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	MFx group
N=85
n (%)
	N3D group
N=177
n (%)

	Month 3
	n obs.
Responder
Non-responder
	82
51 (62.2)
31 (37.8)
	164
87 (53.0)
77 (47.0)

	Month 12
	n obs.
Responder
Non-responder
	74
57 (77.0)
17 (23.0)
	170
129 (75.9)
41 (24.1)

	Month 24
	n obs.
Responder
Non-responder
	74
56 (75.7)
18 (24.3)
	167
140 (83.8)
27 (16.2)

	Month 36
	n obs.
Responder
Non-responder
	71
59 (83.1)
12 (16.9)
	159
141 (88.7)
18 (11.3)

	Month 48
	n obs.
Responder
Non-responder
	72
62 (86.1)
10 (13.9)
	158
141 (89.2)
17 (10.8)

	Month 60
	n obs.
Responder
Non-responder
	71
63 (88.7)
8 (11.3)
	156
138 (88.5)
18 (11.5)

	n obs.=Number of patients with observation
Note: Response is defined as an improvement of at least 10 points from baseline. Responder rates at the remaining assessment time points and proportions patients who worsened by at least 10 points can be found in the source table.
Source: Section 15, Post-text table 15.2.9.1.1








	[bookmark: _Ref17713510][bookmark: _Toc148280359]Table 11‑61: Analysis of KOOS total score responder rates at Months 24 and 60 (FAS)

	
	MFx group
N=85
	N3D group
N=177

	Responder rates at Month 24, n/N (%)
	56/74 (75.7)
	140/167 (83.8)

	p-value from CMH test a
	0.1337

	Odds ratio analysis b
OR - total [95%-CI]
OR - region WEE [95%-CI]
OR - region CEE [95%-CI]
p-value from Breslow-Day test c
	
1.67 [0.85; 3.26]
2.57 [0.73; 9.05]
1.41 [0.63; 3.14]
0.4278

	Responder rates at Month 60, n/N (%)
	63/71 (88.7)
	138/156 (88.5)

	p-value from CMH test a
	0.9412

	Odds ratio analysis b
OR - total [95%-CI]
OR - region WEE [95%-CI]
OR - region CEE [95%-CI]
p-value from Breslow-Day test c
	
0.97 [0.40; 2.34]
2.36 [0.52; 10.78]
0.61 [0.19; 1.96]
0.1597

	CEE=Central and Eastern Europe; CI=Confidence interval; OR=Odds ratio; WEE=Western Europe
Note: Response is defined as an improvement of at least 10 points from baseline.
a: Cochran-Mantel-Haenszel test stratified by region. P-value of general association statistic.
b: Odds ratios >1 indicate higher responder rates in the N3D group.
c: Test for homogeneity of the odds ratios.
Source: Section 15, Post-text table 15.2.9.1.2



