BZEELN A 3(9)
IWEFIED A 23 (68)
NJFINEHTATAD A 7 (21)
PNz 1(3)
2 1DELEREDH5EEE. n (%)
HER2A%& 7 (21)
RIVEBE 23 (68)

1 PIARBI(CEILLEBNSHIREN DD, SATRIRE T, BAEZEDEEO TOIERIIITIEN TED. . BUORE, FHIEE

T—AhybhAT 1 201854H27H

¢ HER3MGME (IHC3+/2+) OEFT/VIBRAEE X (FEABEZLNADRT SR




©uU3-1402 : Wb AP1/2:ER BhlE

R=RAFA W5 DEx K B HE/ L * R=RAIA NS OIEBEHEINE (%) DZAL

—1.6 mg/kg
—3.2 mg/kg

S
RS
Ky
.|<
I
S
~
*
i)
o
e

R=ZFAIHBDREZE T A XDZEAL (%)

—6.4 mg/kg

' ORR**: 15/32 (47%) e somaks
DCR™*: 30/32 (94%) \ 60

*IPIREB 1 EIRF 7O EIBUI B BN EHIT SR RA—Z51 V(4. HIEIDEERERIGSHIOAIEME

R HEREAT O, TNTNOBBEORANNKRG. D TOREOEEON-I51 HMSOZ IO -TREIN TS,
DCR : disease control rate. 7%221>M1—JLZK ; ORR : objective response rate. 23X

F—=AhyhAT : 2018%F4H27H

¢ DS-82010%JHADT —HEXBI
> U3-1402 ASCO 2018 ORR: 15/32 (47%)
» DS-8201 ESMO 2016 ORR : 7/20 (35%)
¢ ADCEAMMICAHEIEE THDEH A




D uU3-1402 : AL APL/2ER RN sz

Daiichi-Sankyo

15% U EFEIRULMBRUEERBIEEESZR (N = 34)°

29—k | Sk 29—k | sk

M/IVRERA /I IVRORANE - 23 (68) 10 (29)  ALTHEHN 13 (38) 3 (9)
BFRERECHA AP REREANE 20 (59) 9 (27) ASTHENT 13 (38) 3 (9)
F IBRECEA 18 (53) 6 (18) e ALPIEAN 6 (18) 0
=Hiil 13 (38) 4 (12)

*PIKEBU3-1402% 1 B SN BE DT R
F—=HhyhAT : 20185F4H27H

¢ H=HIREME
> 4.8mg/kg: 145l M/)\iREURAS Gra
> 6.4mg/kg: 145 M/)\ViREURS Gra
> 8.0mg/kg: 14 M/)\viR&EURL Grd +AST LR Gr3+ALT_ LR Gr3

15 ALT EH Gr3
¢ RAMEFEEET
& EEFESBRIGEFBECTLLA (32%)
® BEZFZROAFEIL-RIRU2THY. IREFLRTEE LS

*1: N EDIEENTERVEHIBTSN DS TDSAE - IZE(CLD. IRSE0BIENFE TEINZHINT,
*2  FFE CERVEMFROFRIR LIRS TEIRMIL(LaRORADHAE
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O ADCISIFrM1R : RDF—IRA

/
20189H23-26H ttRitEF= (WCLC) @hO>h
DS-8201 P1 3FE/MREEAGD A

\77\7\ 32Uk 9H E4E IASLC }' Y

20184%10819-238 BrMEEERIEESS (ESMO)@I1>AY
DS-8201 P1 XEHA (FBE)

\_Oral7J ANk : 10/19, 12:00 CEST

o | MUNICH CONgress
INZAA—FI ARSI N 1 10/9, 00:05CEST 2018 y

\

201841284-88 Y17y N-AZLBAS K™YL (SABCS) N
DS-8201 P1 EbA (FE) O
U3-1402 P1 ZLhth (FE)
(? SAN ANTONIO
BREAST CANCER
. SYMPOSIUM®
K777\ NSO : 98 A J
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@ 7O0BDADCOOYIY b (Glycotopettt diR#E)

v

“HERS) S
2 (HER3) ZhA. NSCLC
3 (trop2)  NsCLC

(HER2) KEEH A NSCLC

Daiichi-Sankyo
ADCISZIFvM1RX
B cesezns
2031k sy ‘ e o :
(ERIE) BIEEED B BB IE 3R BUESR J1—-X1 Pivotal

