	[bookmark: _Toc177396080]Main analysis of responder rates based on the changes in IKDC subjective score over time through Month 60 (ITT)

	Time point
	All patients (N=100)

	
	Responder I (>20.5)
	Responder II (≥11.5)

	Month 3
(N=100)
	Responder, n (%)
95%-CI for responder rate a
Non-responder, n (%)
	44 (44.0)
[34.1; 54.3]
56 (56.0)
	64 (64.0)
[53.8; 73.4]
36 (36.0)

	Worsening by ≥11.5 points, n (%) b
	2 (2.0)

	Month 6
(N=100)
	Responder, n (%)
95%-CI for responder rate a
Non-responder, n (%)
	70 (70.0)
[60.0; 78.8]
30 (30.0)
	81 (81.0)
[71.9; 88.2]
19 (19.0)

	Worsening by ≥11.5 points, n (%) b
	0

	Month 12
(N=100)
	Responder, n (%)
95%-CI for responder rate a
Non-responder, n (%)
	82 (82.0)
[73.1; 89.0]
18 (18.0)
	92 (92.0)
[84.8; 96.5]
8 (  8.0)

	Worsening by ≥11.5 points, n (%) b
	1 (1.0)

	Month 18
(N=100)
	Responder, n (%)
95%-CI for responder rate a
Non-responder, n (%)
	84 (84.0)
[75.3; 90.6]
16 (16.0)
	87 (87.0)
[78.8; 92.9]
13 (13.0)

	Worsening by ≥11.5 points, n (%) b
	1 (1.0)

	Month 24
(N=100)
	Responder, n (%)
95%-CI for responder rate a
Non-responder, n (%)
	84 (84.0)
[75.3; 90.6]
16 (16.0)
	89 (89.0)
[81.2; 94.4]
11 (11.0)

	Worsening by ≥11.5 points, n (%) b
	1 (1.0)

	Month 36
(N=99)
	Responder, n (%)
95%-CI for responder rate a
Non-responder, n (%)
	81 (81.8)
[72.8; 88.9]
18 (18.2)
	87 (87.9)
[79.8; 93.6]
12 (12.1)

	Worsening by ≥11.5 points, n (%) b
	1 (1.0)

	Month 48
(N=98)
	Responder, n (%)
95%-CI for responder rate a
Non-responder, n (%)
	82 (83.7)
[74.8; 90.4]
16 (16.3)
	88 (89.8)
[82.0; 95.0]
10 (10.2)

	Worsening by ≥11.5 points, n (%) b
	1 (1.0)

	Month 60
(N=97)
	Responder, n (%)
95%-CI for responder rate a
Non-responder, n (%)
	84 (86.6)
[78.2; 92.7]
13 (13.4)
	89 (91.8)
[84.4; 96.4]
8 (  8.2)

	Worsening by ≥11.5 points, n (%) b
	2 (2.1)

	CI=Confidence interval
Note: Patients with missing endpoint assessments until Month 24 and patients classified as treatment failures before or during the respective slotted visit were regarded as non-responders, regardless of the IKDC subjective response.
a: Clopper-Pearson (exact) binomial confidence interval.
b: Data are given as n (%). This category was created to capture the proportion of patients with an extent of worsening that is diametral to the definition of Response II; i.e., by ≥11.5 points.
Source: Section 15, Post-text tables 15.2.3.3.1 and 15.2.3.4.1



