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European Public Assessment Report: No Data available

Advisory Committee:

A Vaccines and Related Biologics Products Advisory Committee (VRBPAC) meeting was
not held for this supplement, as there were no issues or concerns that presented during the course

of review of the supplement that required consult from the advisory committee.

Safety:

All subjects were followed for safety (daily temperatures, injection-site adverse events, and
systemic adverse events) for 42 days after each vaccination. All subjects were followed for serious
adverse events from the time of enrollment until the end of the study. In addition, medically-
attended events were collected through 180 days after completing the 42-day safety follow-up post
Dose 2. Although no formal hypothesis was tested regarding safety, a summary of safety results
following each dose of vaccine demonstrated that the safety profile of the two vaccines was similar.
Overall, the two vaccination groups were comparable in terms of the incidence rates of adverse
events overall, systemic adverse events, injection-site adverse events, vaccine-related adverse

events, and serious adverse events.
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