DS-7300 SN
4 ez  EEDA e oo
DS-6157
______ > oemm BT oo
6 DS-6000 BHidhs A
(FERR) BREEDA
7 TA-MUC1 BERzh' A

GIST : SHIL ERIEEE. NSCLC : FE/NlRBRHN A

¢ ADCHUNDOEFEMER A LEBSO—IR




@ ADC I52Fr 1 ZDYIY— O

Daiichi-Sankyo

¢ HER2IGMEFAN AL, 2019FEEREIRETH
> 20184FEEE AN AR
DS-8201]| & HER2EFRIBIANAPEFERICOVWTHER2MGHE
ELs0RIES
> ORR : HER2{E*15850.0%. HER2[%Z%54.5%
>  HER2{EFIR/HRIZEZINADOHRERIBFE

¢ U3-140207—%(F. ESMO 2016MDS-8201®
T—HEFA
> U3-1402 ORR 47% (15/32) ASCO 2018
> DS-8201 ORR 35% (7/20) ESMO 2016

¢ ADCHATH IS RIBE CdrdE HIKh

B ¢ GlycotopettED31tz> AEBHIICLD,
TOADC ADCIF>F94 N7 TOSTINC
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O +517=7 : AMLOARDOFNEQUANTUMERER

ZHRIBER{LERE
‘iﬁl\
Yes (60-65%) * Ak No (25-30%) *

* DBV MERELFENE

Daiichi-Sankyo

ZRRVWIEAEEE (5-10%)
5 57 {3
X s e
- HE R QUANTUM-
=] FirstitBg
¥
## S
# SR
o BIR—SHEE R/ Y N—SHEE R/ QUANTUM-R
S EBREER EREREER B8
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— VY21 ]
FHILFZI (n = 245) r-‘t____\l 1—___‘____“_\'
veup ctinbgilin) gt FYIUFZT |y
30 mg X 15 days = 60 mg | iEEE ™ l Hk 5T : .
\ if QTcF < 450 ms on day 162 (___ _| G y D
<5 A
<
o |
A O
in A
T BINR—-J{EEFE =
AN T mK
.., | & g
|
o
MEC™ (n = 40)
or FLAG-IDA™ (n =53
S L gt

FEFMER . £EFRIR (TT population)

SLREHMIER @ ANYMERE (ITT population) S p A it | Ty ) —
FEFACIIEE - BIERE 1= MEF S HEICFZ 1T

TEDMH BEICHEVWTEE

a20 mg x 15 days - 30 mg if concomitantly taking strong CYP3A4 inhibitors.
*1 EAEZES5EY

*2 1 MY NOY + IR R+ RAZEIASEY

*3: IIWAIFES 43956 +G-CSF+1FILES > 36



@ +5)17=7 : QUANTUM-RiRER IR l £ | (Y]

HR, 0.76 (95% CI, 0.58-0.98)

1.0 4 P = 0.0177 (1-sided, stratified log-rank)
LEFROFRYE:

0.8 1 FYIFZT (n = 245): 6.258 (95% CI, 5.3-7.258)
a HIA—J{EFEE (n = 122): 4.758 (95% CI, 4.0-5.558)
ﬁ 0.6 4
b JAO- TPy TEARIFOE : 23.553
E 0.4 +
H

0.2 +

0.0 «

0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30

B (A)

& TEMIEE : £EFXR (0S)2BRICER
> FHINFIIMEEFDEELLEU. FETURIZ24%

> OSOHRYEL., {bFEEEFC4.778. I FZIEET6.248
> 1FREFXRE, {EFBEEEET20%., ARIRS5EFC27%
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Percentage (95% CI)

IEH FHNF=T YIIRN—-I{LEFE
n = 245 n=122

Best response

CRc 48 (42-55) 27 (19-36)
CR 4 (2-7) 1 (0-5)
CRp 4 (2-7) 0 (0-3)
CRi 40 (34-47) 26 (19-35)
PR 21 (16-27) 3 (1-8)
ORR (CRc + PR) 69 (63-75) 30 (22-39)
No response 25 (20-31) 37 (28-46)
Nonevaluable 5 (3-9) 33 (25-42)
BHEE. % | 32 12 |

