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Background 

• Legal requirement to publish public summary of full EPAR 

• All official EU languages; kept updated 

• Available in pdf and html – integrated in EMA website 
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Background 

• Template based on extensive consultation - reflection paper January 2006 

• Current format since start of 2010 – new website 

• Writers use template + other tools (guidance, glossary) to write summaries: structure, 

content, style 
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Reasons to update template 

• Experience of medical writers + internal/external feedback: improvements, 

not radical changes  

• User testing results 

• Regulatory developments:  

o Summaries for MRP/DCP products to be published 

o Risk management plan summaries to be published 

 Proposals from medical writers for consultation 
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(1) Main proposals 

Revise wording of introduction 

• Simplify wording – less regulatory 

• Summary not intended to give practical advice; refer to PL (or doctor or pharmacist) for 

practical information on how to use medicine 

Justification 

• Clarify better what summary is and what it is not; refer to PL at start, in case this meets 

reader’s needs better.  

• Supported by user testing findings  
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(1) Before… 

7 



(1) …and after 
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(2) Main proposals 

Revise 1st question to: ‘What is <X> and what is it used for?’  

• Merge content of ‘What is <X>’ and ‘What is <X> used for’ 

• State type of medicine in lay terms; active substance; indication(s) 

Justification 

• Place information where reader expects to find it; most relevant information 

(indication) first; secondary information (pharmaceutical form, strength) 

moved down.  

• Supported by user testing findings 

 
9 



(2) Before… 
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(2) …and after 
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(3) Main proposals 

Simplify content of ‘How is <X> used?’  

• Only provide: pharmaceutical form(s), main dose recommendations, method 

of administration, prescription status (if mentioned: treatment duration, 

specific monitoring/diagnostic tests) 

• Add standard sentence referring to PL for more information 

Justification 

• Reduce potential for confusion with PL; not possible to give full information 

from SmPC 4.2  

• User testing findings 
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(3) Before… 
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(3) …and after 
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(4) Main proposals 

Studies: ‘What benefits of <X> have been shown in studies?’ 

• Merge ‘How has <X> been studied’ and ‘What benefit has <X> shown during the studies’ 

• Give primary endpoint results directly after study description. Bullet points if helpful (e.g. 

multiple indications) 

Justification 

• Address criticism that information harder to follow when results given separately 

• Supported by user testing findings 
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(4) Before… 
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(4) …and after 
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(5) Main proposals 

B/R discussion: ‘Why is <X> approved?’ 

• Changed from ‘Why has <X> been approved’ 

• Still summarise benefit-risk discussion using lay language 

• Update text for major variations which can result in important changes such as restriction 

of indication (e.g. safety referrals) 

Justification 

• Summarise initial benefit-risk discussion in lay language; can be updated if benefit-risk 

profile changes over time (difficult with current template) 
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(5) Some time ago… 
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(5) …more recently… 
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(5) …and after 
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Other minor changes 

See table listing all changes + justification 
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Next steps 

• Consultation/information:  

• EMA secretariat, PCWP/HCP WG, CHMP, CMD(h), Commission 

• See template + table of changes for feedback 

• Test template on more summaries 

• Finalise and implement for new summaries + updates from: 

October/November 2012 
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Thank you! 
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