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Abstract

Background: The coronavirus disease-19 (COVID-19) pandemic presents challenges
to the conduct of randomized clinical trials of lifestyle interventions.

Method: World-Wide FINGERS is an international network of clinical trials to assess
the impact of multidomain lifestyle intervention on cognitive decline in at-risk adults.
Individual trials are tailoring successful approaches from the Finnish Geriatric Inter-
vention Study to Prevent Cognitive Impairment and Disability (FINGER) to local cul-
tures and environments. The network convened forums for researchers to discuss sta-
tistical design and analysis issues they faced during the pandemic. We will provide
an updated report on experiences of trials that, at various stages of conduct, altered
designs and analysis plans to navigate these issues. We provide recommendations for
future trials to consider as they develop and launch behavioral intervention trials.
Result: The pandemic led researchers to change recruitment plans, interrupt time-
lines for assessments and intervention delivery, and move to remote intervention and
assessments protocols. The necessity of these changes add emphasis to the impor-
tance, in study design and analysis, of intention to treat approaches, flexibility, within
site stratification, interim power projections, and sensitivity analyses.

Conclusion: Robust approaches to study design and analysis are critical to negotiate
issues related to the intervention. The World Wide Network of similarly oriented clini-
cal trials will allow us to evaluate the effectiveness of responses to the pandemic across

cultures, local environments, and phases of the pandemic.
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