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Abstract

Numerous drugs (including disease-modifying therapies, cognitive enhancers and

neuropsychiatric treatments) are being developed for Alzheimer’s and related

dementias (ADRD). Emerging neuroimaging modalities, and genetic and other

biomarkers potentially enhance diagnostic and prognostic accuracy. These advances

need to be assessed in real-world studies (RWS).

Currently, there are several national and two emerging international ADRD registries

that differ in their data requirements. For instance, most existing registries do not

routinely capture safety data. Outcome harmonisation would facilitate collaboration

between international andnational registries and, in turn, support interoperability, and

enhance the statistical power and external validity of RWS.

In response, the International Registry for Alzheimer’s Disease and other Dementias

(InRAD) convened a Steering Committee of leaders and investigators from registries

in Europe, Asia and Australia to define a harmonised minimum dataset (MDS)

and extended dataset (EDS) that enables collaboration. A wider stakeholder group,

including patient representatives, regulators, payors and industry, will validate the

agreed MDS and EDS (Figure 1). The harmonised MDS and EDS will form the basis of

data captured in InRAD, which can also form the foundation of collaboration in future

RWSwithin and across registries (Figures 2 and 3).

The harmonised MDS and EDS reflect the needs of two user levels. Firstly, the MDS

andEDS should informdifferential diagnosis and clinical decisionmaking bypresenting

longitudinal data in a graphical dashboard summarising important outcomes at the

point of care. The harmonised MDS will encompass demographics, functional and

cognitive instruments, and rating scales. The harmonised EDS can answer specific

questions and/or include additional functional and cognitive instruments to, for

example, reflect local clinical practice and patient-reported outcomes.

Secondly, harmonised MDS and EDS facilitate collaboration between registries to,

for example, benchmark, assess efficacy and important safety outcomes, and to
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