
Interaction and cooperation between the EU and 
US on global paediatric research 

 

Young persons’ perspective: ICAN’s 
experience 

 



Health problems affect the entire population, only 
from a global vision can research advance 



Stakeholders involved…  
• Regulators: FDA and EMA 

 
• Pharma Companies: worldwide pediatric clinical trials 

 
• Academia and health care research centers: cross 

collaboration without borders 
 

• Patients’ organizations & YPAG: global network  



FDA-EMA seeking alignment  



• New cluster between EMA and FDA to: 
– Exchange information on how they engage and involve patients in their work 
– Define priorities and goals to scale up future engagement with patients  

• Areas of discussion will include: 
– processes for selecting and preparing patients to take part in the agencies’ 

activities, 
– how to ensure that patients are independent and representative 
– how to report on the impact of patient involvement 
– How to engage and include the young patients’ participation 

 

FDA-EMA seeking alignment  



International Children’s Advisory Network 
• Worldwide consortium  
• To provide a voice for children and families in health, medicine, 

research, and innovation through synergy, communication and 
collaboration 

• Our goal is to educate the world about children’s involvement 
in the development of research and clinical trials 

• Opportunities to provide their feedback and input into studies 
and products intended for children 

• Single point of contact 
 
 



ICAN: a Growing Network 
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www.icanresearch.org 



Shared experiences US-EU: ICAN Summit 
An invaluable opportunity to learn from one another and network 
with professionals from across the globe, while allowing the 
scientific community to engage with children and young people and 
learn about the value and the significant importance of the influence 
of children and young people on research, medicine, and innovation. 
 

2015 Washington DC 2016 Barcelona 



Shared experiences US-EU: ICAN Summit 



US-EU English native groups 

One example: a health literacy  approach to 
developing assent templates for pediatric studies  



Background 
• Research on informed consent has shown that many clinical trial 

participants do not fully understand what they are agreeing to when 
signing informed consent documents.  

• Creating assent forms and processes that are comprehensible for 
children is even more challenging.  

• As this demographic has significant limitations regarding literacy and 
health literacy. 

 Goal 

• One assent template for younger children ages 7–11.               
• The second assent template for older children ages 12–16.  
 



• Writing the original Child Assent Templates (Lilly) 

• Assessing the original Child Assent Templates  

• Revising the documents (within perceived IRB constraints) for improved 
health literacy (HRA and Lilly) 

• Assessing the revised documents via: 

• Usability tests (qualitative scripted and structured interviews) of 6 
healthy children to identify areas of confusion (HRA) 

• Focus group feedback from 3 youth advisory groups (iCAN) 

• Revising the document based on usability tests  and youth advisory group 
feedback (HRA and Lilly) 

• Assessing the final documents using the SAM (HRA) 

• Providing recommendations for improving Child Assent Templates from a 
health literacy perspective (HRA) 

Methods 



Results: older child 

Older template New template 



Results: younger child 



• 24 official languages 
• Specific Regulation at EU level and in the 28  member 

countries 
• European projects with funds limited to EU 
• Different stakeholders: different framework 
• Need for a EU point of contact 

 

European Young Person’s advisory Group-eYPAGnet 
https://www.icanresearch.org/chapters/eypagnet/ 
 

EU characteristics 

https://www.icanresearch.org/chapters/eypagnet/
https://www.icanresearch.org/chapters/eypagnet/
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