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Needs

* Therapeutic needs that require:

* Medicines for infants, children and young people that have been
evaluated



Steps in the evaluation of medicines

1 R

I |dentification of therapeutic need Professional Associations;
Patient advocates

I |dentification of new, or repurposed, Professional Associations;

medicine to meet a need Patient advocates
I Preparation of medicine for administration to Sponsor / EPTRI EnprEMA

infants, children and young people
. Pre-clinical testing of medicine Sponsor / EPTRI EnprEMA
. Clinical testing of medicine Sponsor / c4c EnprEMA
. Defining costs of medicine HTA (?7?7?)

Specification of when to use the medicine Professional Associations;
Patient advocates
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Good Practices in Model-Informed Drug Discovery and
Development: Practice, Application, and Documentation
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Regulatory Decision Support

Internal Decision Support

-
Target Authorization and Mechanistic Understanding

Candidate Comparison, Selection, Human PK and Dose Prediction

Study Design Optimization

Predicting and Characterizing ADME Including Intrinsic and Extrinsic Factors Impacting PK Variability

Risk/Benefit Charactenzation, and Outcome Prediction from Early Clinical Responses

Dose and Schedule Selection and Label Recommendations (Including Drug Combinations)

Comparator/ Standard-of-Care Differentiation and Commercialization Strategies

 Patient Population Selection and Bridging between Populations (Pediatrics, Elderly, Obese )




Figure 3: the indicative position of ESFRI Rls relative to the different levels of organisation in the Health domain.
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for drug development.



Research Infrastructure

ldea

Plan
— Conceptual Design Report

Setup
Evaluate

Continue
— E.g. as European Research Infrastructure Cosortium



Horizon 2020

Call: H2020-INFRADEV-2016-2017
(Development and long-term sustainability of new pan-European
research infrastructures)

Topic: INFRADEV-01-2017

Type of action: RIA
(Research and Innovation action)

Proposal number: 777554

Proposal acronym: ID-EPTRI

Deadline Id: H2020-INFRADEV-2017-1
Table of contents




Figure 3: the indicative position of ESFRI Rls relative to the different levels of organisation in the Health domain.
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aiming at providing a full pipeline
for drug development.
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BBMRI | EATRIS | ECRIN ELIXIR | INFRAFRONTIER | ...OTHERS

INTEGRATED PAEDIATRIC RESEARCH PLATFORM

THEMATIC PLATFORM
THEMATIC PLATFORM ON SUPPORTING BIOMARKERS THEMATIC PLATFORMON
FORMULATIOMSCIENCE DISCOVERY AND USE IN PAEDIATRIC
PAEDIATRICMEDICINES PHARMACOLOGY
DEVELOPMENT

THEMATIC PLATFORM SUPPORTING THEMATIC PLATFORM TQ RELATE
PAEDIATRICMEDICINES DISCOVERY WORK THAT UNDERPINS MEDICINES
AND EARLY DEVELOPMENT TOPAEDIATRIC
DEVELOPMENTALPHASE CLINICALSTUDIES

PAEDIATRIC EXPERTISE
(NATIONAL NETWORKS,
RESEARCH CONSORTIA, ETC.)

NATIONAL AND REGIONAL
CONTACT POINTS



Service user Service user

Request with paediatric

relevance to existing Rls Requestto EPTRI

Rapid review by EPTRI - existing Ris integration group

Adapt requestto

M - - —
eet request as it stands paediatric specificities
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