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Information available- PIP decisions 
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Information available  - Community register 
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What can be improved 

• Indication of PIP in Community register 
• PIP number and decision number 
• Link to EMA website 
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Clinical Trial Regulation 

Protocol: 
 

• Description of the group /subgroup participating; 
 

• Description of the inclusion/exclusion criteria; 
 

• Justification for the gender and age allocation of 
subjects; 
 

• If a specific gender or age group is excluded or 
underrepresented the reasons have to be given.  
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Clinical Trial Regulation 

Assessors: 
 

• Specific paediatric expertise. 
 
Ethics committees 
 
• They will have to take into account the views of lay 

persons (in particular patients/patients' 
organisations). 
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Clinical Trial Regulation 
 

 
• Specific rules on paediatric trials; 
 
• PIP to be considered in the assessment of the CT 

application; 
 

• Increased transparency on trials (start date, end 
date, results); 
 

• Clinical trial database. 
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Clinical Trial Regulation 

The Regulation will greatly improve the transparency 
of clinical trials 
 
http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000629.jsp&m
id=WC0b01ac05808768df 
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Thank you for your attention! 
 
 
 
 

Disclaimer: The views and opinions expressed in these PowerPoint slides are those of the 
presenter; they do not necessarily reflect the opinion of the European Commission. 
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