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Three main pillars

Innovation – Risk-stratified screening

Monitoring

Guidelines and QA schemes



European Guidelines

• 2008 – European Parliament and Council ask the Commission to develop new guidelines based 

on scientific evidence and quality assurance scheme for screening and care

• Major discrepancies in the quality of care and access to care across EU

Europe’s Beating Cancer Plan (Feb 2021)

The EU council recommends EU member states

…….

(2) to implement accessible screening programs in 

accordance with European guidelines and quality assurance 

schemes, where they exist, through a stepwise approach 

taking account of available human and financial resources as 

well as healthcare resources for implementation of the 

screening programs, within national priorities



European Guidelines



ECICC Scope

Evidence based guidelines on primary prevention, screening and diagnosis
(including management and surveillance of SD lesions at endoscopy)

QA schemes for healthcare services along the entire care process



Main features

• Organised population-based screening programmes

• Covers the entire care pathway

• Scientific evidence-based, transparent process, reproducible methodology

• Regularly updated

• Multidisciplinary panel of experts and patients 

• Patient-centred products

• Public consultations 

• Voluntary application and step-wise approach

• Supportive instruments for practical implementation 

• Standardised auditing mechanism included



Methodology

GRADE 

Evidence to Decision framework



Adults aged 50 to 69: 
screening versus non screening



Target age range



Screening intervals

2 years

10 years

15 years



Screening strategies



Invitation strategies



Invitation strategies



Current status Forthcoming activities
16 recommendations on screening

4 recommendations on primary 

prevention

4 Good Practice Statements on

healthy lifestyles

First set of requirements for colorectal cancer 

care services

Additional recommendations on screening and 

diagnosis

Risk stratified approach for colorectal cancer 

screening

Requirements for screening, diagnosis and 

treatment of colorectal cancer



Risk-stratified screening



Perfect FIT trial

AN Yield : increase of AN detection from 1.7% to 2.2%

Participation 

Analysis

Endpoints

Comparison between arms

Ongoing trials

f-Hb level at previous round



BIOFIT trial
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Invited individuals

FIT - in previous round 

RISK-STRATIFIED 

PROTOCOL

Consent to enrolment

POSITIVE NEGATIVE 

High 
( ≥ 20 µg/g)

CONTROL ARM

Standard screening

2-year interval
Intermediate 

(10-19.9 µg/g)
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Ongoing trials
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Endpoi
nt
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PRESENT CRC trial

Cost-

effectiveness

DR

Advanced 

adenoma and 

CRC

NNS

Analysis

Endpoints

Comparison between arms

Ongoing trials

Risk stratification using the Qcancer calculator and 
previous faecal haemoglobin concentrations



(fHb:10-39µg) (fHb:40-80/120µg) 

Added value of risk information

Acceptability

Equity

Feasibility

Organizational

impact

Ongoing trials



New biomarkers for risk stratification

Microbiome

MicroRNA
Pardini B et al. Gastroenterology 2023

Duran-Sanchon S et al. CGH 2021

Birkeland EE et al. Nat commun 2026



Framework for risk stratified screening



Monitoring - Sources of data



Examination coverage

+18%

Carbotti G et al. 2026
modified
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Participation rate



Compliance with TC referral



FIT positivity rate – by cut-off

age 55 to 69



FIT

Colonoscopy

gFOBT



CONCLUSIONS

Efforts aimed to ensure and consolidate systematic

monitoring are needed to inform decision making 
about innovative approaches

Ongoing trials will provide insight about cost-

effectiveness, health impact and feasibility of risk-
stratified screening 

Organized population based programs have been

implemented, or are in the roll-out phase, in most countries 
in Europe

Guidelines and QA schemes will favour harmonization

and standardization of the screening pathways across
Europe



Thank you for your attention
carlo.senore@cpo.it



• European Commission: DG SANTE

• Working group: decision making body that provides direction for development of 
guidelines and quality assurance scheme

(17 members)       Kick off in June 2022

• Topic-specific groups: prepare draft recommendations and requirements; 

• Systematic review group: perform systematic reviews of the scientific evidence   
available and summarize the evidence

• Partner and collaborators: support in identifying priorities, ensure complementarity 
with other initiatives and provide feedback

Actors



VPP for 

Advanced 
Neoplasia

22,9%
(16/70)

Preliminary Results

Consent to participation in the study and 

randomization (n. of people invited -> 
118.308)

28,9
%

TOT: 25.915
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BIOFIT – RCT of risk-
stratified screening


