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Nota sul filo logico di questa nuova relazione:

- RW Data unicum 

- RCT

- Registro

- Ema Fda esempi e esmo

- Definizione studi

- Pragmatico 

- Impact e startegia

- Osservazioanli

- Cartella clinica 

- Singolo centro

- Federale 

- Piattaforma 



Wide Spectrum of Potential Uses of 
RWD / RWE in Clinical Studies

Randomized Interventional
Non-randomized / non-
interventional

Interventional non-
randomized

Case ςControl 

Prospective Cohort 
Study 

eCRF+ selected outcomes 
identified using EHR/ claims 
data

RWD to support site 
selection

RWD to assess 
enrollment criteria / 
trial feasibility  

Mobile technology 
used to capture supportive 
endpoints (e.g., to assess 
ambulation)

Registry trials/study

Traditional Randomized Trial Using RWD Elements Observational Studies
Trials in Clinical Practice Settings

Pragmatic RCT 
using eCRF (+/-
eHR data)

Pragmatic RCT 
using claims and 
eHR data

Single arm 
study using 
external control

Retrospective Cohort Study 
(HC) 

Prospective data collection

Using  existing databases 

Pragmatic RCTs 

Increasing relianceon RWD

Traditional RCT  RWE / pragmatic RCTs Observational cohort

Courtesy of Peter Stein, OND

Different Challenges and Opportunities for Each Approach



Major PAIN POINTS in clinical trials

DATA 
COLLECTION

PATIENTS 
RECRUITMENT

Less than 5% of patients with cancer enroll in clinical 
trials and 1 in 5 trials are stopped for poor accrual!

Beck JT, RammageM, Jackson GP, PreiningerAM, Dankwa-MullanI, RoebuckMC, Torres A, HoltzenH, CoverdillSE, WilliamsonMP, ChauQ, Rhee
K, VinegraM. ArtificialIntelligence Toolfor Optimizing EligibilityScreening for ClinicalTrials in a Large Community CancerCenter. JCO ClinCancer

Inform. 2020 Jan;4:50-59. doi: 10.1200/CCI.19.00079. PMID: 31977254.

70% to 90% of eCRF data is duplicated in EHRs 

eSource systems, that account for 70 to 80 hours 

of manual re-transcription effort!
Sundgren, M., PhD., Ammour, Nadir,M.B.A., D.M.D., Hydes, D., Kalra, D., & Yeatman, R. (2021). Innovations in data capture 

transforming trial delivery. Applied Clinical Trials, 30(7), 16-20. Retrieved from https://www.proquest.com/scholarly-
journals/innovations-data-capture-transforming-trial/docview/2821706597/se-2



Major PAIN POINTS studi clinici: COMPLESSITÀ

AUMENTO COMPLESSITÀ

delle sperimentazioni cliniche



I Registri Tumori di Popolazione

ÅTrasformare i Real-World Data in Real-World 
Evidence: N ≡ N|X   ­´´X³ÆJº­  « ´ºÄT  N­«º³­ӃӃJº 
viene valutato nella vita reale, su tutti i pazienti

Å5 ´Ä³J³X ӃŻ ª°Jºº­ ³XJӃX TX  º³JººJªX«º  X TX 
percorsi sul territorio (impatto degli screening 
oncologici)

ÅCogliereeffetti come disuguaglianzeterritoriali, 
variazioniorganizzative e differenzedi accesso

ÅFornire evidenze utili ai decisori, basate su dati di 
popolazione e non solo sui pazienti eleggibili

Fabio Falcini



I Registri Tumori di Popolazione
. ° ӃJ´º³  żNӃJ´´ N Ž TXӃ >Xz ´º³­ AÄª­³ 

ÅProdurre misure di incidenza, sopravvivenza e prevalenza, utili per 
descrivere il carico oncologico reale nella popolazione.

ÅDescrivere il rischio per sede, tipo di tumore e caratteristiche 
demografiche, fornendo una base epidemiologica indispensabile per la 
ricerca.

ÅSvolgere studi epidemiologici sugli andamenti temporali, le differenze 
territoriali, i fattori di rischio e gli esiti diagnostico-terapeutici.

