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

250.0 - ] | |

P<0.001 e

Figure 1. Summed pain intensity differences over 48 hours (SPID ;)
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HC/APAP CL-108 Placebo © HCIAPAP 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

S. Richardson, etal. APS 2017, NCT02462811 18
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F:  ACR20*¢(DAS28-CRP*(CHWNT,
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ACR20, ACRS50 and ACR70 at Week 24 Disease Activity Score (DAS28-CRP)
100 /;1-_0—9;6\ B cHs-0214 Woresi ¢
0 90. - -8-CHS-0214
[ etanercept 6 -
80 - -4~ etanercept
67.6 =1
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 4
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 »

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

*ACR20¢**DAS28-CRP(IBIEIUINTFOIEZBSEFNE (EIRDIESE) ZHREHI(CEHE I 3161E

O T2, BTEMY : CHS-0214L I T NMIEETHOIE

J. O'Dell, et al. EULAR 2016, NCT02115750 21
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28HEHSS(CHEWT, 9+ 015F S AFERRINAN O

m)ia1-R
(4BSRIMETIMAEE) OZ{LE Time point
10- Day -1 Day 14 Day 28
=
°
o -
£ 5
i\
g 0 -
a)
£
2 5. P=0.0439
2 P=0.0093
= —9
=-107 1
<
AN -4
=
%_15_ )
S P=0.0003 P=0.0002
S 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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12wks

Placebo
DS-8500 25 mg
DS-8500 50 mg

DS-8500 75 mg

Sitagliptin 50 mg

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

Placebo
TLR: 20174FRE £ 310
2 weeks single DS-8500 25 mg
ANESOEVALCHT7.0- Blind Iead-ing IZZ(\)I:II(e)SkaJp
10.0% T, ARTHILEVIC -
FARENHARER T [ ° (R g DS-8500 50 mg
WH2RIMERREE
DS-8500 75 mg
Sitagliptin 100 mg
Visits at 2, 4, 8 and 12 weeks after randomization
NCT02647320 oo PE oo ST TR oo T e T >
2 weeks Lead in 12 weeks FU 24
screening period Randomized treatment period
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