CRc : EATEEM. CR : TREM. CRp : MVIROEENTTLBTEER. CRI | [IIROEHEN T TERTEELR

& SIMFF TN HIR-JHEERELDZELFEL
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@ 5177 : QUANTUM-RitiR B2MQTER | Sai’ | U

aiichi-Sankyo

FEREK (%)
QTcF Parameter :|:1j WF=7
(n = 241)

Maximum QTcF interval@

,](l; 4|5\(:)L ms to < 480 ms) 35 6

JL—R2 " )
(> 480 ms to < 500 ms)

,](l: sgg ms ) 3 0

Maximum QTcF change?2

> 60 ms 12 1

aBased on central readings of triplicate electrocardiograms.
*QTIER : QTERIEREF & RIEIZNR, LER FOQRETEOMPENMAEIED, KRMOREEL R, BECLOTEFZERTIHEU I LOBRBIEER IR 25 a5 65, QTcF(dFridericiatlilE%
[C£3QT,

¢ QTCRERDED2BIFTFINF I Dt 5% 1t

& JL— F4®QTCFL§(¢%EEE*§»
L 2 %O)'ﬂﬂﬁigg‘%j& =&, DS |$(L_Flfﬁ E(iw&bbﬂ?

AFERLD, 2018FE FHACI O—/VLTHEEREHEE
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OAREYINF=T : TGCTHE || o

¢ BEEBIREHMAZAE (TGCT : Tenosynovial Giant Cell Tumor) (&
BRRICAUVWRIENE S RSS2
> FECEEIDBRIR. /B8R, BEEE(CHeES12
> BRERBVEEIREU TIAERR. &9&. FRERYAR ] Ehig., CH(ED1
¢ FNCLBUBRMBEN TEERIGE AL
¢ JO0-/ULTOEEEL #938,000A
> KE 17,000 A
¢ AN EBEAERS

Staals et al. Eur J Cancer. 2016;63:34-40.
de Saint Aubain Somerhausen and van de Rijn. IARC Press. 2013;100-103.
Tap et al. N Engl J Med. 2015;351:1502-1512.
Cassier et al. Cancer. 2012;118:1649-1655.
Gelderblom et al. Lancet Oncol. 2018;19:639-648.

uhwneE
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O KESHNF=T : ENLIVENIER BT O
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25- RFESINFZT (n = 61) 25- IS5tk (n = 59)

e 08— M O |-|_|‘I‘rrrrn—w
2 ) W
& s HUJMHHJHHH & 25
o ] w
il 50 fil 50
e e
N3 -75- L -75-

-100- ] -100-

. Stable Progressive Overall Response Rate
o,
Treatment, n (%) Complete Partial Disease Disease Not Evaluable [95% CI]

Pexidartinbn = 61 9 (15) 15 (25) 24 (39) 1(2) 12 (20) 24 (332%86%)651'9]

Placebo n = 59 0 0 46 (78) 1(2) 12 (20) 0[0, 6.1]

FEIHMMIEETHDEEMZE (ORR) FERFIHIINFIISEFT39%.
TS5 585 TI30%

REZANF I ETHEEIRMEOFMNMER SNV TGCTREA

7 =AM IS ADFR|EZDIFD




OA~+591F=7 : ENLIVENEER B2l || O

& 56i%. L&
& 1988F(CTGCTELEZIAEN, BEEDTFiMT(CLDiaRE

¢ 2016F9H LNARIDES=FHIEL . IRTEEH
& H525EB8I(C R—A512EBM5.6050.6(iAN *

20164E108 2016118 2017468 2017498 2018458
*RIBAA7 %0 (%) — 1005 —)LCa¥ih
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OA+S9F=T : ENLIVENIRER B2t | S2ae| O

REIHNF=T 75tk RESIHNF=T
FFB4EE, n (%) =M1 IN—P1 Y0AA—-)\—-*1800mg/H
n==61 n =59 n =30

AST or ALT > 3 x ULN 20 (33) 0 4 (13)
TBIli > 2 x ULN 3 (5) 0 0
TBIli > 2 x ULN and AST or ALT > 3 x ULN 3*2 (5) 0 0

VTSR TRICRFSAINF I Z AL BERE
2ALP > 2.5 x UINTRTEEREEER. ‘ o
ALT : 752272852 ZT15-C. AST : PANSFIBETBEERgfEsR. Thil : #8EUILE> ULN : B4EfE LR

