ALL-EMBRACED: clinical trials web-service to modify eligibility
criteria via artificial intelligence methods in Alzheimer’s Disease
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Aim of the project

Traditional CTs struggle with restrictive eligibility criteria, limiting the diversity of participants and making it difficult to generalize findings to broader populations.
ALL-EMBRACED (https://www.allembraced.eu) aims to revolutionize this paradigm (towards > inclusiveness, > representativeness, > transparency) through
the use of generative Artificial Intelligence (Al), the integration of explainable Machine Learning (ML SHAPLEY) tools and the development of innovative
data-driven workflow.

1. CT DESIGN 3. STATISTICAL COMPARISON
Eligibility criteria with the general population

5. SYNTHETIC DATA GENERATION

6. SHAPLEY EXPLAINABLE CRITERIA
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4. ELIGIBILITY CRITERIA BROADENING
2. PRE-SCREENING SELECTION 7. DATA-DRIVEN OPTIMAL CRITERIA

Specify the CT eligibility criteria: | ORIGINAL CRITERIA FULL RELAXED CRITERIA MMSE >20

Age between 75 and 85 MMSE >22 MMSE 0-30 Age 70-90

MMSE higher than 20 Age 75-85 Age 0-100 CDR >1.5

CDR higher than 2 CDR >2 CDR 0-3

S —— e . N subjects: 400

ERien P [Bger[Bex N subjects: 200 N subjects: 800 Clinical outcome: 0.45

John Smith 76 M Clinical outcome: 0.45 Clinical outcome: 0.10 e No difference with original clinical outcome

Jane Doe 83 F - _ - — e MAJOR inclusiveness and subject

omparison between clinical outcomes representativeness.
I | p<0.05 e Target CT population reached!

Take home message
ALL-EMBRACED represents a paradigm shift in planning future CTs to make them more inclusive, ethical, transparent, representative of the general population
and safer.
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