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EPTRI model

v’ based on the Hub-and-Spoke concept:

e P T R I —) * Central Hub (C-Hub)

EuropeaN PAEDIATRIC TRANSLATIONAL RESEARCH INFRASTRUCTURE ° National EPTRI infraStrUCtu res in eaCh
member country (N-EPTRI)
l * Thematic Research Platforms (TRP)

v’ designed as an European
Distributed Research Hub and Spoke model
Infrastructure:

National EPTRI
Infrastructure

* common legal form and a single
management board

e governance structure
* Strategy and Development Plan

* research facilities made of
multiple sites

° one access point for users
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EPTRI Ceniral Hub

Three levels:

e Strategic level managed by the Governing Board (GovB)

* Executive level managed by the Executive Board (ExeB)
* Operational level Strategic
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EPTRI C-Hub - strategic level

Governing Board (GovB)

 will consist of representatives of the supporting
Member States

« full strategic and decision-making power
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EPTRI C-Hub - executive level

Executive Board (ExeB)
« executive authority and legal representative of the
Infrastructure
* managing day to day operations
« responsible for building the EPTRI community and
for directing and coordinating operational bodies
and activities
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EPTRI C-Hub - operational level

The operational level is composed by:
* Advisory Board (AB)

« Central Management Office (CMO)

* Single Access Point (SAP)

Strategic
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EPTRI C-Hub - operational level

Advisory Board (AB)

Key scientists and experts advising on relevant matters related to
EPTRI scope
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EPTRI C-Hub - operational level
Central Management Office (CMO)

e connecting and coordinating all EPTRI operational components,
members, users and associated entities

* bridging EPTRI with other paediatric initiatives, thus contributing to
make the whole paediatric drug developmental process more
efficient and strategic
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It will manage the Single Access Point (SAP):
» addressing users requests for services and collaboration

e optimising access to integrated, centralised and common services
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EPTRI services

EC, GOVERNMENTS, AGENCIES, PAEDIATRIC RESEARCH COMMUNITY, PAEDIATRIC NETWORKS AND INITIATIVES, PATIENTS ORGANISATIONS, CHILDREN AND YOUNG PERSONS
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EPTRI C-Hub - operational level

Single Access Point (SAP)

“The single access point will provide clear and transparent
information on the Research Infrastructure itself, its
services, access policy, data management policy and the
terms and conditions. Other information on the available
equipment, costs, fees, contractual obligations, health
safety and environment rules and procedures, intellectual
property rights will be also provided on request”

European Charter for Access to Research Infrastructures - Principles and Guidelines for Access and Related Services

EPTRI

EuroPeEAN PAEDIATRIC TRANSLATIONAL RESEARCH INFRASTRUCTURE

EPTRI Open Meeting 2" — 34 April, 2020



EPTRI Access to services

Access policy to EPTRI services foresees the combination of three different
access modes, depending on users’ type, financial, IPR and legal constrains:

e Excellence-driven

exclusively deloendent on the scientific excellence, originality, quality and technical and
ethical feasibility of an application evaluated through peer review conducted by internal
or external experts. It enables Users to get access to the best facilities, resources and
services wherever located. This Access mode enables collaborative research and
technological development efforts across geographical and disciplinary boundaries

e Market-driven

based on considerations of users category, it is defined through an agreement between
the User and EPTRI that rules economic, IPR and legal conditions for the Access and that
will ensure confidentiality

e Wide

it guarantees the broadest possible Access to scientific data and digital services
provided by EPTRI to Users wherever they are based. Rls adopting this mode maximise
availability and visibility of the data and services provided

European Charter for Access to Research Infrastructures - Principles and Guidelines for Access and Related Services
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EPTRI Access to services

Access process to EPTRI Centralised / Integrated
SerViCES: EPTRI SERVICE PROVISION PROCESS

Centralized Integrated
User Central Management Office Advisory Board Sntraiize niegrate

Services Services
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EPTRI Access to services

Access process to EPTRI Common services:

EPTRI-ELIXIR COMMON SERVICE PROVISION PROCESS

Service Request
EPTRI (SAP) / ELIXIR
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EPTRI - Stakeholders’ point of

(preliminary results)

e 155 valid
guestionnaires
from 31 countries

* 9respondents
from non-EU
countries (Canada,
Israel, New
Zealand, Russia
and USA).
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Consultation on EPTRI Conceptual Design Report

TOPIC MAIN COMMENTS AND SUGGESTIONS

EPTRI
organisation

Access Model

Single Access

Point
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General agreement 85% (133 on 155 answers)
Proposals for including Medical Devices in EPTRI
Some requests of clarification on National Nodes
organisation

General agreement 70% (109 on 155 answers)

30% is uncertain or disagrees on fees (amount,
payment requirements...)

Proposing to have no fees at all or reduced fees at least
for users from public sector

General agreement 82% (127 on 155 answers)
Clarification on the procedures to be applied.
Proposals for a wider access (for PPI, for low income
settings) and for local access points (at N-EPTRIs level)
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