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CL-108
¢ LROARD, 7ER7Z)I1>. TOXITOOEFN R 2ER L SHE
¢ PEENSEEOEBEMNL
AEAA REBEFRMEREC - IR (OINV) O
¢ 2016453AICKEIFDAICEHEE. REFET

¢ ETRTHIER (PDUFA date) : 201741831H

etaminophen 325 mg

SHIDE
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KEEBEF=CileaUZ (20165E5H)
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CL-108(3FM BHi FMiR DIEFR(CXT I DRNRE
OINVOIIHIVERZ RUTE

CL-108IZT 7tz LEERL T CL-108(dHC/APAP*ELEER LT
BE (p<0.001) (FeHZHEFILRT BE (p<0.001) (COINVZHIFHEILE

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

250.0 - T | |

P<0.001 450

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

;
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Summed pain ntensity differences

10.0 ~

)
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5.0 4

0.0 4

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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CHS-0214

E RTNFRSADFHRE4

IAINET (I>TUIL) O — RXA> (U REBEERLT)
/\’fj'fé%zbuu (M A>=Z5-) b laGL © Fo 41
AL TNFRRE AL ’ e

tI\IgG 1DFcHBiEeDI1—T3>ERE N

TNFOTNFRZEMNDfEEZHRaR(CPEE

ZYEIRE (Pharmacokinetics, PK) ¢EBME TOIARINET MNOEIEF MG
JI1— Z 1 uﬁ%ﬁtﬁﬁnu/

BEUOVFEEEAKRELEIO-/INIITI—X 3 iR
(EASTDCoherusttt DHFIBIFE) 258 T . FARAD B ZER

EIAHEE (SFEEFE) EEH

® & 40 o o
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CHS-0214 : JT—X 3Bk HEREE (%)

Bt T RERETOIIRIIET e DRF M ZHETRU
¢ B/

F . ACR20*¢(DAS28-CRP*(CHWNT,
CHS-0214(3ZRIIGGEEURIFEREEZ MU

ACR20, ACR50 and ACR70 at Week 24 Disease Activity Score (DAS28-CRP)
100 T T Worse 7
91.0 90.6 B cHs-0214 -8-CHS-0214
[l etanercept 6
80 -4- etanercept
67.6 51
Percent of 63.7 Mean =SD 4 ]
subjects 60 - DAS28-CRP[4]
achieving 3
ACR20, 38.3
ACR50, or 407 e =
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 i

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

*ACR20&£**DAS28-CRP(IEIETIUINTFORZESEENE (EIRDFES) ZHREMCEHME I 21812

O T2, BIEEM : CHS-0214L IR TETINEIBEETHOE

J. O'Dell, et al. EULAR 2016, NCT02115750 21
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DS-8500
. GPR119/E8) 3
o FUBRAFE

¢ GPR119{E®Ep=ER B
> ONA-ZBE A >R i iEsd
> BififgtkgezciiE D
> GLPSY RIS Lifiis
. _ PYY, GLP-1 GO I -
¢ SRR | Py \\
> FATmREATT4SFIR (ERIOHES) F T
DIRA(CEDEAFRI DPP-IV i
" - DPP-1Vi : SRTFIINARTFH—LABREH
¢ BHTII-X 2 biERSEEH B AR 7T

> Top Line Results¥&S¥F7E
20165FRESR4MEAA (H) . 20174FEE LA (CK)

S AS WA M7 b I ES il

SHRADERS

» J1—R2a:Bk (H) ORRZKEMEREFSTIREGULZ (201656 A)
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Daiichi-Sankyo

28HESICHEVT, 9+ T15FS R (IR NABN O

m)ia1—-R
(24BSRINE LI MAEE) OZALE Time point
10+ Day -1 Day 14 Day 28
-
Z
E 7
i\
g O T
)
e
2 5. P=0.0439
2 P=0.0093
= —9
=-107 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
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HA HE TLR: 2016£EFEES5 4T 34<HA 12wks

gt 4 g0 2 s gk 2B Placebo

2RIBEIRARBE ]
1 2ERRRBE DS-8500 25 mg
DS-8500 50 mg
- 8wks - 2wks

Washout period BAH DS-8500 75 mg

NCT02628392 SEPCIRIME Sitagliptin 50 mg

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

KE APITAWZIICTRA>
Placebo
TLR: 20175 L 3¥HA
2 ks sinal DS-8500 25 mg
AESOEUALCHT.0- Bﬁﬁ,ﬁlﬁj’li”ng © Ii(‘)’ﬁi‘jvkzp
10.0% T, ARTAILIVIC e -
LBREMIABERIT [ ¢ DS-8500 50 mg
WS2BUMERREE
DS-8500 75 mg
Sitagliptin 100 mg
Visits at 2, 4, 8 and 12 weeks after randomization
NCT02647320 *--mmmm—-- P ------ it i Sttt PE------ >
2 weeks Lead in 12 weeks FU 24

screening period Randomized treatment period
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CHS0214  mmuvvs (B) AGRERE  20165FE
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TSAILI EmRmEREE J1—-X 38 (8) TLR*¥E1S 20164FE LHHf
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FHNF=T A R ey TEMREAZESAY T pgie 201748 T
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*TLR: Top Line Results
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