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DPR: Discovery & Preclinical Research
DCI: DSP Cancer Institute
BBI: Boston Biomedical, Inc.
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MRARTFRIOF (WT4869/WT2725)

WT4869 WTIFENGCTLEZFZE T ARTFRER BHEMREIREE(MDS). BRHAA
WT2725 WTLEEMNLGCTLZEZE T AXRTFREE EBERHAA. mMEHIA

® WT4869% ALV-BHENMRERE (MDS)ZRRELI-E I /THARER

_ DOFOOARIEDEIRY
ERER 1.2 (BRI ET A 22191) % Pl e BT
= 100 i— MDSEH (114) D EFER

EPETEr | 18.2% (4/2245) B

REHEST | 59.1% (13/2245) & 80

MR ENRE RO ERESS % 60 |

FHOFOOFRBDEYRY M 40 -

MDSEEFENDEAEFHRE hRE ] o
WT4869 (1141): 55.7138 (#3135 8) Y 20 1

Historical data (4354) : 5.64 82 0L

1) ASH 2015 (Abstract 2868) Suzuki T et. al. 0 20 40 60 80 100
2) J Clin Onclol 2011;29:3322-7 Prebet T et. al. GB)

‘o WT1: Wilms’ Tumor gene 1("J« /L LAREZEEFL)
3 REFEREE CTL: #RAGEMETUL Bk 18
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Obeticholic acid (DSP-1747) O #EE L NASH

® DSP-1747TD{EF#F : FXR{EENZE

v IBHERWEFR., RAESR., RECHHEIERICIYNASHEET La—)LiE
RERART ) ~ DRSS FFEIND

® NASH/NAFLDDF# D

NAFLD
NASH \\\\

NAFL 1'};_2%,,'1 }

GF7 I 5 108t FEZ . | rrsamanc4

H

GamAL) L2200 ] 0-15%

NASH (FE7Z ILa— L RERRFF 28)

- BEX:#200~300B A (BEAD2~3%LHEE) D
« NASHIZ5~10F T5~20%h LIS
s FEEICHAESFEFETIXCEIFRICERITBEEFTEMNEN 2

NAFLD: Non-Alcoholic Fatty Liver Disease _ i, R
NAFL: Non- Non-Alcoholic Fatty Liver 1) BAREZ S NASH-NAFLDDEZEH MK 2015

s . . 25
NASH: Non-Alcoholic Steatohepatitis 2) BRES#552010; 139(9); 1880-1



DSP-1747 EREE I A5 EX

o HERTHA
v NASHEEFEZRRELETS RN BEE S — EERIETHM LEER
v 1% 55 18 : 200 (B E5041)
v 1258 :DSP-1747 10mg.” BE. 20mg.” B#. 40mg.” B#. 7S5tRE

v FEFMEER  72:BEOREBEFRROBEDEE:
NAFLD Active Score (NAS) 32184 kLl ERZEL .

M ORRMIEDEBIELGIMES . REFREOHESHY LHIE

* NAS:BERA{E(0-3/R) . RIEHMARE (0-3K) . FFflad BAFRE 1%
(ballooning) (0-253) MIEHDEETRT7 (X 8/)

- FFER#EIEDEEMICIE. Kleiner D#E#L 5 EEF A (stage 0-4)
HE. Rifbstage 4 XFEEDT=8 . RHAERTIIBRNARELLTRE

SIS KEAE RN %



DSP-1747 BN I 1AEAER : 5

o At FEFMMEHEBO72EMEDHREFREOREZZE(E. BEETERFELTHEML -,
[EAlICochran Armitage#&5E T. p=0.053]

<EEFMERE >
BE5&# (T TS5t 10mg B 20mg & A0mg B
(N=50) (N=50) (N=50) (N=50)
m—— 10 (20%) 11 (22%) | 14 (28%) | 19 (38%)
OERN R R p=0.8077 | p=0.3387 | p=0.0496%
NASHEE A 12 13 17 20
i e o -
EFf-
R eipany| 20 (5) 39 (6) 36 (6) | 31(13)
HEHY HELL oAk B
l —

ITT TORFFT T, REMLIEL TR
<B%E: 12BMB D ERERG OH THITLIIEE >

58 T5tREE 10mgEf 20mgEf 40mgEE
11/44 (25.0%) 14/44 (31.8%) 19/37 (51.4%)
E
wEHY 10/45 (22.2%) P=0.764"2 P=0.29172 P=0.006"2

1 HEERETHEL DR 5RO ERERABONAN - HEREETRELL ) EL TR
2 TSERBEOF LR, RHELDRT—O THREL-CMHIRE (S EHFELL)
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DSP-1747 £ I 48 : AZhtE (FFBR#EIEITHNTH5R)

BEHE (TT) TS5t RE 10mg#E 20mg & A0mg B
31/50 30/50 29/50 28/50
7-~

Bt oBiLaL (62%) (60%) (58%) (56%)

FFéR#1b D1 stage LLE 12/50 12/44 15/49 10/49
DoE (24.0%) (27.3%) (30.6%) (20.4%)

