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SESSION PROPOSAL 25
IMPACT OF THE COVID-19 PANDEMIC ON THE DESIGN, OPERATIONS AND ANALYSIS PLANS OF
DEMENTIA TRIALS
Rema Raman, Alzheimer's Therapeutic Research Institute , University of Southern California

Description of Session:
Multi-center randomized clinical trials in dementia research, especially in the stages aimed at primary and secondary
prevention, have design characteristics that are particularly susceptible to the disruption caused by the COVID-19
pandemic, as well as the impact of COVID-19 illness on older adults. In this session, we will present the impact of
the pandemic on design and analytical issues related to the choice of study population, trial design, clinical endpoints,
and methods of outcome ascertainment. We will also discuss operational complexities and approaches to address or
evaluate the impact of this global pandemic.
This session will consist of 3 invited talks and a discussant. Each talk, representing clinical trials with different study
designs, will be given by a member of the trial’s statistical leadership team.
The studies to be discussed are:
• Pharmacological Trials – The Anti-Amyloid Treatment in Asymptomatic Alzheimer’s (A4) study: This is ongoing
double-blind, placebo-controlled 240-week Phase III trial of an anti-A? monoclonal antibody in older individuals
(ages 65-85) who have normal cognition and memory function but who may be at risk for memory loss due to
Alzheimer’s disease. This study completed enrollment in December 2017 and is anticipated to be completed in 2022.
The primary outcome in the study is the Preclinical Alzheimer Cognitive Composite (PACC), with the Cognitive
Function Index (CFI) as a key secondary outcome. It is conducted as a public-private partnership between the
National Institute on Aging and Eli Lilly.
• Non-Pharmacological Trials – The U.S. Study to Protect Brain Health Through Lifestyle Intervention to Reduce
Risk (U.S. POINTER): This is an ongoing two-year clinical trial, that began recruiting in May 2019, to evaluate
whether lifestyle interventions that simultaneously target many risk factors protect cognitive function in older adults
(ages 60-79) who are at increased risk for cognitive decline. The primary outcome of this study is a global cognitive
composite score. It is funded by the Alzheimer’s Association.
• Pragmatic Trials - The Pragmatic Evaluation of Events and Benefits of Lipid-Lowering in Older Adults
(PREVENTABLE): This is a pragmatic trial that began recruitment in September 2020, studying the effectiveness of
statins in adults 75 years or older without known cardiovascular disease on a primary outcome of survival free of
dementia and disability. It is funded by the National Institute on Aging and the National Heart, Lung, & Blood
Institute.
While the talks in the session will describe the experiences and decisions of the individual study team, the discussant
will compare and contrast these experiences across the types of designs and stage of study.
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