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BACKGROUND Measurement of MenB vaccine effectiveness (VE) is complicated by diversity in antigen
expression among MenB strains. Since using the classical human complement SBA assay (hSBA) against
all circulating strains is not feasible, a new assay is required to assess immunological VE against a large

panel of disease-causing strains.

AIM/METHODS The characteristics of two methods for predicting MenB VE are discussed: hSBA using
endogenous complement in each vaccinees’ serum (enc-hSBA) against a panel of MenB isolates (110-

strain), and classical hSBA using exogenous complement (exc-hSBA) against 14 (4+10) MenB strains.

RESULTS Enc-hSBA provides a binary assessment of killing activity elicited by vaccine-specific antibodies
in individual vaccinees’ sera, bypassing the need to identify suitable human complement. It accounts for

inter-subject variability in bactericidal killing and synergistic effects of multiple MenB vaccine antigens. It



was qualified using 110 representative disease-causing MenB strains, randomly selected from a 442-
strain US panel, representing ~89% of strains circulating globally and 95% of US strains, including the
most prevalent clonal complexes and genetic variants of MenB vaccine antigens. Exc-hSBA 4+10 is a
titre-based measure of killing activity of the bivalent MenB-FHbp vaccine via hSBA against four primary
and 10 additional MenB strains selected following evaluation of factor H-binding protein (fHbp)
sequence diversity and expression in 1263/1814 strains. These 14 strains represent ~80% of circulating

strains in the US and Europe.

CONCLUSIONS Use of the hSBA against expanded MenB strain panels in immunological VE assessments
helps account for diverse circulating MenB strains. With a large panel of randomly selected strains and
the vaccinee’s own complement, the enc-hSBA assay aims to measure immunological VE under

conditions that are as close as possible to real-world settings.
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