ÅSupportare programmazione, gestione e valutazione TXӃӃŻJ´´ ´ºX«ÊJ
sanitaria

ÅMonitorare e valutare J°°³­°³ JºXÊÊJ X ²ÄJӃ º῎di trattamenti e servizi

ÅMonitorare i PDTA Fabio Falcini
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Aim of the RWD Catalogues
Provide a centralised and global 

repository of information on real -world 
data sources and studies. 

Their purpose is to enhance 
transparency in RWD research and 

support regulators , pharmaceutical 
companies and researchers in 

identifying and using real -world data 
to investigate the use, safety and 

effectiveness of medicines.

The Catalogues replaced the EU PAS 
Register and ENCePP Resources 

Database in 2024.
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Quali nuovi scenari
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Definitions

Å Real-World Data (RWD) are data relating to patient health status 

and/or the delivery of health care routinely collected from a variety 

of sources.  

Å Real-World Evidence (RWE) is the clinical evidence regarding the 

usage and potential benefits or risks of a medical product derived 

from analysis of RWD. 

RWD include data derived from electronic health records (EHRs), claims and 
billing data, data from product and disease registries, patient-generated data 
including in home-use settings, and data gathered from other sources that can 
inform on health status, such as mobile devices.  

RWE can be generated by different study designs or analyses, includingbut not 
limited to, randomized trials, such as large simple trials, pragmatic trials, and 
observational studies (prospective and/or retrospective ).
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Adult Clinical core: 

IRST, GIMEMA, OSHO, CELL, HULAFE, 

HLUHSKK

Pediatric Clinical core: 

OPBG, BFM

Other clinical partners:

VHIR, Charit®, MLU

Sopra -national organizations : 

ELN, EuroBloodNet

Technical and support partners:

CING, data management/platform 

development

TLX, Legal expert

UNIBO, Social Sciences

TLS, Communication

Project Coordination Scientific Coordination

IMPACT-AML Consortium



IMPACT-AML Structure

Enroll patients across Europe to create an unselected, representative population for clinical trials, 

including underrepresented, neglected and paediatric cohorts.



Randomized Pragmatic Clinical Trial (RPCT)

18

Pragmatic trials evaluate effectiveness, the effect of treatment in routine (real -world) clinical practice
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30+
clinical sites

Participating in the 
Randomized 

Pragmatic Clinical Trial

40+
users

Registered in 
STREAM

7+
EU Countries

Involved in the project

160+
Patients

Already included in the 
research

The Value of IMPACT Project in Translating Research into the European Community

Addressing a critical scientific question that only academia can answer:

ǒ Robust Evidence-Based Medicine (EBM): guide optimal clinical decisions in a high-impact disease lacking a 

standard of care

ǒ Rare disease challenge: only a network of actively engaged, collaborative professionals sharing a common 

objective can generate meaningful results

ǒ Network empowerment: nodes can initiate new studies, leveraging the collective expertise, credibility, and value of 

the network

ǒ Multidisciplinary strength: clinical, translational, organizational, regulatory, and methodological competencies 

ensure a resilient and sustainable network

ǒ Patient & stakeholder engagement: participation of patient associations and expert stakeholders in dissemination 

accelerates translation of findings into European clinical practice

Up to now



Main effect stage I :A > B ?
1+2+3 vs 4+5+6

Main effect stage II:  Amongnon responders, C>D?  
2+5 vs 3+6 

Best DTR: WhichDTRsbetter OS ?
1+2 vs 1+3 vs 4+5 vs 4+6

Comparisonof two specificDTRs: A+D > B+C? 
1+3 vs 4+5
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BIG DATA:

Noun: ñWe have big data"

Adjective: ñWe use big data tools" 

BIG DATA ïThe Vôs

Volume

Velocità

Varietà

Veracità
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RWE ïBIG DATA 
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BIG DATA in Oncology
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DATA UNIT: STRUTTURA

La DATA UNIT è strutturata in 4 
ambiti complementari.

