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We previously reported phase 1 safety and immunogenicity results from clinical trials of the vaccine candidate BNT162b2, 1 a lipid nanoparticle formulated, 2 nucleoside-modified RNA (modRNA) 3 encoding the SARS-CoV-2 full-length spike, modified by two proline mutations to lock it in the prefusion conformation. 4 Findings from studies conducted in the United States and Germany among healthy men and women showed that two 30-μg doses of BNT162b2 elicited high SARS-CoV-2 neutralizing antibody titers and robust antigen-specific CD8+ and Th1-type CD4+ T-cell responses. 5 The 50% neutralizing geometric mean titers elicited by 30 μg of BNT162b2 in older and younger adults exceeded the geometric mean titer measured in a human convalescent serum panel, despite a lower neutralizing response in older adults than in younger adults. In addition, the reactogenicity profile of BNT162b2 represented mainly short-term local (i.e., injection site) and systemic responses. These findings supported progression of the BNT162b2 vaccine candidate into phase 3.
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