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— Systemic events: fever, vomiting, diarrhea, headache, fatigue, chills, muscle pain, joint pain c o . L
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ncludes all subjects In the mll | population as well as those who are randomized to the group or Interest, are eligible, recelve Investigational products as randomizeaq, + Saline + MenACWY-CRM Table 6. Summqry of Adverse Events wdas pI’OVIded by Kate RUSSIn, PhD, Olr' ICON p|C (Nor’rh Wales,
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PMB2707 (BA4) 432 | 396 | 917 | (88.6,94.0) | 850 | 734 | 86.4 | (839, 88.6) | 5.3 (1.7 8.7) 82048 (B4 ) » All SAEs 478 3 0.6 4 250 5 0.5 6 James Peterson, Daniel Drazan, Hanna Czaijka, and llkka
Differences in percentages of subjects achieving >4-fold rises in hSBA titers A B C WY 10% margin (ie, if the lower limit of the 95% Cl for the difference was greater than —10%) _ ) PMB2948 (B24) 26 26.6 (239, 29.7) 842 21.2 (19.6, 22.9) 1.26 (1.10, 1.44) Related 478 0 0.0 0 250 0 0.0 0 S . baqt . Plr' | . | 1_ d J M .
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°Analyses by MenACWY vaccine experience were performed for serogroups A, C, W, and Y. *Calculated using the Clopper Pearson method. . Noninferiority criterion was based on a 2-fold margin. ®Number of subjects in the specified category. .
bDefined as hSBA titer >LLOQ for all 4 MenB strains. fCalculated using the Miettinen-Nurminen methods for the difference in percentages. Noninferiority at the 10% margin was achieved if the lower limit of this 95% Cl was greater than -10%. IBack transformations of the Cl based on Student t distribution for the mean difference of the logarithms of the measures. Total number og occurrences of the event specified; subjects could be represented more than once. Si-ock or S-I-OCk OprOnS
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