	[bookmark: _Ref2783984][bookmark: _Toc15681126]Table 11.1.2-2	Summary of Baseline, Week 12 and Change from Baseline of UCEIS During Induction Therapy (Full Analysis Set)

	UCEIS
	KHK4083
	Placebo
N=15

	
	1.0 mg/kg
N=7
	3.0 mg/kg
N=8
	10.0 mg/kg
N=22
	Combined
N=37
	

	Week 0 (Baseline)

	Mean (SD)
Median
Range (min - max)
	5.0 (0.6)
5.0
4 - 6
	5.1 (2.0)
5.5
2 - 8
	4.9 (1.7)
5.0
2 - 8
	5.0 (1.6)
5.0
2 - 8
	4.7 (1.6)
5.0
2 - 7

	Week 12

	Mean (SD)
Median
Range (min - max)
	4.9 (2.0)
5.0
2 - 8
	3.0 (2.2)
3.0
0 - 7
	3.8 (2.7)
5.0
0 - 8
	3.8 (2.5)
4.0
0 - 8
	3.5 (2.3)
3.0
0 - 7

	Change from Baseline at Week 12

	Mean (SD)
95% CI
Median
Range (min - max)
	-0.1 (2.0)
-2.0, -1.7
0.0
-3 - 3
	-2.1 (2.0)
-3.8, -0.5
-1.5
-6 - 0
	-1.1 (3.1)
-2.4, 0.3
-1.0
-7 - 4
	-1.1 (2.7)
-2.0, -0.2
-1.0
-7 - 4
	-1.1 (2.0)
-2.2, 0.0
-1.0
-4 - 3

	ANCOVA of Change from Baseline at Week 12

	LSM (SE)
95% CI
	-0.079 (0.894)
-1.877, 1.719
	-1.992 (0.837)
-3.677, -0.307
	-1.077 (0.504)
-2.091, -0.063
	-
	-1.254 (0.612)
-2.485, ‑0.022

	ANCOVA of Difference of Change from Baseline at Week 12 with Placebo

	LSM (SE)
95% CI
	1.175 (1.084)
-1.007, 3.357
	-0.738 (1.040)
-2.829, 1.353
	0.177 (0.793)
-1.419, 1.772
	-
	-

	Note: UCEIS score: ranges from 0 to 8, higher score indicate more severe disease.
ANCOVA=analysis of covarinace; CI=confidence interval; LSM=least squares mean; max=maximum; min=minimum; N=number of subjects in Full Analysis Set; SD=standard deviation; SE=standard error; UCEIS=Ulcerative Colitis Endoscopic Index of Severity.
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