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Edoxaban Clinical Research Program
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Edoxaban Clinical Research Program
more than 10 studies, more than 100,000 patients worldwide
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(morphine sul nded-release (oxycodone hydrochloride)
15mg immediate release t ab\esC
5mge=15mg=30mg

» 2017%10H L > 2018FE(CLHFE
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7045 /A — Commitments in pain care-z 3£k

AN

Commitments

IN PAIN CARE
For more information, please visit www.CommitmentsinPainCare.com.
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njectafer*

{famic carboxymaltose injectos
750 mg / 15 mL
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Source: IMS National Sales Perspectives NOV 2017
(includes all US IV Iron sales in all channels including dialysis chains)
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Injectafer®
feric carboxymaltose injecti
750 mg / 15 mL
X mg/m

08 INTRAVENOUS USE ONLY
7% Joue Vil Discard Unursed Porte

G injectafer

i/ femiccarborymaltose injection
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Daiichi-Sankyo

FY2017 Q1 FY2017 Q2 FY2017 Q3 FY2017 Q4 FY2018 Q1
) 12D ARE Phl
o mEen
70-/0L 68 ASCO  9H ESMO 12H SABCS 1A ASCO GI
o BAA  ABEDABAA LA Bk,
HER2+T-DM1;BRR GBI A
\ 10H FSD
f!ab‘%» 05 Pivotal Ph2 (DESTINY-Breast01

8H K[E FDA Breakthrough Therapy Designation
_— 1A FSb ‘ HER2+ BB A 3rd 51>
HA-EE[E

VS EEWE?R%‘% Pivotal Ph2
38 BX &RIFEERE

HER2%F IR
KIBH A 27 K2 A Ph2
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. \ 4@ 8ﬁ 1 TLR
FHNF=T  congmi BT Q
FLT3ME=R = =
AML QUANTUM-FII‘StEitﬁﬁ ( FLT3-ITD AML 1st 514Y) Ph3

“ 9H ESMO
tERT

DS-3032
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@ Ds-3032 + PHYFSYOHMER ¥

RIERPREERTESR DS-3032 +7YSFIY
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0 -
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......................... e e
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Daiichi-Sankyo

- RIVES BB
YT 9L TR R oR HER2 IHC3+
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HER2- b EERE
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20185 6 H American Society of Clinical Oncology

2018 ASCO (=
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DELIVERING DISCOVERIES: EXPANDING THE REACH OF PRECISION MEDICINE
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Daiichi-Sankyo

¢ BREEEMIER

> AptERECO>ANOT4 >IN B DOFEIR
¢ BEEIREHEIEE

> ERREREP S ZANOD4 B FDIVY 45 ATy IUIEmRNADESE

JU—K1: 3E1[E] x 2[5] JV—K 2: 381[8] x 12[0]
N=6 (J{—h 2(CEER) N=7
DS-5141 5K (2:8) DS-5141b #5HARE (12)8)
! N 3 3 T A EEEEEEEE N
¥ g

N=3 N=3
4 3 4343313331333

3 3
S 6.0 mg/kg 6.0 mg/kg
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20184E[E Eit a1 v

Daiichi-Sankyo
I

(AL : EM)
20175E 2018FE =
E = FiE =
5 LuNZs 9,602 9,100 -502
55 b [Eif 3,460 3,300 -160
REE - —REEE 3,018 2,920 08
e 2,360 2,100 260
+2.3%
=F ik 763 780 +17
Bis|piFIZS 810 780 -30
L HAF 5
(B2RE) Sk ZElL >3

BB USD/H 110.86 110.00
Lb—b EUR/M 129.70 130.00
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20175 20184

= . fei
boint 226 o ) NMIDRE
FEMREDSIE
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== b (A [ AT
5 L IR 3,470 3,300 170 < 76 LR (RS,
FE - —REEE 2,974 2,920 -54 KE A OER
ki R X E HI IRk
HRBIRE 2,059 2,100
DS-8201. U3-1402%%
" [-29.0%] TR R RIS &SN
= EFE 1,099 780 -319
#m%  USD/M 110.86 110.00

<

-k EUR/H 129.70 130.00

70



BAHPRAIEESED RiEL

71



AP E R S EDREL (%)

