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CL-108(39MN BFELFATERDEIE(CXT I DFNRE
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CL-108IZT 7tz LEERL T CL-108(3HC/APAP*ELEER LT
BE (p<0.001) (FaHZFEFILRL BE (p<0.001) (COINVZHIFHEILE

Figure 2. Incidence of OINV over 48 hours
P<0.001

250.0 - 7 | |

Figure 1. Summed pain intensity differences over 48 hours (SPID )

P<0.001 450 4
. 2000 40.0
g 5.0
g' 150.0 4 g 30.0
g3 z
; ) E 250
'EE 100.0 E 200
E | 150
10.0

)
=1

5.0 4

0.0 +
HC/APAP CL-108 Placebo HC/APAP CL-108 Placebo
(n=250) (n=252) (n=50) (n=250) (n=252) (n=50)

CL-108: hydrocodone 7.5 mg/acetaminophen 325 mg/promethazine 12.5 mg
*HC/APAP: hydrocodone 7.5 mg/acetaminophen 325 mg

0.0 1

S. Richardson, etal. APS 2017, NCT02462811 18
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B -T2 RBERETOIIRINET N-ORE SRR U
* B

F . ACR20*¢(DAS28-CRP*(CHWNT,
CHS-0214(3FRIIGREVERF R EZ WU

ACR20, ACR50 and ACR70 at Week 24 Disease Activity Score (DAS28-CRP)
100 e, Worse 7
91.0 90.6 B cHs-0214 -8-CHS-0214
[ etanercept 6 -
80 -4- etanercept
67.6 2
Percent of 63.7 Mean =SD 4
subjects 60 DAS28-CRP[4] ]
achieving 3
ACR20, 38.3
ACR50, or 407 37.9 2 ]
ACR70 1 1
20 - Better 0 T T T T T T
(Missing data 0 4 8 12 18 24
counted as
; 0 Weeks
treatment failure) ACR20 ACR50 ACR70
Week 24 Remission (defined as DAS28-CRP[4] <2.6) in 40.6% and
CHS-0214 and etanercept were highly similar 42.4% subjects in the CHS-0214 and etanercept groups,
Primary Endpoint: ACR20 at week 24: respectively | 15

Treatment Difference (95% CI): 0.41% (—4.55%, 5.37%} s

*ACR20£**DAS28-CRP(IEAEIINFOIREEFENE (FEIRDAES) ST 21812

O ZLk, BEREM : CHS-0214L IR T NIBEZE Tl

J. O’Dell, et al. EULAR 2016, NCT02115750 21
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DS-8500
GPR119/ESHZE
o FUBRAFE

¢ GPR119/F&hZEE B
> JIINA-AEE A AV 3wt
> Biifgt&aEZcNE S TRg ST )
> GLPSY MRS k. BN e B
N _ PYY, GLP-1 6‘%}'@2&"
¢ HEIRR N N
> FATmIEYFISFIR (FEXDREE) F T _
DERER(CLDBAFMTE DPP-IVI
. ] DPP-1Vi ; SRTFSNNT Y CAIBER)
¢ HXKTII—X 2bikBREMP oL KGPRE TR

> Top Line Results¥&SF7E
20165FRESR4EAA (H) . 20174FEE LA (CK)

¢ N\—=MFUSIEEEEP

SHRADHERS

» J1—R2a:ER (B) ORREKEMEINRFESCHRSEUZ (201656 H)
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DS-8500: JI—X2aitkk (H) SEamE

28HESICHEVT, 9+ T15FS R (FEHESNBN O

mJ)i1-R
(24BFANNE T MAEE) DEALE Time point
10+ Day -1 Day 14 Day 28
-
S
E
s
g O -
a)
£
2 5 P=0.0439
g P=0.0093
= —9
=-104 1
<
AN -4
£
%_15- -
S P=0.0003 P=0.0002
[E 4
©-20- =& Placebo (n = 33) =@=10 mg DS-8500a (n = 32) =@=75 mg DS-8500a (n = 34)
LSM vs. placebo on Day 14 —-8.46 * —15.30 ***
LSM vs. placebo on Day 28 —13.32 ** —18.90 ***

