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Platform Overview

« Dedicated to formulation activities to create
suitable paediatric medicines in a timely and
efficient way

* Organisation of expertise into services' packages

» Matching with experts able to deliver specialised
activities

Facilitate and accelerate development of
age-appropriate formulations for children
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Focus of the TRP
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Distribution of Research

Institutions and Activities
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University of Oslo @ O @

Alder Hey Children's NHS Foundation Trust @ ) @

[ ]

Cardiff University O @

Ulster University @ O @

University College London @ O @ @
University of Bath @ @

University of Birmingham @ O @ @
University of Greenwich @ O @

Royal College of Surgeonsin Ireland @ ) @

University of Basel @ O @ @

University of La Laguna @ ()

University of Lisbon @ O @
University Institute Egas Moniz @ O @

University of Disseldorf @ O @ @
University of Greifswald @ ()

Medical University of Gdansk @ O @

“luliu Hatieganu” University of Medicine and

Pharmacy @ O @ @

National Research Council @ O @
University of Bari @) @
University of Bologna @ O @
University of Milan @ O @

Aristotle University of Thessaloniki @ ()
ATHENA Research Center @
University of Patras @ @

*  European University Cyprus @ O @
i

Research Activities

@ Pre-formulation capabilities

(O Formulation development

@ Assessment of drug delivery systems
@ Palatability




Research Activities
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P re_fo rmu IatiO N * Technologies for drug substance characterization
. ¢ Solubility enhancement
Ca pabllltles * Accelerated stability
’ J
\

. * Preparation of enteral dosage forms (e.g. microparticulates,
FOI"m u Iat|0n orosoluble or orodispersable molded tablets)

e Preparation of non-enteral dosage forms (e.g. nasal,
development pulmonary, rectal)

- 4
\
Assessment of
. * Modified release profile
d rug de I Ive ry e Delivery systems for biologics
systems y

e Equipment for in vitro palatability assessments
Pa |ata b| | |ty ® Animal-based and human-based essays
e Palatability assessment with human panels
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Services provided

« Services are distributed among the Research Units
« All the services are related to the four research activities

Pre-formulation advice and Pre-formulation
studies

19 25 Formulation of drug for paediatric use for enteral
routes of administration

B Formulation of drug for paediatric use for non-
enteral routes of administration

@ Paediatric in vivo palatability assessment

@ Paediatric in vitro palatability assessment

Assessment and design of drug delivery systems
for enteral and non-enteral routes of
administration
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TRP Operational Workflow

User submits a detailed description of the requested service/s

The users’ requests will be processed by CMO to collect all the information needed for the
evaluation

The Access Management Committee, including TRPs Leaders, will evaluate the Excellence,
Relevance and In-scope with EPTRI, the relation of each request to the service

Identification of the possible RUs/providers

» Services proposed will be gradually available based on service providers' readiness

* A dedicated agreement will be set up between the user and CMO to establish criteria
for service provision
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Conclusions

 Participating research units offering their expertise and
activities in paediatric formulation

« All services to be provided fall under four research
activities

« Good geographical distribution of the potential service
providers

 Services will be delivered through the EPTRI platform to
facilitate and enable timely and efficient formulation of
suitable paediatric medicines
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Thank you

€ PTRI
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