¢ IRFYNY : SYIBREEXSBVTILK
¢ WAFEZE . 2025FEZ3v(CmiFhnES

» DS-8201%FFACADCIS I FvA ABLVAMLI S O F A A DERRERERN
BRI (CHEERE

¢ REERER | SYIEIROZEMNAZE
¢ HAEER : SROSBFRREOERL
¢ 2018FETFE : 5TEZR (EFEFHE1,0008M) (CRE

ANDIRBENARECE(L RBIRENEL
N S22 DE Btk %50 HH
BARBICIRDIEELPE T FATTIRETEX

SN

B

72



Appendix

-RREAFEIANIAS

-FERRAFRENNAT 1>

SEHFYEME—E
-DS-8201M201 74

EFRARDILY

E—E

73



FRZCBARETA LA N e )

SR - FY2017 FY2018
rFEAINF=T Ph3 : BEBIREMEIE (K) ERZE
FNF=T Ph3 : QUANTUM-R AML 2M51> TLR

Ph1: AML ¥5ILF=J A sBREANA
DS-3032

Ph1 : AML Azacitidinef#H BRI

Ph3 : HER2+ ZL'A T-DM1iafE&vsEFER ERERLE

Ph3 : HER2+ ZH'A vs T-DM1 sERBANA

Ph3 : HER2{EHIR AHA ERERLE

Ph2 : HER2%3R KIEH'A stERBALE
DS-8201 Ph2 : HER2:BRIRI - ZR FE/MllRakE'A (NSCLC) SERBALG

Phib : HER2EIR ZLb'A - BB A/ZRILN T BtH FERBANA

Ph1b : HER2%IR ZLb'A - NSCLC/IOHH SUEREAA

Ph1b : HER2%IR ZLh'A - B A /IOHHH itERBAME
151402 Ph1/2 : HER3+ BLi'A R

Ph1 : EGFREENSCLC SRERBH DA
DS-1062 Phi : Efi¢h*A (NSCLC) SRERBAbA
DS-1205 Ph1 : EGFREENSCLC AYXLF=T =) sEBata
KTE-C19 Ph2 : jaRiERIEITEROXHMaRBHAY > ) (iE sithRpHba
EROENLTA> Ph3: hAER CEs4#) (B) p; 6
S UM Ph3 : DPNP/PHN (H) EA5E AEBFTE
IvFtL/)> Ph3 : AEESMmMERE (B) EAEE AEBTFIE
1FEN Ph3 : 1270IVY (XRT54H4-) (B) EHES
DS-5141 Ph1/2 : F1YIY3BEHIAMIT4—%E (B) TLR
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FERERTEIA(TSY s S

Daiichi-Sankyo

|
| Jr-x1 | J1-Z2 | JI-Z3 |  REHE
B DS-3032 (GkH) W U3-1402(B%) B )(MNJYIT (BR) B FJ)AYT (8)
(MDM2FEZEH) (JAHER3 ADC) (U3-1287BEEES B AATUHERSHTUA) (AMG 162/Z.h A fEBhEE/
B PLX7486 (%) M DS-1001 (H) M DS-1647 (H) ‘ “ ARANKLITA)
(FMS/TRKFBZH/) (ZESRENDH 1B (FBZ5E / GA7ADAIVR) B FHIFZT (CKEREE)
B PLX8394 () M DS-1205 (k) W #¥)L¥=7 (H) (ACZZO/%ﬁFﬁLﬁﬁggﬁz""/
(BRAFFEEH]) (AXLBEEHI) (ACZZO/%HEE'EBETEEEIMT-ZM'/ B i) F=T (*E‘ﬂil)
B PLX9486 (%) M PLX2853 () ALUEL g =2 A )
(KITRRZH) (BRDA4FEZERI) B DS-8201 (H:¥KER) (AC220/ B RHEEINMN- 1/
(3L#°A/FHER2 ADC) FLT3MEH)
(EZH1/2BR=RI) @TrROP2 ADC) M DS-8201 (HIE) e o
(R o/ FUHERD ADC) (PLX3397/ RIS/
B PLX73086 (k) = CSF-1R/KIT/FLT3MEEH
(CSF-1RBEZERI) B DS-8201 (H:kKER)
B PLX51107 () (KD AARHER2 ADC)
(BRD4FEEHI) B DS-8201 (BKEX)
(NSCLCHRHER2 ADC)
B KTE-C19 (H)
(B#HREY > JChE/
$#1CD19 CAR THARR)
B DS-1040 (KExH) B IRFHNY (B) B IRFH)\Y (ASCA)
(SR E MR MEEE, SRR/ (DU-176b/AF(iBSHE)/ (DU-176b/AF/$20OFXafAEH)
TAFIafHEH) #OFXafEEA) W T REHIY (ASCA)
B DS-2330 B OS2V (8B) (DU-176b/VTE/4EIFXaPEEH)
(Y BEIEE) (CS-747/EM'EHEM§E§§§“) B =O04/\U> (B)
B DS-1501 (k) B IHEELIS (B) (DS-5565/DPNP/PHN/a28Y1" J)
oS — (BHEFAGE/ Siglec-154%) > B TH+tEL)Y (E)
,\j-wl?-'{ B DS-7080 (k) _«3'3159%%””5@ (Cs-3150/FMERE/MRIFEEE)
ATAAZ W S E ) WS-FSEL(B) B VN-0107/MEDI3250 (H)
B DS-5141 (H) (CS-8958/5AMDI /47 515™) (BREBAM(YINISHIIFY)
(DMD/ENAAUIRIL AFR) B VN-0105 (H)
B DS-1211 (3K) (DPT-IPV/Hib /SIERSTJF>)
(TNAPFBZEH) B EAA{VIYY HAYYF(B)
B VN-0102/JVC-001 (2) (VN-100 / 171" BEEehE)
(MMRDJF>)
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Daiichi-Sankyo