*P < 0.05, *P < 0.01, and ***P < 0.001 vs. placebo.
Values are shown as the least squares mean change from Day —1, with P-values versus placebo. The least
squares mean differences for 10 or 75 mg DS-8500a versus placebo are also given. LSM, least squares

mean N. Inagaki, et al. ADA 2016, NCT02222350 23



DS-8500

: JI—A2bathR ERTY A

BHA HiA TLR: 20164FRES54 M4 1A L2wks
samss  saxes
2RIBEIRIR R y
| 2HRR AR DS-8500 25 mg
DS-8500 50 mg
- 8wks - 2wks
Washout period BAH DS-8500 75 mg
NCT02628392 SEMCIRIME Sitagliptin 50 mg

KE ARITAWZVICT RAY

TLR: 20174EE E3¥HA

AESOEVALCHT.0-

2 weeks single
Blind lead-in

Visit at 2,4,8, and 12 weeks after randomization

Placebo

DS-8500 25 mg

2 weeks
Follow-Up

Daiichi-Sankyo

il

10.0% T, AR T#ILIVIC e
FRREMAFERIT | ° DS-8500 50 mg
WA2BIERIREE

DS-8500 75 mg

Sitagliptin 100 mg

Visits at 2, 4, 8 and 12 weeks after randomization
NCTO2647320 e ™ Tlemdn T e T T
screening period Randomized treatment period
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Lo REUITF (H) KEREREE  20164FE
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TSROV EmimmEEE J1-X 38 (8) TLR*IEE 20164FE _t¥4f

o, g METIV-HCC FFHRIHSA e o
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PLX8394 (3¥K) B DS-5573 (H)
(BRAFFEEH) (#iB7-H3#it%)
DS-6051 (3kH) M DS-8201 (H)
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DS-3201 (H) B DS-1123 (H)
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DS-2330
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DS-9001
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DS-1501
(BHEERE/#nSiglec-1534F)
DS-7080(¥)
(hnEpEaBEZEIHAE / I ERR S HDHIF])
DS-2969

(VOANISYL T4 T4 D)V BERAE
/GyrB FAZEH)
DS-5141(H)

(DMD/ENAAUIRILAFR)
VN-0102/3VC-001 (H)

(MMR94FY)

B Patritumab (BX) [ |
(U3-1287/4RHER3itk)
B Pexidartinib (3K) u
(PLX3397/ CSF-1R/KIT/FLT3-ITD
PRZEH) ]
B DS-1647 (H)
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|
|
|
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Tivantinib (CKER)
(ARQ 197/KF#iEah"A /METIEERI)

FJAX7 (8)
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—EVAYT (H)
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EROELTAY (B)
(DS-7113/WAIEER

JuAt M ZEEEEER) <iTHHFI>

CHS-0214 (B)

(15%0E7° M\ 1442455/ BAREY 9YF
/TNFaFEE#)

VN-0105 ()
(DPT-IPV/Hib /STER&DIFY)

FREF : 2015FEEE4NEERERER (2016558120) UMOELREES

v

Daiichi-Sankyo

A

IRFYIN> (ASCA fit)
(DU-176b/AF/#ZCIFXaPEZE#)

IRFHI\Y (ASCA fib)
(DU-176b/VTE/#ZOFXalaZE#l)

EROELTAY (B)
(DS-7113/hA14EER
Juite M REEFENE ) <ROF>
CL-108 ()
(REER/ uit M SEEFEEE)

BRI HAYF(B)
(VN-100 / 1570174 EREAE)

VN-0107/MEDI13250 (H)
(BREBFAEASINIFIIFY)
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