SAFETY AND EFFICACY TRIAL IN 24 EUROPEAN
SPECIALIST ALZHEIMER’S CENTRES
A Phase IIa study with Mild Cognitive
Impaired Alzheimer’s patients recruited
in specialist Alzheimer’s clinics
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Biotech

Indication

Early Alzheimer’s disease: Mild Cognitive Impairment (MCI) due to AD or mild dementia due to AD

Primary endpoint

> Frequency of adverse events and serious adverse events

Secondary endpoints:

> Cognitive measurements including; Mini-Mental State Examination (MMSE), Letter Fluency Test (LFT),
Category Fluency Test (CFT), Geriatric Depression Scale (GDS) and Cogstate Neuropsychological Test Battery
> CSF measurements including; QC activity, total-tau, phospho-tau, Abeta pattern and pro-inflammatory panel
> MRI imaging to measure change from baseline in functional brain connectivity and with EEG for functional
connectivity and network analysis

SITUATION

The Sponsor sought to run a full-service safety study that would also look for efficacy signs
through a diverse set of exploratory biomarkers and outcome measures.

CHALLENGES

The study demanded sophisticated assessments that required dedicated procedures and
facilities. Therefore, only highly experienced sites with specialist Alzheimer’s clinics were
eligible for participation. Such sites are sparsely available in most countries.

SOLUTIONS

Julius Clinical, in collaboration with Prof. Philip Scheltens, Professor of Cognitive Neurology and Scientific Officer at Julius Clinical, refined the protocol and identified the sites that
were best able to perform these complex assessments. Through the detailed feasibility
process conducted to ensure chosen sites had the potential to recruit large numbers of
the early Alzheimer’s patients, Julius Clinical advised to add an additional country to the
recruitment plan.

RESULTS

Through effective project planning and an efficient compliance team the study was
delivered on time, within budget and complying to all requirements. The study team
showed no turn-over during the course of the trial and the decision to add an additional
country proved effective, and required, to meet recruitment targets.
Through the ongoing involvement of Prof. Scheltens throughout the study, site motivation
and focus on the trial at each individual site was maintained, resulting in more than 2 times
the average recruitment rates compared to other European Alzheimer’s trials.
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