¢ FHRCEEUAERRTHDIRS 2H1E
> ZTOS54BIFEVIEY EFEHSBERIFBILEDBEERRT, SH(IC1FITIISER
745 A5

& SEELHRICEEULERE. BERIENS25H URICHAE

¢ TGCTLUOBRFEIDYSL (n=637) (CBLWTEERLITELZHT
> ASAEN R ERHIEIECCERBIN 1B T DFIR

AFERED, 2018FE FRAICKEICTEERFRER
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FHNF=T . REIIINF=T DHIU— W

Daiichi-Sankyo

FHIF=T
HAESE

*

* BRERME/HAMOFLT3-ITDZEEDHDAMLICBT,
PINR—IE LR LR U TEETFRZNE
2018 E FHAICI O/ THEGREEE

I7—=AN54 > O EENNEF (CER

*

FMHHEREINRBVWTGCTEENTT—AM IS5
20184 E FHAICKE THERERE

44



DS R&D Day 2018DIEX

¢ HEF: 20184

E12 4

15:00 - 17:00 (F5E)

¢ GFh B —=

12

(7K)

HHBRA =L AL
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FY2018DMFKXREAFAEYTILAM>

FY2018

-
2018F7HIRE U

Daiichi-Sankyo

RESINF=T P3: TGCT () EEE
FYNF=T P3 : QUANTUM-R AMLES- 84l TLR ES
0S-3032 P1: AML ¥¥NF=THA =) itsnas
P1 : AML Azacitidinef}#Fd T
P3 : HER2[EE EBHILHIA T-DM1LiGEEVsERFEIR sBRBAME
P3 : HER2[E 1 &AL N A vs T-DM1 sBREAME
P3 : HER2{ERIRA HBHANA SUEREIA
DS-8201 P2 : NSCLC SERBINS
P1b : EEBHEANA - BEBED A/ =RV T HA :> SUEREAIA
P1b : BEBIEANA - NSCLC/IOMH A =) itBRBaL:
P1b : BRESIEELIA - BH'A /IO — SHERRIYA
U3-1402 P1/2 : BIBHANA ;%%;
DS-1205 P1 : EGFREENSCLC AY AN F=T 4 gt
KTE-C19 P2 : BCL (H) SHEARELS
=0H/U> P3 : DPNP/PHN (H) RBTE
IH+ELIY P3 : REEMEMERE (H) RBETE
1F3EN P3: 12I0MIVY (%7545 —-AHA) (H) E]
DS-5141 P1/2: DMD (H) TLR Egi‘fﬁﬁ

TGCT : FEBEEMAZE. AML : 2ESHEMAIK. NSCLC : FE/lAEANA. BCL : BHIABU>/UIE. DPNP : FERIRIERIEHFRIEE, PNP : BIAEZE
iR, DMD : 7131 ABERT A NOT(—E

IRF 1 FY2017 QANSOFRMREREITYIT—F BF  ER

TLR: Top Line Results
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FEMRRAFENAI51> (A>305-)

—hz&/BFEI-R (F3//ERHRF)

TR FNA (HER2BZME T-DM1BDEHE)

HKERER

-
2018F7HIRE U

Ji—-X3

Daiichi-Sankyo

AR

I
S EASENA (HER2B M vs T-DM1) H KRR _
| 0578201 GANERGIEEMESH) EBEENA (HERRW (SAVXJBam) | s (IR
5 A4 exx |
> NSCLC exz (D
4 WEBIEANA. B (SRLITHHR) xx (D
8 U3-1402 (HERSTHEMERH) pRAN o
NSCLC * |
DS-1062 (ITROP2HIAFEMEAH) | NSCLC ex (D
— _ AML (B%-#51%) ey 0
FHILFZT/AC220 (FLT3IREA)) - ;
a AML (15554>) exvz D
il DS-3032 (MDM2EZEH]) Sz o
7 AML * [
; DS-3201 (EZH1/2FAZHI) ATUL. PTCL Il
i AML, ALL O
Pl PX51107 (BROAIEER) AML, BIFEA A x D
Pl DS-1001 (ZREIDHIEER) TS = [
PLX2853 (BRDAMRZEHI) AML. B A N
| xeso1F=7 (cFykmATIEER) | ToCT K | —
DS-1647/GA7A (FASAEEFHSV-1) BE s
KTE-C19 (#1CD19 CAR-T#i2) BCL e
DS-1205 (AXLIAZEHI) NSCLC (ASWVF=T B /=T (B) 4t8) | Ex |

ALL : 2MU>MHRIR. AML : SESEEEBIMRE. ATL/L @ BRATHAZER/)>/BE, BCL : BHERZYU>/UBE, NSCLC : 3E/\lRgibn' A, PTCL : RAHTHERRU> ) RE.

