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Disclaimer
Roles and affiliations

• Current EnprEMA (Co-)Chair

• Lead, STAND4Kids (Pediatric Trial Network), Portugal

• Chief Medical Officer, conect4children-Stichting

• Associate Professor, Clinical Pharmacology, Faculty of Medicine, 

University of Lisbon

• Pediatrician

The views expressed in this presentation are my personal views and may not be 

understood or quoted as being made on behalf of or reflecting the position of the 

European Medicines Agency or one of its committees or other bodies.
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Challenges in the EU paediatric trial landscape
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Opportunities in the road to pediatric innovation

RF. Generated with ChatGPT



Research infrastructures supporting paediatrics
A diverse status quo

Types of infrastructures 

• ESFRI Research Infrastructures: ECRIN, EATRIS, 
BBMRI…

• Specialty networks: ECRAID, ECFS-CTN, 
TREAT-NMD…

• European Reference Networks: ERKNet, ERN 
PaedCan,…

• Paediatric research networks: EPTRI, 
conect4children-Stichting and National Hubs, 
TEDDY, ITCC, PENTA, ESCAPE, ECHO,…

Infrastructures differ in: 

• Scope

• Perspective & funding (public/private)

• Thematic, lifecycle and population focus

• Country and site footprint

• Governance 

• Roles

• Services

• Access 

• Flexibility and readiness to different users

Different levels of suitability for purpose in supporting the lifecycle of paediatric medicines development



EnprEMA: network of networks



Classified as internal/staff & contractors by the European Medicines Agency 

• Provides platform for dialogue on paediatric medical research to foster paediatric clinical trials and 

development of medicines for children

• Sets up multistakeholder Working Groups to enhance trial design & practices 

• Has more than 50 paediatric research networks as members globally -> Join as a new member!* 

• Brings together patients, academics, health care professionals, 

medicine developers, regulators as stakeholders

• Is an expert network to the EMA Paediatric Committee (PDCO)

• Publishes guidance, articles, best practice recommendations 

• Organises annual open workshop at EMA/Amsterdam for all stakeholders

• Website path: EMA https://www.ema.europa.eu/en/homepage -> Partners & networks -> Networks
• -> European Network of Paediatric Research at the European Medicines Agency (Enpr-EMA)

https://www.ema.europa.eu/en/partners-networks/networks/european-network-paediatric-research-european-medicines-agency-enpr-ema

• Database of member networks: http://enprema.ema.europa.eu/enprema/search.php 

• *Membership form: http://enprema.ema.europa.eu/enprema/images/Self_Assessment_PDF_Form_v5.pdf 

European network of paediatric research at EMA (Enpr-EMA) 

(contact: enprema@ema.europa.eu)
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Examples of EnprEMA contributions
Workshops

Working Groups and 
recommendations

Consultations
and requests

Community 
building



EnprEMA today

PDCO
• Supports the development of 

EnprEMA
• 2 Members in Coordinating Group

EnprEMA plenary
• 58 paediatric research networks are members
• Expert network of the PDCO
• Platform for dialogue to build up competences and to 

foster paediatric clinical trials
• Shares expertise and best practices, publishes 

recommendations
• Enhances inter-network and stakeholder collaboration

EnprEMA Coordinating Group (CG)
Operational centre / governance body of Enpr-EMA

EnprEMA Working 
Groups

• Cross-border access to CTs
• Patient- & Public involvement
• International cooperation
• Trial site standards
• Nurses

Stakeholder engagement
• Patients, academics, health care professionals, 

medicine developers, regulators are important 
stakeholders (in addition to networks)

• Annual meeting (F2F) for all stakeholders
• Involved in Working Groups
• Involved in Coordinating Group

EMA 
• Provides the secretariat support
• Hosts EnprEMA meetings etc.
• EMA appoints co-chair of CG



EnprEMA members & stakeholders
• Networks (multi-specialty/single specialty) are 

members of EnprEMA

• ”accreditation” via membership criteria (Cat 1-3) 

• increased visibility via publication in Enpr-EMA database

• Patients, academia, industry, individual centres and 

investigators are not members but important 

stakeholders

• Coordinating Group (CG) (EnprEMA’s governing body) 

involves all stakeholders

• oversees EnprEMA activities 

• sets short- and long-term strategy
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Yayoi Kusama 
INFINITY MIRRORED ROOM



New legislation through a 
transformation lens

RF. Generated with ChatGPT



Acceleration
(timelines)

Adaptation
(adaptive procedures, 
Mechanism of Action)

Support
(changes in commitees, 

EnprEMA)Innovation
(nonprofit 

drug 
repurposing, 

regulatory 
sandboxes) 

Some overarching NPL 
transformation themes



Leveraging networks towards impact

What do we want to achieve?

• Informed, sound, fit for purpose PIPs

• Well-designed, participant-centered, fit for purpose 
trials

• Completed trials

• Completed PIPs

Which levers do we favor?

• Goal-driven

• Fit for purpose

• User-focused 

• Performance and quality-driven

• Predictable

• Involving the right stakeholders

• Sustainable



Principles governing change in networks
Turn opportunities of the new pharma package into action

RF. Generated with ChatGPT



EnprEMA mandate starting point...
Reg 1901/2006

Article 44:

1. The Agency shall, with the scientific support of the Paediatric Committee, develop a European network of 

existing national and European networks, investigators and centres with specific expertise in the performance of 

studies in the paediatric population.

2. The objectives of the European network shall be, inter alia, to coordinate studies relating to paediatric medicinal 

products, to build up the necessary scientific and administrative competences at European level, and to avoid 

unnecessary duplication of studies and testing in the paediatric population.



...and evolution
New Pharmaceutical Legislation (NPL), Proposed Regulation, Article 95:

1. The Agency shall, with the scientific support of the Paediatric Committee, develop a European network of 

existing national and European patient representatives, academics, medicines developers, investigators and centres

with specific expertise in the performance of studies in the paediatric population.

2. The objectives of the European network shall be, inter alia, to discuss priorities in the clinical development of 

medicines for children, in particular in areas of unmet medical need, to coordinate studies relating to paediatric

medicinal products, to build up the necessary scientific and administrative competences at European level, and to 

avoid unnecessary duplication of studies and testing in the paediatric population.



Reflections on future-proofing EnprEMA

RF. Personal views. Generated with ChatGPT



Strategy to action: 2026 and beyond



Get involved with EnprEMA
Join as a member network

Enpr-EMA welcomes new member networks interested in strengthening 

collaboration in paediatric medicines research (EnprEma Network Database)

Learn more online

Find information on EnprEMA’s current priority initiatives as well as previous 

outputs on the EnprEMA webpages

Take part in annual meetings and workshops

Stakeholders can also get involved through EnprEMA annual meetings and 

other workshops that support exchange across stakeholders.

Save the date

5 November 2026: annual EnprEMA stakeholder meeting

https://enprema.ema.europa.eu/contact
https://enprema.ema.europa.eu/contact
https://www.ema.europa.eu/en/partners-networks/networks/european-network-paediatric-research-european-medicines-agency-enpr-ema
https://www.ema.europa.eu/en/partners-networks/networks/european-network-paediatric-research-european-medicines-agency-enpr-ema


Working together towards better medicines for 
children, step by step
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