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Table 2. Primary and Key Secondary Outcomes in the Induction Trial

No, (%) [95% CIJ* Adjustod
1200 mg of risankizumab Placebo administered between-group
administered i difference, %
(n = 650) (o = 325) (95% CI)" P value®
Primary outcome
Clinical mv;i{n.m (determined using the adapted 132(20.3)[17.2t023.4] 20(6.2)[3.61089) 14.0(10.0 0 18.0) <003
Mayo score)
Secondary outcomes
Clinicat response’
Determined using the adapted Mayo score” 418 (64.3) [60.6 L0 67.9) 116(35.7)[30.510 40.9] 28.6(22.31034.8) <001
na:n:wmmwmumm 339(52.2) [48.3 t0 56.0) 99(30.5)[25.5t035.5] 218(156w28.1) <001
at
Improvement
Endoscopk” 237(36.5)[32.81t040.2) 39(12.1)[8.5%0 15.6) 24.3(19310294) <001
Histologicat, endoscopic, and mucosat’ 159(24.5)[21.2 10 27.8] 25(7. 7 [481010.6] 166(12.31021.0) <003
Endoscopic remission’ 69(10.6)[8.2 10 13.0) 11(3.4)[14t05.4) 7.2(4.21010.2) <001
No bowel urgency® 287 (44.1)[40.3 1047 9] 90(27.7)[22.8t0 32.6] 163(10.31022.9) <001
No abdominat pain* 232(3548)[32.1t039.4] 86(26.5)[21.7 to 31.3] 93(34t0153) 002
Histetogical, endoscoic, and mucasal remission' 41(63)[a41082) 2(0.6)[0t01.5] 56(35t7.7) <.001
Mean change (95% C1)
13-1tem Functional Assessment of Chroaic Hiness  7.9(7.0to 8.7) 33(21t045) 45(3.1t06.0) <00
Theragy-Fatigue scale score™
32-Question Inflammatory Bowel Disease 42.6(39.71025.6) 24.3(202t028.5) 183(134w02313) <001
Questionnaire score™
21 Ulcerative colitis-related hospitatization 5(0.8)[0.1101.4) 18(5.3)[3.1t0E.0) “48(~73t-22) <001
No nocturmal bowel mavements® 437 (67.3)[63.7 ta 70.9] 140(43.1)[37.71048.5] 242 (17910 30.5) <001
No tenesmus® 317 (48.7) [44.9t0 52.6) 98 (30.2)[25:2t035.1] 18.6(12.41024.8) <001
Fecal incontinence score, mean change (95% CI)° -38(-4.3t0-34) =2.2(~29t0-16) “1.6(-24t0-09) <001
Score for internupted sleep due to ukerative colitis -2.5(-2.7to-2.3) -1.5(-1.8t-12) -1.0(-1L3t0-0.6) <00
symptoms, mean change (95% C1)°
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