I
L HIEREE J1—Z1 J1—Z2 J1—Z3
B DS-6051
(NTRK/ROS1FHEHA!)
B DS-1515 B DS-2969 W S”FsEN
(PEREM%ER / PI3KOPREH) (VOANITIA-FA T4 IVERAE/ (CS-8958/ii4yININY" /
M DS-1039 GyrB BEEHI) Vaxart Inc&EHEE) )
o — (FERPEARHERE/FFHMOA H DS-1093
ARSIV IVTA (CFTRIFHEFFIE GRS ) (B4 VBT 8 (IBD)/HIF-PHIEESAI)

FA XS B DS-7411
ATAAY (MARHARV B/ HiF)
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(O DS-8201 : HER2IBIEBE N A KRISEIEE O

Daiichi-Sankyo

¢ SGHERIERIETE 201843H

> Sd%% NAALEEGERZ(OEEUHER2IBEIFIFRNMESRI N BRYIBRA
BETNEIT - BFREOBMNA

> BHABEFZEATOUNmet medical needsh'iEish T, BRI EEISE
(LD, BERBFEFEIRICISES

¢ LITOPivotal J1— X2 ERHNEITHR
(DESTINY-GastricO1:1ER)

PivotalJdk—b _
_ “ DS-8201
HER2Z M ETB IR A /- 5304 - 22 E
Y&
_ D : L i
B REESEMIRNMAES A I)FHE L
JCOUSE )L

] < EEHERIVAE

HER2{EFIREITE RN A A A
(& =K I%\-gél%
B REEIESIENAEE =i
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(D Ds-8201 : Phiitht HERFH1>

RERRE (J(-h2)

REEtg (J(—M1)

N
BRLSENRALBVEARSE Ji—R2-a
HER2BE 1%
DAL S/ SREIEAERN A * T-DM1EliaE AbHA
338l —EEIRAIS S on

3 pts

HER2P51%
FSRAYAR T RERE N A

6 pts 6 pts
I\—bh2-c

= 5.4 /k
HRRE HER2{EFRAHA

EEETELAL (THC 2+/ISH -, THC 1+/ISH-)

/ HER2%IH (IHC, FISH, NGS etc.) 2(F
7 BINEMIESE

HER2ZEREIRHA
-----;l;s---------------

*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.
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(D DS-8201 : Ph1l BEERRAE (Y]

J1—X1:#ER |2 TOHER2FEIREHNA (n=165) HER2 FIR (IHC)

Q@ 1+
ORR=53% (88/165) 2+

5.4 + 6.4mg/kg
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*NE: Not Evaluated (Not Examined¢@EU)
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]
AHA : PFS Median (months)

HER2S 1%

All 61% (35/57) 95% (54/57) 10.4 (1.2+, 16.8+)
TIVESZ BB 56% (22/39) 92% (36/39) NR (1.2+, 16.8+)
TIVES 2B 75% (12/16) 100% (16/16) 10.4 (1.2+, 14.1+)
RIVY AT BilEHR 62% (31/50) 94% (47/50) 10.3 (1.2+, 16.8+)
HER2{EFIR

