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PREDICTOM Project Overview

Programme: Horizon Europe — IHI Joint Undertaking (Call: HORIZON-JU-IHI-2022-03)
Project Duration: November 2023 — October 2027 (48 Months)

Consortium
30 Partners (18 partners from EU countries)
15 countries (10 EU countries)
Academia, industry, hospitals, SMEs, patient organizations

Objective

Development of an Al driven screening platform for early prediction of Alzheimer’s
disease, enabling earlier diagnosis and improved patient stratification
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Concept and Methodology

W NO CURRENT GENERAL PRACTICE

Outcome - Diagnosis / diagnostic stage
= Molecular endotype
Cognitive * Disease risk = Prognosis
impairment? W Therapy management = Therapy selection/response

PREDICTOM Platform

*  Online self-assessment EHRs * CSF biomarkers

*  Lifestyle advice % Digital biomarkers * Blood biomarkers
% Blood plasma biomarkers * Brain imaging
4 Blood exosomes biomarkers W Digital biomarkers
% Brain Imaging
Outcome measures
* Molecular endotype Al models » Disease risk
- Prognosis * Diagnostic stage (CN/MCl/dementia)

Participants go through a step-wise biomarker driven risk profiling process, followed by
objective monitoring of disease progression



Concept and Methodology

Multimodal Biomarker Framework
Digital e Physiological e Biofluids e Imaging

Al/ML Models for Prediction and Stratification

- Initial development — Retrospective data
- Validation — CSF and / or PET data from study
- Improvement — Prospective data findings

European Observational Prospective Study
Norway, UK, Belgium, France, Switzerland, Germany, Spain

Brem AK et al. Screening for Alzheimer's disease in the community using an Al-driven screening platform: design of the
PREDICTOM study. J Prev Alzheimers Dis. 2026 May;13(5):100545. doi: 10.1016/j.tjpad.2026.100545. Epub 2026 Mar
26. PMID: 41894949; PMCID: PMC13053742

Level 1: At-home assessment
Participants with increased risk of AD

N = 4000 participants

Questionnaires, cognition, hearing, eye-tracking, saliva, capillary blood

1
Al-based risk stratification

¥

Level 2: In-clinic assessment

N=415 high-risk and N=200 low-risk
Cognition, hearing, eye-tracking, stool,
venous blood, MRI, EEG

Level 3: In-clinic assessment

Confirmation of AD pathology
For all Level 2 participants
using CSF and/or PET (N=615)
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probability probability probability

Validation of Al-based risk stratification A




Biomarker Protocols

Digital Biomarkers Physiological Biomarkers
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Aim of the protocol

Overall setup (#trials, #breaks)
Cognitive domain

Tasks undertaken

Events and duration per event
Devices & tools used
Instructions for experimenters

SIEMENS ..,
Healthineers

YOUR HEALTH MATTERS

S PHARMACOIDEA




CERTH’s role in PREDICTOM

1 Instructions

2 Standard display 3 Shuffled display
Please enter the given PIN Please enter the given PIN
Lead WP1 — Biomarkers == olo{o}— | §ololo
OOON DIOJON -
ololo OO®
.. . L0} A2
Digital Biomarkers (Level 1)
Banking App development and deployment Banking App - digital test simulating an ATM
Integration into the PREDICTOM platform
Data processing and analysis N - @ [l L @
I H I .
Physiological Biomarkers, EEG (Level 2) T e = e
Development and implementation of EEG protocol

EEG Protocol
Documentation, SOPs, training activities across sites

Data & Model Support e

Examination (MMSE) Total Score

ory, percentile score

Comprehensive Codebook of features and definitions

AVG_PIN_Duration_msec
SUM_Comrect_PIN_Duration,

Contribution to WP2 (Al/ML Models) through feature e
combination

Codebook overview

Study, AE Conference 2024

Grammatikopoulou et al. Assessing financial management in early stages of cognitive impairment: an objective app-based evaluation tool as part of the PREDICTOM study, AE Conference 2025
Lazarou et al. Multifaceted EEG Protocol for Comprehensive Assessment of Alzheimer's Disease Progression during Emotional Processing, Working Memory and Attention Tasks: The PREDICTOM



