Alp1N  antibody concentration recorded in cord-blood

Overview: For each group, antibody concentrations recorded in the cord-blood in the set of eligible infants were described using the:
· the geometric mean concentration (GMCs) 
· the proportion of infants achieving prespecified IgG antibody concentrations (0.1, 0.2, 0.5, 1, 2, 4, and 8 µg/mL). 
Corresponding non-inferiority tests with group 1 as reference were performed. Given the large number of tests and that non-control of multiplicity was applied, they were considered of descriptive and non-confirmatory nature.

Test section:
- analysis specification: pre-specified
- analysis type: non-inferiority
- P-value: (Given how many there are just fill out the extra info section)

	
	Group 2
	Group 3
	Group 4

	GMC
	0.888
	0.333
	0.731

	Proportion above 0.1 µg/mL
	NA
	NA
	<0.001

	Proportion above 0.2 µg/mL
	<0.001
	0.001
	0.001

	Proportion above 0.5 µg/mL
	<0.001
	<0.001
	0.835

	Proportion above 1.0 µg/mL
	0.007 
	<0.001
	0.974

	Proportion above 2.0 µg/mL
	0.130 
	0.090
	0.984

	Proportion above 4.0 µg/mL
	0.539

	0.110
	0.965

	Proportion above 8.0 µg/mL
	0.882
	0.250
	0.995



- test-type: other - hypothesis tests for geometric mean ratios were based on one-sided t-tests of the log-transformed concentration ratios with a GMC ratio margin of 2/3. The difference in proportions was tested using the Newcombe-Wilson method with a margin of 15 percentage points. Both tests were performed using a 1-sided 5% significance level.

Parameter estimate section
- parameter estimate: Geometric mean of antibody concentrations, proportion of subjects with antibody concentrations above pre-specified levels
- confidence interval: two-sided 95% confidence intervals (2.5% lower limit and 97.5% upper limit)
- variability estimate: coefficient of variation (not included in the drop-down?)
 
	
	Group 1
	Group 2
	Group 3
	Group 4
	Group 5

	GMC (CV)
	11.1311 (239.4)
	5.5140 (169.7)
	7.3451 (238.2)
	2.5796 (730.1)
	0.0810 (89.1)

	95% CI of GMC
	7.7165; 16.0567
	4.0127; 7.5769
	5.0053; 10.7787
	1.4788; 4.4999
	0.0602; 0.1089

	
	
	
	
	
	

	Proportion above 0.1 µg/mL (95% CI)
	100 (80.6; 100)
	94.1 (73.0; 99.0)
	100 (79.6; 100)
	93.8 (71.7; 98.9)
	50.0 (21.5; 78.5)

	Proportion above 0.2 µg/mL (95% CI)
	100 (80.6; 100)
	94.1 (73.0; 99.0)
	100 (79.6; 100)
	93.8 (71.7; 98.9)
	0.0 (0.0; 32.4)

	Proportion above 0.5 µg/mL (95% CI)
	93.8 (71.7; 98.9)
	88.2 (65.7; 96.7)
	100 (79.6; 100)
	75.0 (50.5; 89.8)
	0.0 (0.0; 32.4)

	Proportion above 1.0 µg/mL (95% CI)
	87.5 (64.0; 96.5)
	82.4 (59.0; 93.8)
	100 (79.6; 100)
	75.0 (50.5; 89.8)
	0.0 (0.0; 32.4)

	Proportion above 2.0 µg/mL (95% CI)
	75.0 (50.5; 89.8)
	70.6 (46.9; 86.7)
	93.3 (70.2; 98.8)
	68.8 (44.4; 85.8)
	0.0 (0.0; 32.4)

	Proportion above 4.0 µg/mL (95% CI)
	75.0 (50.5; 89.8)
	47.1 (26.2; 69.0)
	73.3 (48.0; 89.1)
	56.3 (33.2; 76.9)
	0.0 (0.0; 32.4)

	Proportion above 8.0 µg/mL (95% CI)
	62.5 (38.6; 81.5)
	41.2 (21.6; 64.0)
	46.7 (24.8; 69.9)
	50.0 (28.0; 72.0)
	0.0 (0.0; 32.4)









ALP2N

	
	Group 2
	Group 3
	Group 4

	GMC
	0.333
	0.391
	0.952

	Proportion above 0.1 µg/mL
	<0.001
	<0.001
	<0.001

	Proportion above 0.2 µg/mL
	<0.001
	<0.001
	0.374

	Proportion above 0.5 µg/mL
	<0.001
	0.001
	0.499

	Proportion above 1.0 µg/mL
	0.048
	0.007
	0.690

	Proportion above 2.0 µg/mL
	0.150
	0.029
	0.739

	Proportion above 4.0 µg/mL
	0.136
	0.418
	0.945

	Proportion above 8.0 µg/mL
	0.298
	0.371
	0.911





ALPCN

	
	Group 2
	Group 3
	Group 4

	GMC
	0.331
	0.368
	0.992

	Proportion above 0.1 µg/mL
	<0.001
	<0.001
	0.083

	Proportion above 0.2 µg/mL
	<0.001
	<0.001
	0.199

	Proportion above 0.5 µg/mL
	<0.001
	0.006
	0.621

	Proportion above 1.0 µg/mL
	0.003
	0.033
	0.495

	Proportion above 2.0 µg/mL
	0.045
	0.037
	0.805

	Proportion above 4.0 µg/mL
	0.244

	0.179
	0.949

	Proportion above 8.0 µg/mL
	0.367
	0.477
	0.873






RibN

	
	Group 2
	Group 3
	Group 4

	GMC
	0.731
	0.086
	0.988

	Proportion above 0.1 µg/mL
	<0.001
	<0.001
	0.182

	Proportion above 0.2 µg/mL
	<0.001
	<0.001
	0.257

	Proportion above 0.5 µg/mL
	0.401
	0.021
	0.777

	Proportion above 1.0 µg/mL
	0.520
	0.018
	0.806

	Proportion above 2.0 µg/mL
	0.752
	0.147
	0.946

	Proportion above 4.0 µg/mL
	0.617

	0.085
	0.920

	Proportion above 8.0 µg/mL
	0.172
	0.044
	0.680