DATA GOVERNMENT

DATA SOURCES

DATA LAB

OUTCOME RESEARCH

La DATA UNIT è nativamente 
interfacciata con il Servizio 
Informatico, il Data Protection 
Officer, la Biostatistica, le Direzioni.



DATA QUALITY

Dataquality definition from ISO9000:2015:

άdegreeto which a set of characteristicsof data fulfills

ǊŜǉǳƛǊŜƳŜƴǘǎέ.

Requirementsare defined as the need or expectation

that is stated,generallyimplied or obligatory.

Some Data quality suggestions:

ǒDegreeof excellencein the data

ǒCompleteness, validity, consistency, timeliness, 

accuracy

ǒAbility of data to satisfya givenpurpose



OUTCOME RESEARCH

[ΩǳƴƛǘŁdi Outcome Research costituisce la frontiera operativa per la
valutazionedegli esiti: sfrutta i dati forniti ŘŀƭƭΩŀǊŜŀDATASOURCESe le
metodologiee gli strumentistudiatied implementatidalDATALAB.

Le linee di analisi riguardano il paradigma del Value, le Unwarranted
variations, la reingegnerizzazionedei processisanitari, la cost-effectiveness,
la population health, i modelli di costing, i progetti di miglioramentodella
qualità, i clinical audit, ƭΩŀƴŀƭƛǎƛdei percorsi e dei timing di cura, dei Key
Performance Indicator predittivi di esito e legati ŀƭƭΩŀǇǇǊƻǇǊƛŀǘŜȊȊŀΣ
ŀƭƭΩǳƴƛǾŜǊǎŀƭƛǘŁΣŀƭƭΩŀŎŎŜǎǎƛōƛƭƛǘŁΣŀƭƭΩƻƳƻƎŜƴŜƛǘŁ.



Emilia-Romagna Surgical

Colorectal Audit

(ESCA)

ñImproving outcomes in cancer
patients

throughout a collaborative

and systematic auditing activityò
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DIAGNOSTIC
WORK UP

POST-OPERATIVE 
COURSE

PATHOLOGY POST-OPERATIVE 
TREATMENT

FOLLOW-UP



74.6% 

First Report

SecondReport

82.8%

Overall enrollment rate

Feedback on 
enrollment

to all centers
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Raccolta dei dati in IRST - Cartella Clinica Elettronica
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19 February 2025 
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TriNetX in ITALY 



Raccolta dei dati in IRST - Cartella Clinica Elettronica



1/24/2026Titolo della Presentazione/Sezione

44



RECLUTAMENTO: criticità

Beck JT, Rammage M, Jackson GP, Preininger AM, Dankwa-Mullan I, Roebuck MC, Torres A, Holtzen H, Coverdill SE, Williamson MP, Chau 
Q, Rhee K, Vinegra M. Artificial Intelligence Tool for Optimizing Eligibility Screening for Clinical Trials in a Large Community Cancer 
Center. JCO Clin Cancer Inform. 2020 Jan;4:50-59. doi: 10.1200/CCI.19.00079. PMID: 31977254.

StenslandKD, McBrideRB, Latif A, WisniveskyJ, HendricksR, RoperN, BoffettaP, Hall SJ, Oh WK, GalskyMD. Adultcancerclinicaltrials that fail to complete: an epidemic?
J NatlCancerInst. 2014 Sep4;106(9):dju229. doi: 10.1093/jnci/dju229. PMID: 25190726.



RECLUTAMENTO e CARTELLA CLINICA ELETTRONICA

Utilizzando i dati della cartella clinica è possibile gestire il processo di reclutamento dei pazienti?



RECLUTAMENTO e CARTELLA CLINICA ELETTRONICA

tot. pt CANDIDATES 89

tot. pt EXCLUDED 51

tot pt ENROLLED 16

tot. pt VERIFIED 22



RACCOLTA DATI e EHR: TRANSFAIR study

È possibile trasferire i dati dalla cartella clinica elettronica alle CRF?

Ammour, Nadir, et al. "TransFAIRstudy: a Europeanmulticentre
experimentalcomparisonof EHR2EDC technologyto the usualmanual
methodfor eCRFdata collection." BMJ health& care informatics30.1 
(2023).


