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ACC: una piattaforma nazionale per la ricerca oncologica









ODHIN
Beyond the Rome Trial
AI Projects Call (HBD-AI)

Il programma Health Big Data



ODHIN

Omics-Driven Hub for Integrated 
NGS
• Observational, multicentre study 
collecting clinical + broad-panel 
NGS (and other omics when 
available)
• Goal: improve interoperability of 
NGS/multi-omics and clinical data 
to strengthen precision medicine

Be-Rome Trial

No-profit, adaptive, multicentre
platform trial co-promoted by FMP 
and ACC.
• Adaptive design; compares 
MTB-guided genomics-based 
tailored treatment vs physician’s 
choice/standard care
• HBD supports data collection 
and sharing via the federated 
cloud platform

AI Projects Call (HBD-AI)

Competitive call to launch AI 
research projects using HBD data
• Open to the national scientific 
community; builds a community of 
data-scientists
• Topics include oncology and also 
non-oncology areas (e.g., 
neurodegenerative and 
cardiovascular diseases)

ACC within the HBD Program: Key Initiatives
Three flagship actions combining real-world data, precision oncology trials, and AI-driven analytics.



vMTB: Session management

8

DISCUSSION DETAILS

The discussion-details view allows the Core Team to 
see notes and supporting documents attached by 
case submitters.

The Virtual Molecular Tumor Board Orchestrator 
includes an integrated DICOM viewer to help 
clinicians review diagnostic images. 

The submitting physician can also upload additional
documentation via this pop-up.





A N A L Y T I C A L  E N G I N E

Multi-agent AI architecture supporting the vMTB

Eleven specialized agents — each designed to address a specific bottleneck in MTB decision-making. An orchestrator 
integrates outputs and produces structured, transparent, auditable clinical recommendations.

#1 Clinical synthesis
OCR + NLP from heterogeneous records; 
structured timeline.

#2 Ambient documentation
Real-time physician–patient 
transcription.

#3 Genomic profiling
Variant annotation, OncoKB/CIViC cross-
ref, ESCAT.

#4 Drug interactions (DRUG-PIN)
Full medication reconciliation, DDI 
scoring and pharmacogenomic risk via 
the DRUG-PIN platform.

#5  Multi-omics integration
Microbiome, multi-omic data, dysbiosis 
assessment.

#9 Rx verification
Post-decision coherence check, 
contraindication alerts.

#6 PRO / PREM
Conversational QR interface + wearables 
+ toxicity thresholds.

#7  Guideline alignment
AIOM/ESMO/NCCN mapping + AIFA 
compliance check.

#11  Orchestrator
Coordinates agents, manages workflow 
and audit trail.

# 10 Digital twin
Historical cohort similarity + scenario 
simulation.

#8 Trial matching
Eligibility mapping + geographic 
feasibility.



Continuous data collection in a federated data-sharing platform
- Continuous data collection based on the agreed variables. Taking 

advantage of the existing platforms
- Standardised to common formats
Objectives:
• Map existing national/institutional platforms for MTB-related 

data.
• Define a core dataset (diagnostic, molecular, treatment, outcome) 

for continuous data collection.
• Harmonise data formats using standards such as OMOP.

• Establish a secure, federated architecture compliant with GDPR.
• Pilot the system: 47 CCCs from 20 Countries 

ACC in Europe: federated MTB data collection

MTB Pilot lead: R. De Maria, P. Marchetti (ACC)



hTMB/MSS: Ipilimumab + Nivolumab





B E - R O M E  T R I A L

Design — adaptive multibasket/platform with confirmatory and 
embedded discovery components: 1,500 patients/year

Comprehensive genomic profiling (tissue + liquid biopsy)  →  S-MTB discussion  →  2:1 randomization

ARM A — Tailored Therapy (TT)
Targeted therapy and/or immunotherapy per genomic profile 
and S-MTB decision. Drug list continuously updated. 
Combinations allowed when supported by Phase I/II data. 
Crossover from TCP arm at progression.

ARM B — Therapy at Choice of Physician (TCP)
Standard of care per current AIOM guidelines for each tumor 
type. Crossover to TT at progression, after S-MTB re-evaluation.

DRUG DISCOVERY PLATFORM — ML-driven real-time subgroup identification
Continuous ML analysis of accruing data → identifies molecular subgroup–outcome relationships → triggers targeted expansion 
cohorts in real time. New agents can be integrated at any time without master-protocol amendment.



T H E  C E N T R A L  I D E A

The platform as a host for coordinated vertical studies

A molecularly characterized, prospectively enrolled, longitudinally followed population can be the substrate for distinct 
vertical studies — each with its own specific objective, all sharing the same analytical, biospecimen and governance 
infrastructure.

BACKBONE — BE-ROME Platform  (CGP + MTB + federated AI + ODHIN + HBD)

Vertical
Study A

Mutational
model

(BE-ROME Trial)

Vertical
Study B

Early identification
of ICI

non-responders

Vertical
Study C

MRD-guided
escalation /

de-escalation

Vertical
Study D

Multiomis &
therapy response

e.g. immunotherapy

Vertical
Study E

Real-world evidence,
health economics

& HTA

Per FICOG, BE-ROME può diventare una piattaforma condivisa per trasformare le
domande dei gruppi cooperativi in studi nazionali, usando la stessa popolazione, la
stessa biobanca, gli stessi dati e le stesse infrastrutture di ACC



www.allianceagainstcancer.orgwww.alleanzacontroilcancro.it

La ricerca indipendente resta competitiva se diventa piattaforma: 
rete, dati, qualità operativa, accesso e valore per il SSN.

Grazie!
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