<BE 2B %O EREWGIOH TRITLIIEE2>

w58 TS5tREE 10mg# 20mg#¥ 40mg#E

- 31/45 30/44 29/ 44 28 /37

Bt L OB L (68.9%) (68.2%) (65.9%) (75.7%)

. . 12/ 45 12 /38 15/43 10/ 36

BF it L D1 stage LLLDHE (26.7%) (31.6%) (34.9%) (27.8%)

1 WEBEIX.ITTERDSS., IRERIEIZH TS Kleiner DIEH L8 stage 0TH=BEREFRRN-FZEHD

RERE B S xt U TR #R#E1EHYL stage L EREL-BEBREBEDEIE

*2 BMNAETELTER

¥ HWEIEE, T2EREROFERERHDSE., KREREIZE TS Kleiner DIRHEL 2 5EA stage 0TH>1=#ER

BERV =B EOMEBRE R L THRHE/EH L stage UL EHEL-HEBREDEE

SIS KEAE RN




DSP-1747 S 1 f8: Btk (NASHDEL . ITTEH)

B8 (T s o s By

Matteoni 4348* TNon-NASH ~2t & 0 (0%) 1 (2%) 3 (6%) 3 (6%)
pilE (vs T5EARE)* p=0.317| p=0.075| p=0.079
piE (vsFS5tRE)* p=1.000| p=0.379| p=0.082

B Z % (Ballooning) M3H%k (0K) 3 (6%) 4 (8%) 7 (14%) | 9 (18%)
piE (vsF5tRE)* p=0.694| p=0.163| p=0.064*

*1 NASHEZMrIZEUL S A5
NAFLD (JE7)La— LIRS TR ) & (X Type 1-4IZ5H 5 8E N, Type 3&TypedENASHEE S S

*2 TS RBEOM LR REIEDRAT—OTHRELI-CMHIRE (L EMHARLL)

*3  Genfit#t A F E L TLYSNASH*t & Pivotal Phase 35t8& M surrogate histological primary endpoint D —&f T&
AHNASH resolution M EZ (. Iballooning = 0, inflammation = 0-11 (2015% 11 A 16 H Genfit #1!)1)—X)

x4 (BE)BMEBETELTT2:AMEZ DO ERERGI DA CTHERITLIZFER : TS5 REE3/45%1 (6.7%) IZ® L T. 40mg
££9/37451(24.3%) . p=0.030 (TR BEL D 3T LLEL , #RMEILDRT— THAEBLIZCMHIEE . L EMHFHELZL)

~

SO REAERWE
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DSP-1747 E 1. &£

WIhIDEREHTIONL LORREISTHS-AFEER

TSR 10mgBE 20mgE 40moFE
N=50 N=50 N=50 N=50
BEEZR4A (PT) n (%) n (%) n (%) n (%)

&5 3 (6%) 3 (6%) 5 (10%) 2 (4%)
S 1 (2%) 1 (2%) 1 (2%) 5 (10%)
5 WA EE 3¢ 27 (54%) 21 (42%) 23 (46%) 21 (42%)
AINIY 4 (8%) 2 (4%) 8 (16%) 4 (8%)
M RIA 2 (4%) 3 (6%) 6 (12%) 3 (6%)
R ERSE 2 (4%) 0 5 (10%) 0
TOFEE 4 (8%) 10 (20%) 12 (24%) 25 (50%)

~

SO KEAERNE
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NASHEMY—h—O YA R R

® 20155 9HHepatologyIZNASHE LUNASHER# LY —h—DRRERM
BEShT
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Becerra C, et al. J Clin Oncol 33, 2015,
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Poster Session B: Cancers of the Pancreas, Small Bowel, and Hepatobiliary Tract
201641 A 22H (£)12:30 PM-2:00 PM. 5:30 PM-7:00 PM (K [EI K £ B5fE)

DA (T LIBEAFTING)AX)ILEDHA) DE 1 1HEAER (BBI608-118548R) DE R

;&8 : A phase Ib study of cancer stem cell (CSC) pathway inhibitor BBI-608 in combination with gemcitabine and nab-paclitaxel
(nab-PTX) in patients (pts) with metastatic pancreatic ductal adenocarcinoma (mPDAC).

(Wix&ES:284) ZHF—=%E: Safi Shahda

ElfzD A (/30) 2% )LEQHA) D E T HEEER (BBI608-2015K5&) DI#E R (EMA)

;&8 : A phase Ib/ll study of BBI608 combined with weekly paclitaxel in advanced pancreatic cancer.
(#)5%%&S:196) H—FF: Tanios Bekaii-Saab

(FERERHA)

Poster Session C: Cancers of the Colon, Rectum, and Anus

201651 823H (1) 7:00 AM—=7:55 AM, 12:30 PM—2:00 PM CK[E A F ;¥ E5R)

SHIEZR DA (FOLFIRIERNNS XIT DB D5 1 185KE% (BBI608-24651E88) DiER

;&8 : Phase Ib study of cancer stem cell (CSC) pathway inhibitor BBI-608 administered in combination with FOLFIRI with and
without bevacizumab (Bev) in patients (pts) with advanced colorectal cancer (CRC).
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