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[Abstract] In recent years, significant advances have been made in disease-modifying therapies
(DMT) in Alzheimer’s disease (AD). The approval of drugs targeting amyloid B -protein (AB) has
marked a new era in AD treatment which targets the underlying causes. With continuous innovation of
biomark-based diagnostic framework for AD, the traditional clinical trial criteria can no longer meet the
needs of new drug researches. Based on the data and latest progress of large-scale international DMT
clinical trials, this consensus proposes a framework for clinical trials of DMT drugs in AD, summarizes
and recommends the selection of study population, surrogate endpoints, and design of safety evaluation
programs, aiming to accelerate the development of new drugs for AD to meet the urgent needs of
patients.
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£2 FDA T AD A DMT 254 hins stk vfi 1) 22 051 i 4%
Tab.2 Summary of the FDA case for accelerated approval of AD-related DMT drugs
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