	[bookmark: _Ref19090941][bookmark: _Toc148280339]Table 11‑41: Statistical analysis of separate MOCART 2.0 subscores for larger lesions (MRI-FAS)

	MOCART 2.0 subscore
	Time point
	Odds ratio [95%-CI] a
	p-value b

	1) Volume fill of defect
	Month 3
	1.558 [0.736; 3.300]
	0.2466

	
	Month 12
	3.043 [1.254; 7.389]
	0.0139

	
	Month 24
	1.201 [0.443; 3.255]
	0.7183

	
	Month 60
	1.312 [0.532; 3.236]
	0.5549

	2) Integration into adjacent cartilage
	Month 3
	0.606 [0.248; 1.479]
	0.2713

	
	Month 12
	2.446 [0.842; 7.104]
	0.1003

	
	Month 24
	0.249 [0.054; 1.141]
	0.0735

	
	Month 60
	0.772 [0.306; 1.948]
	0.5831

	3) Surface of repair tissue
	Month 3
	1.471 [0.682; 3.174]
	0.3249

	
	Month 12
	2.552 [1.089; 5.977]
	0.0310

	
	Month 24
	1.104 [0.431; 2.826]
	0.8367

	
	Month 60
	1.125 [0.418; 3.026]
	0.8162

	4) Structure of repair tissue
	Month 3
	1.329 [0.570; 3.099]
	0.3540

	
	Month 12
	2.054 [0.830; 5.084]
	

	
	Month 24
	0.953 [0.367; 2.472]
	

	
	Month 60
	0.938 [0.361; 2.438]
	

	5) Signal intensity of repair tissue
	Month 3
	1.689 [0.591; 4.833]
	0.3281

	
	Month 12
	3.283 [1.209; 8.919]
	0.0197

	
	Month 24
	1.704 [0.660; 4.398]
	0.2709

	
	Month 60
	1.255 [0.534; 2.949]
	0.6030

	6) Bony defect or bony overgrowth
	Month 3
	4.068 [1.637; 10.109]
	0.0236

	
	Month 12
	3.638 [1.050; 12.603]
	

	
	Month 24
	1.094 [0.324; 3.696]
	

	
	Month 60
	2.061 [0.713; 5.962]
	

	7) Subchondral changes
	Month 3
	1.829 [0.827; 4.043]
	0.1358

	
	Month 12
	0.884 [0.379; 2.062]
	0.7759

	
	Month 24
	0.645 [0.271; 1.531]
	0.3201

	
	Month 60
	0.737 [0.325; 1.671]
	0.4650

	CI=Confidence interval; NE=Not estimable
a: The Odds Ratio (OR) for having a higher MOCART 2.0 response is displayed (N3D vs. MFx); i.e., ORs >1 indicate a better outcome in the N3D group (from generalized linear mixed model [GLMM] or logistic model).
b: P-value for the factor "treatment" from generalized linear mixed model (GLMM; one overall p-value) or from logistic model (p-values for each time point). P-values for "region", "visit" (GLMM only), and "treatment*visit" interaction (GLMM only) can be found in the source table.
Source: Section 15, Post-text tables 15.2.7.3.1 and 15.2.7.3.2














	[bookmark: _Ref19091428][bookmark: _Toc148280340]Table 11‑42: Statistical analysis of MOCART 2.0 sum score for larger lesions through Month 60 (MRI-FAS)

	
	MFx group
N=35
	N3D group
N=75

	Month 3
	
	

	Absolute LS mean values
	n obs.
LS mean
95%-CI
	33
61.31
[55.49; 67.12]
	69
69.25
[65.09; 73.41]

	Treatment contrast a
	LS mean difference (SE)
95%-CI
p-value
	7.95 (3.44)
[1.12; 14.77]
0.0230

	Month 12
	
	

	Absolute LS mean values
	n obs.
LS mean
95%-CI
	28
67.95
[61.55; 74.34]
	64
77.65
[73.17; 82.14]

	Treatment contrast a
	LS mean difference (SE)
95%-CI
p-value
	9.71 (3.78)
[2.21; 17.21]
0.0117

	Month 24
	
	

	Absolute LS mean values
	n obs.
LS mean
95%-CI
	25
72.05
[65.35; 78.74]
	61
73.25
[68.65; 77.86]

	Treatment contrast a
	LS mean difference (SE)
95%-CI
p-value
	1.20 (3.94)
[-6.63, 9.04]
0.7607

	Month 60
	
	

	Absolute LS mean values
	n obs.
LS mean
95%-CI
	30
72.53
[66.11; 78.96]
	61
74.09
[69.36; 78.81]

	Treatment contrast a
	LS mean difference (SE)
95%-CI
p-value
	1.55 (3.84)
[-6.08, 9.19]
0.6868

	Significance of effects through Month 60
	
	

	Global p-value
	Treatment
Region
Visit
Treatment*Visit
	0.0876
0.4684
<0.0001
0.0548

	CI=Confidence interval; n obs.=Number of patients with observation; SE=Standard error
a: The treatment contrast is calculated as "value in the N3D group minus value in the MFx group", i.e., a positive contrast is in favor of the N3D group, and vice versa.
Source: Section 15, Post-text tables 15.2.7.4.1 and 15.2.7.4.2




