Statistical Analysis for 2014-003007-29 (predefined)

We will aim at a sample size of 100 subjects for each cohort over a 1 year period. Using SAS software, the sample size needed to demonstrate, with 80% power and 5% significance, that the Pearson correlation between antibody response to Pneumovax 23 and Typhim Vi is larger than 0.65, with an assumed true correlation of 0.75, is 82 (one-sided Fisher’s z test). First analysis will be done after inclusion of minimum 82 subjects. Depending of the results, the sample size and inclusion period will be increased. 
1. [bookmark: _Toc336324893][bookmark: _Toc412045307]Pearson correlations between the pneumococcal antibody response and Typhim Vi antibody response. 
· Time: at inclusion of minimum 82 subjects per cohort and at trial end
· Level of clinical significance: correlation index greater than 0.65 with p < 0.05
· Data set: all subjects, two cohorts separately
2. Sensitivity, specificity, PPV, NPV and likelihood ratios of Typhim Vi response and AHA with Pneumovax 23 response used as a reference standard to define polysaccharide antibody deficient subjects. 
· Time: at inclusion of 82 subjects per cohort and at trial end
· Data set: all subjects, two cohorts separately
3. Multiple logistic regression analysis will be used to study association of low test results with clinical characteristics of pneumococcal antibody deficiency.
· Time: at inclusion of 82 subjects per cohort and at trial end
· Level of significance: Odd’s ratio ≠ 1 with p <0.05
· Data set: all subjects, two cohorts separately