TGCT : BE/BIEEHIReE
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TERERR (TSI (SM-DHFY) woummms I

o

—h&/FAREI-R (F3/(FRKF)

AF

J1-X1

AT—=3

J1—-X2

JI—-X3

AR

IRFH/1>/DU-176b (FxaPEEH!)

VTE

ASCA

BEinEAF

T3RIUIV/CS-747 (Hidw/) ) RE I PEAX M EFEE H
= MAEAE =]
IP+tL/>/CS-3150 (MREEHA)
HEPRIR I BE H

DS-1040 (TAFIaPRZEH!)

SUEHARE MMM E R E . SR
FANE

m
Xk

5

DS-2330 (BYU>EEMmIEaRH)

SUVERMAE (BHEBAREICLD)

(Zu)uNdYMRaAgqysSs VN

DS-1211 (TNAPBEZEH!)

=04/)>/DS-5565 (a23Uf>R) DPNP. PHN =
5ZF3E)/CS-8958 (13224 —tBREAI) 12INIVY =|
DS-5141 (ENAAUTXILAFR) DMD =

*

FEPERIRAEHNH

VN-0107/MEDI3250 (2FIEZE>IINICYEEE
EIIFY)

FEEA>INISYOF

m

BRIV HATFY (RAIRSEFEIEA>IINISY
D9F2)

ZEIEA >IN ISY DT

BEEE ZI7U7. BEEA.

VN-0105 (DPT-IPV/Hib) = EBEA R U HIbRER TS =]
VN-0102/IVC-001 (RRULASBTZAKHERUVAREEDIF>) FRUA BIESHERVRLAD T =]

T

AF : [DEHE). DMD : 71310 ABE A NOTJ4—E. DPNP :

PEPRIR IR AHEIEE AR, PHN : BABZS R AEE. VTE | FRIRMASZEADIE
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HSHPERE—E 2o1eg7AmE N
]

T T T

B DS-6051
(NTRK/ROS1BHEHI)
B DS-1515 B DS-2969 B S=FEN
(HAEMEHRE/ PI3KOPHER) (VORNISIL-F1T1 2 IVERIE/ (CS-8958/#4Y7N1H" /

B DS-1039 GyrB PHEH!) Vaxart Ince EHESd)

- _ (FATEARHEAE / FTARMOA H DS-1093
Z’\‘/\‘\")lﬂ"f (CFTRIFKFIHIFRDMW) ) (%¢5E1%BS5% 8 (IBD)/HIF-PHPEZH1)

AFAAY BN DS-7411 B DS-7080

(MZZFRARTB/ i) (DR BT M/ MR A1)

FE  FARE ATy TF— 50



_—

g sE—ES u

(1] = | % Daiichi-Sankyo
I

BTD Breakthrough therapy EBHAR SRS E
designation
CR Complete response TEEY (BANTERISERZIE)
DCR Disease control rate REBIDM-IILER (FIAZI2 M-IV TETVREEDES)
DLT Dose limiting toxicity FAEHIEESY (BENTERVIERERZEM)
DOR Duration of response ZhEAR (RhERNFEE I 2HAR)
EGFR Epidermal growth factor LRERERFZER
receptor
MTD Maximum tolerated dose mAME (MASNLRVEHEHNTHDIHE)
NSCLC Non-small-cell lung cancer JE/NHRREATA A
ORR Overall response rate E2EMR CBENROHEBHIADEISG. CREPROGETTER
Objective response rate 9)
0S Overall survival DHFHIRE CBERIBHSTRDE TOEAR])
PD Progress disease REET CEEICEEADS T aERILDERIANBRIL T D)
PFS Progression-free survival HISRA TR (BMANNEITIBEKEFUTVSHAR)
PR Partial response EREX (BPAOKETEH30%LL LU, ENH4ERREE

JRER)
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