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How do patients and HCPs access to PI in Spain? 
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Fragmenting product information 

2015: Pilot project with 3 MAHs 
2018: Current Business process 

83% of registered medicines 
with PI splitted 
18,457 medicinal products 
36,914 documents (SmPCs & 
PILs) 
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How the MAH and Agency interact through the tool (1) 
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How the MAH and Agency interact through the tool (2) 

New text to evaluate 

Aproved 

Rejected 

Pending review AEMPS 

Pending answer MAH 

Colour Code 

Variation status 
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1. SmPC  and PIL (semiestructured) 
2. Safety issues 4. Educational and HCP materials 
3. Supply issues 5. Excipients (obligatory) 

1 





Conclusions 

• Text information is fragmented by sections (no only word 
and/or pdf anymore) using a friendly tool 

• Easy search and navigation; allows personalization (favourite 
medicines with alerts whenever a change occurs) 

• Links with other info formats (images, video...) 
• Possibility to offer information for disabled people and/or 

relevant for subpopulations (children, elderly, by gender, etc…) 
• Mapping 4.1 with diagnostic codes or cross-reference of ADR 

database with 4.8 
• The key is to agree in a common and easy standard 
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Any questions? 

pcwpsecretariat@ema.europa.eu 
 
See websites for contact details  
European Medicines Agency www.ema.europa.eu    
Heads of Medicines Agencies www.hma.eu  
European Commission www.ec.europa.eu  
 

Further information 

Follow us on      @EMA_News #ePI4Medicines 
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