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Personalising MyPeBS Workpackages
Breast Screening
. . . .. Start End
Work Package (WP) title Lead beneficiary Description month | month

WP

Sponsorship and clinical trial dataflow

Unicancer

The objective of this work package is
to ensure:

- The availability and security of all
resources dedicated to all
information, accrual, follow-up and
interaction activities throughout the
conduct of the trial;

- The conformity of the clinical trial
with all the regulations in the
different countries implicated,;

- The quality and integrity of the
research data and security of the
participants.
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Work Package (WP)
title

Lead
beneficiary

Description

Start
month

End
month

WP2

Clinical trial
investigation

AUSL-IRCCS

This main objective of this work package is to ensure the capacity
of the consortium to include 85,000 women over 25yearsin 5
countries in MyPEBS clinical trial and follow them up for 4 years.

Additional objectives include:

- Guaranteeing high quality clinical research activities throughout
the countries and the duration of the trial;

- Allowing the retrieval and collection of high quality data allowing
for the ability of MyPEBS clinical trial to evaluate

all its objectives;

- Allowing a good representativeness of western countries'
populations;

- Allowing the conduct of MyPERBS, especially in its new risk-based
arm, in the setting of different care organisations.

20

WP3

Methodology and
data analysis

Gustave Roussy

WP3 will be the backbone of the overall project, with the following
objectives:

- Preparation and conduct of the statistical analyses of the clinical
trial;

- Organisation, conduct and timely delivery of genotyping for
women from 5 countries, in the risk-based arm of the trial;

- Organisation, conduct and timely delivery of individual breast
cancer risk assessment of all women in the risk-based

arm of the trial;

- Organisation and conduct of quality assessment of radiologic
images throughout the clinical trial.
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. Lead A Start End
Work Package (WP) title beneficiary Description month | month
WP4 | Modelling MyPEBS  to | Erasmus This work package will focus on the evaluation of the effects, 6 926
quantify the long-term | MC costs, and cost-effectiveness of risk-based breast screening
benefits, harms and cost scenarios, and will estimate the long-term (lifelong) benefits and
effectiveness of risk-based harms of these strategies compared to current practice (the
screening scenarios control arm of MyPEBS).
WP5 Sociological, ethical and | UNIVERSITE | The present work package has the overall aim of assessing, 1 96
psychological assessments | PARIS 13 throughout MyPEBS clinical trial:

- Women's understanding of breast cancer risk and risk/benefit
of screening in both arms of the trial.

- The impact of risk assessment on women's emotional
responses, as compared to standard screening;

- The perception and acceptability of genotyping, risk
identification and risk-stratified screening for women and
healthcare-professionals;

- The satisfaction of participants and healthcare providers with
both screening arms;

- The potential impact of women's socio-economic status on
participation, compliance, satisfaction with screening in

each arm.




Work Package | Lead Description Start :Enn:nt
(WP) title beneficiary P month h
WP6 | Communication and | AOU CITTA | This work package focuses on the overall communication of the project. Objectives 1 926
dissemination SAL include:
- Promoting health professionals' compliance to the study;
Promoting women's informed participation to the study;
- Assessing a pre-tested and reproducible approach to risk commmunication;
- Promoting the rationale of the study among the scientific community;
- Disseminating intermediate findings and results of the trial;
- Raising awareness on new opportunities for breast screening.
WP7 | Recommendations QMUL The purpose of this work package is to deliver recommmendations for future standard | 40 926
for future Breast breast screening in Europe based on the full results of MyPEBS, including primary
Cancer Screening and secondary end points.
Strategy
WP8 | Project coordination | Unicancer This work package is responsible for the global scientific management of the project, | 1 926
and management plus:
- The management of contractual and financial affairs;
- Establishment and operation of organisational structure and routines;
- Coordination of work packages through project management meetings and direct
contacts;
- Put in place the procedures and tools needed to ensure that the project progresses
in accordance with the workplan and produces timely and quality results;
- Ensure the project reaches its objectives and expected impact.
WP9 | Ethics requirements | Unicancer The objective is to ensure compliance with the 'ethics requirements' necessary for 1 926
the project.