Innovative Aspects of PREDICTOM

Inclusion of diverse biomarkers maximizes the chances of the detection of subtle, early changes in
individuals at risk for Alzheimer’s disease

Use of Al-driven predictive modeling enhances the personalization and accuracy of assessments

Contextual diversity and multinational validation reinforce the real-world applicability and
scalability of the approach

Novel, cost-efficient diagnostic pathways focus healthcare resources on patients at highest risk,
and support the development of future clinical guidelines
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From Challenge to Impact:
Addressing Innovation and Evidence in Digital Health

Access to high-quality, harmonized clinical
datasets
« Early planning and timely data access
requests

Integration of heterogeneous and multimodal
data sources
* Use of interoperable, modular (plug and
play) components

Data integrity and risk of data loss
» Rigorous pre-study testing, dedicated
repositories and data quality checks
» Optimization of the patient journey

Key Challenges Aligning Innovation and Evidence

Building on existing real world data enables more efficient
evidence generation

Patient populations and clinical care pathways are better
represented

Supports scalable and implementation-oriented digital
health innovation

Standardized integration ensures consistent and reliable
evidence

Rapid experimentation without interfering with validated
solutions/systems

Continuous improvement while maintating quality in
outputs

Dedicated data repositories, systematic quality checks
strengthen data integrity and minimize the risk of data loss
ensuring a reliable evidence base

Integration of real-world efficiency with structured
evidence generation helping balance clinical innovation
with trustworthy outcomes



From Challenge to Impact:
Addressing Innovation and Evidence in Digital Health

Key Challenges Aligning Innovation and Evidence

« Strengthens evidence by testing Al models under real
clinical conditions rather than computational settings

« The large cohort increases confidence in model
performance

« Safe innovation by ensuring new Al methods are
rigorously evaluated prior wide deployment

Validation of Al models in real-world settings
* Prospective study (4000 Level 1 and
615 Level 2 participants)

* Innovation is implemented within a structured and
reproducible operational framework

« Consistent data collection supports the reliability of the
generated evidence

« Clinical utility and regulatory expectations are assessed
early

Clinical sites readiness for Level 2
« SOPs, hands-on trainings, dry runs

« Consistent, interoperable data structures, strengthening
reliability and comparability of evidence

» Scalable data access supports innovation by enabling
broader research use while maintaining governace and
health data protection

Data sharing beyond the consortium
» Regulatory compliance and OMOP-
standardized data



Current status & Ongoing activities

Currently M31 of the project
Monthly Progress: Across Sites (Level 1)

Level 1 Study — Fully underway

Level 2 Study — Initiated, with first m Completed L1 m Kits Sent

participants enrolled Feb-26
H FLAME M Consented
In parallel 384
Monitoring and supporting data W Screened m Invited
collection
Feature curation Jan-26

Interim analysis started

739

Level 1 Study updates provided by WP4
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Evidence Generated: Pathways to Implementation

From tools to clinical confidence Even with validated biomarkers, guidelines, and robust data
infrastructure, individual adoption depends on people trusting the system and recognizing clear added
value

Ensuring real-world feasibility Uptake requires embedding PREDICTOM into existing clinical
pathways, supported by targeted training, decision support and minimal added workload for
healthcare professionals

Regulatory and policy endorsment Societal adoption depends on early and continuous

engagements with regulators and HTA bodies to demonstrate implementation value

Evidence generation and innovation are often perceived as conflicting objectives. PREDICTOM shows
that sustainable innovation in healthcare relies on robust evidence, trusted implememtation and
alignment with clinical and societal needs.
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Thank you for your attention!

Margarita Grammatikopoulou Dr Spiros Nikolopoulos
marggram@iti.gr nikolopo@iti.gr

Visit predictom.eu to find out more about
the PREDICTOM project
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Disclaimer: Funded by the European Union, the private members, and those contributing partners of the IHI JU. The UK participants are supported by UKRI Grant No 10083467 (National Institute for Health
and Care Excellence), Grant No 10083181 (King's College London), and Grant No 10091560 (University of Exeter). The Swiss participant is supported by the Swiss State Secretariat for Education, Research
and Innovation Ref No 113152304. Views and opinions expressed are however those of the author(s) only and do not necessarily reflect those of the aforementioned parties. Neither of the aforementioned

parties can be held responsible for them.
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