All 32% (6/19) 84% (16/19) NR (0.5, 12.2+)
TIVESZ BB 31% (5/16) 88% (14/16) NR (1.2+, 12.2+)
MVES RIS 0% (0/2) 50% (1/2) 7.6 (0.5, 7.6)
HER2S 1%

All 45.5% (20/44) 81.8% (36/44) 5.8 (3.0+, 8.3+)
CPT-11((YUJFh>)Hia%E 43.5% (10/23) 82.6% (19/23) 4.1 (2.5+, 8.3+)

KB AL BEDA PFS Median (months)

TEREERED A 20% (2/10) 80% (8/10)
FE/IFR RERE DY A 20% (1/5) 60% (3/5) -
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14F

DA
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(]
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% change in tumor size
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% change in tumor size
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% change in tumor size
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@ Ds-8201 : Phl FiRMRD1E »

aE(CBhEUIEFRIISESR (any grade) (>20%)

T1EERE 5.4 or 6.4 mg/kg (N = 185 20178108 15HFR)
n (%)
(P{,I‘zfjg;;" T\f‘lrgfo_) JL—K1  JL—K2  JL—K3  JL—K4  Any
&= 1%
2 14 (7.6) 22 (11.9) 25(13.5) 2(1.1) 63 (34.1)
I/ REGR 27 (14.6) 14 (7.6) 13 (7.0) 6(3.2) 60 (32.4)
BFRBRER A 1(0.5) 17(9.2) 23(12.4) 8(4.3) 49 (26.5)
E3 ERER A 5(2.7) 17(9.2) 21(11.4) 3(1.6) 46 (24.9)
BSEEE
)0, 99 (53.5) 25(13.5) 7(3.8) 0 (0.0) 131 (70.8)
BARIR 64 (34.6) 34 (18.4) 9 (4.9) 0 (0.0) 107 (57.8)
g0t 51 (27.6) 9 (4.9) 3 (1.6) 0 (0.0) 63 (34.1)
T 43 (23.2) 11(5.9) 3(1.6) 0 (0.0) 57 (30.8)
EIIA 45 (24.3) 6 (3.2) 1 (0.5) 0 (0.0) 52 (28.1)
T D1tk
BiE 51 (27.6) 10(5.4) 0 (0.0) 0(0.0) 61 (33.0)
SR 31 (16.8) 12(6.5) 2 (1.1) 0 (0.0) 45 (24.3)
ik 26 (14.1) 11(5.9) 1 (0.5) 0 (0.0) 38 (20.5)

flfE 2« ALAOTR—T2650(J L —R5), BARAOIR—RT2BI(JL—R 1. JL—R3,

14512D)




U
Daiichi-Sankyo
I

bgEE—E&

BTD Breakthrough therapy
designation

CR Complete response

DCR Disease control rate

DLT Dose limiting toxicity

DOR Duration of response

EGFR Epidermal growth factor receptor

MTD Maximum tolerated dose

NSCLC Non-small-cell lung cancer

ORR Overall response rate
Objective response rate

OS Overall survival

PD Progress disease

PFS Progression-free survival

PR Partial response

EHAR) SRS TE

TEEY (DADTRISHZDIL)

REIM-ILER (FIRZI M-IV TETVBEEDES)
FEHIRESE (EBEHNTERVERERZEMN)

ZNEART (RNt I 2HAR)

R ERFZER

RAME (MX5NAVSHENH2HAE)

FE/NHRREATA A

EEE (AENROHOICBEIADEIS. CREPROGETT
x9)

S4FHRE CaBERImMS TS TOHAR)

RENETT CEEICERENSITEERAILDERIANRILTBIL)
HIRBAEFAE (MADEITIBTERCERUTWSHART)
DR (PADKREESH'30%LL_EHE/INU. ENHLEREHLVZIA

e
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100N
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AFERCAISEHRVNEDE T

F—=#HikASH
d—RL—PMIZ21=5—-33> 88
TEL: 03-6225-1126 (#REREFREFOERR)

03-6225-1125 (KA hIZEFREDERR)
Email: DaiichiSankyoIR@daiichisankyo.co.ip
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