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

	Up to Month 6
	n obs.
Failure rate - Definition 1
Failure rate - Definition 2
	80
0
0
	172
1 (0.6)
0

	Up to Month 12
	n obs.
Failure rate - Definition 1
Failure rate - Definition 2
	74
0
0
	170
2 (1.2)
1 (0.6)

	Up to Month 24
	n obs.
Failure rate - Definition 1
Failure rate - Definition 2
	74
0
0
	168
5 (3.0)
2 (1.2)

	Up to Month 36
	n obs.
Failure rate - Definition 1
Failure rate - Definition 2
	73
1 (1.4)
1 (1.4)
	163
6 (3.7)
3 (1.8)

	Up to Month 48
	n obs.
Failure rate - Definition 1
Failure rate - Definition 2
	73
1 (1.4)
1 (1.4)
	159
7 (4.4)
4 (2.5)

	Up to Month 60
	n obs.
Failure rate - Definition 1
Failure rate - Definition 2
	72
2 (2.8)
1 (1.4)
	160
8 (5.0)
5 (3.1)

	n obs.=Number of patients with observation
Note: The definition of treatment failure can be found in Section 9.4.7.5. The failure rates (%) provided in this efficacy table were calculated based on adjusted percentages in the FAS and thus differ from those provided in the safety tables, since the percentages there were calculated without adjustment for the 177 N3D patients included in the SAF.
Source: Section 15, Post-text table 15.2.4.1
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	MFx group
N=85
	N3D group
N=177

	Definition 1
Treatment failures at Month 60, n/N (%)
	
2/72 (2.8)
	
8/160 (5.0)

	p-value from CMH test a
	0.4185

	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
	
1.94 [0.39; 9.66]
0.71 [0.11; 4.64]
Not evaluable
0.1253

	Definition 2
Treatment failures at Month 60, n (%)
	
1/72 (1.4)
	
5/160 (3.1)

	p-value from CMH test a
	0.4255

	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
	
2.41 [0.27; 21.67]
0.97 [0.08; 11.45]
Not evaluable
0.2922

	CEE=Central and Eastern Europe; CI=Confidence interval; OR=Odds ratio; WEE=Western Europe
Note: The definition of treatment failure can be found in Section 9.4.7.5. Similar analyses for the preceding time points (Months 24, 36, and 48) can be found in the referenced source table.
a: Cochran-Mantel-Haenszel test stratified by region. P-value of general association statistic.
b: Odds ratios >1 indicate higher treatment failure rate in the N3D group.
c: Test for homogeneity of the odds ratios.
Source: Section 15, Post-text table 15.2.4.2



