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Disclaimer

• The views expressed in the following slides are those of 
Pirkko Lepola and should not be attributed directly to Enpr-
EMA (European Network of Paediatric Research at the 
European Medicines Agency) 

• Information of the Enpr-EMA have been provided by 
courtesy of; Irmgard EICHLER, MD, Co-chair Enpr-EMA, 
Senior Scientific Officer, Paediatric Medicines, Product 
Development Scientific Support Department, EMA. 
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Enpr-EMA & Goals
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Enpr-EMA
European Network of Paediatric Research 

at the European Medicines Agency

Mission statement

• Enpr-EMA will facilitate studies in order to 
increase availability of medicinal products 

authorised for use in the paediatric
population
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Enpr-EMA - Key operational goals

• To link together existing networks

• To provide expertise and access to infrastructure for 

industry to conduct studies in children

• To define consistent and transparent quality standards 

• To harmonise clinical trial procedures

• To define strategies for resolving major challenges 

• To communicate with external stakeholders 
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Enpr-EMA - Main Stakeholders

• Pharmaceutical Industry 

• Patients, parents and patient organisations

• National Competent Authorities

• Ethics Committees

• Medical devices industry

• CRO’s

• Hospital pharmacists
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Enpr-EMA Mandate for working groups

• In June 2013 ad hoc working groups (WG) – tasked to;
-> address some of the most important needs identified
-> make the best use of networks to develop medicines for children
• The number, composition and tasks of the WGs are reviewed every 

year following the annual face to face meeting

Purpose

• to develop pragmatic responses to some of the needs relating to 
paediatric medicines research that can be implemented within six 
months (or so…). 

• The focus is on stating what networks can do, or what networks 
need to do, rather than developing comprehensive guidance. 

8



Ethics Working Group (WG) 4
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WG4 –Ethics 2018
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WG Topic Dialogue and interaction with Ethics Committees (ECs)

Objectives • To gather examples of good practice when ECs consider trials relating to children 
and young people.

• To develop proposals to disseminate examples of good practice to ECs.

• Contributing work to support the implementation of the Regulation with the view 
that these efforts will create a more favourable environment to speed up high 
quality Paediatric Research.

WG Chair / Co-
Chairs

WG Members

Pirkko Lepola

Primary members (drafting documents):
Peter Sallabank ( RegulinX, UK, CRO), David Neubauer (Chairman of the Ethics Working 
Group of European Academy of Paediatrics), Martine Dehlinger-Kremer (EUCROF), 
Viviana Giannuzzi (Gianni Benzi Pharmacological Research Foundation), Heidi Glosli 
(NorPedMed, Oslo University), Geraldine Boylan (INFANT), Maxine Kindred (Janssen 
R&D, UK), Harris Dalrymple (PRA HealthSciences, UK)

Co-members (reviewing documents):
Christina Manfredi (CVBF-Consorzio per Valutazioni Biologiche e Farmacologiche, Pavia, 
Italy), Jo Mendum (PRA HealthSciences, UK), Diane Hoffman (retired/Janssen R&D,US)



WG4 Deliverables
2013-2017
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Tool Kit – 2016 (up-dated 2017)
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http://www.ema.europa.eu/docs/en_GB/document_library/Other/2015/12/WC500199234.pdf

The toolkit is available for all those involved in 
paediatric clinical trials and ethics 

committees, providing a new platform for 
proactive feedback on informed consent 

requirements.



Statistics – differences in age groups*

E
G

2-5: some capacity for 
agreement

E
G

6-9: capable to form an 
opinion

E
G 10-18: capacity to make

independent judgements

EG= Ethics
Guideline R1 
(2017)

*Informed Consent and Assent Tool Kit for Paediatric Clinical Trials in 
Europe; 25May2016, Archives of Disease in Childhood
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Number of required legal (parental) signatories
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~ 50 % / 50% 
distributionin
required nr. of 
signatories

*One parent at recruitment, but both parents at some point for signatures
**Both parents. Only by one parent if the other parent is not listed in the child's birth certificate, has died or is younger than 18 years
***Both parents . Exception - no parents if aged 15-17 and non-interventional no risk study (EC dispensation required)

(UK Scotland and UK as 1 country) 



WG4 Challenges & Next Steps
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Conclusions -> Challenges in 2019

• New EU CT Reg. (impl.approx.1Q/2019) will 
harmonise the clinical trial application  (CTA) 
process, but IC/Assent issues remain with each 
Member State. 

• There are noticeable differences between 
national IC and assent requirements in Europe 
due to national laws and regulations (See: Tool 
Kit data)

• These discrepancies can present challenges 
for multicentre paediatric CTs
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Next Steps 2018->
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In paper
format

-> 2019: 
e-format ?
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Thank You !
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