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SESSION PROPOSAL 22
CURRENT ISSUES IN THE DESIGN AND ANALYSIS OF COVID-19 VACCINE EFFICACY TRIALS
Holly Janes, Vaccine and Infectious Disease Division, Fred Hutchinson Cancer Research Center

Description of Session:
The global COVID-19 pandemic has posed unprecedented challenges to public health, not to mention the global
economy and way of life. The pace of vaccine development has been unprecedented and major successes have been
realized, with three vaccines having received authorization for use in several countries around the globe following
efficacy trials demonstrating high efficacy at preventing COVID-19 disease. However, considerable challenges
remain. The immunological predictors of and mechanisms for the efficacy have yet to be defined, and identifying
such immune correlates will be critical for bridging the efficacy to populations not included in the original efficacy
trials. Additional vaccines also require evaluation to meet global demand. And evaluating the effects of vaccines on
onward transmission of infection is imperative to guide policy and optimize vaccine uptake. The talks in this session
will pertain to these topics of discovering immunological correlates, designing non-inferiority studies of new
candidate COVID-19 vaccines, bridging efficacy of efficacious vaccines to new populations, and designing studies of
vaccine efficacy against transmission.
This session will include presentations by both academic and industry partners in the field of COVID-19 vaccine
development. As leaders in the field, the speakers will articulate the scientific and statistical challenges faced for a
given problem, and articulate and illustrate the practical solutions based on ongoing and planned studies. The session
chair will work with speakers to ensure that the talks are appropriately sequenced and complementary. Each talk will
be 17 minutes long, followed by 3 minutes for question and answer, with 10 minutes discussion at the end of the
session. Given the rapid pace with which the COVID-19 field is moving, the topics will be re-evaluated in coming
months to ensure that they are relevant and timely.
The development and deployment of effective COVID-19 vaccines is currently among the highest public health
priorities. The general topics for the talks- immunological correlates of vaccine protection; non-inferiority trial
design; bridging studies; and transmission studies, are general and applicable to multiple pathogens, and the statistical
problems encountered have features common to clinical trials in other fields.
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