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 Objectives (Aim)  
  
To create an operational framework focused on a series of activities listed below:  

• Creation of greater awareness of mutual orphan medicine designations submission 

process.  

• Development of a system of exchange regarding the outcomes of orphan medicine 

designations in each Agency/Ministry.  

• Development of a system of exchange regarding regulatory and licensing stage 

concerning orphan medicines.  

• Development of a system of exchange regarding pharmacovigilance post-licensing 

activities associated with Orphan medicines.  

• Development of a collaboration mechanism regarding small to medium size enterprises 

(within the range of confidentiality arrangements).  
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Activities  
• Bilateral initiative to produce a framework for creating greater 

awareness of mutual orphan medicine designation submission 

processes.  

• Orphan medicine designation submissions stage:  

• Regulatory Licensing stage:  

• Post-Licensing/Pharmacovigilance stage:  

• Collaboration regarding small to medium sized enterprises:  
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Achievements to date 

• The EMA and MHLW have work together to 
increase accessibility and awareness of their 
mutual orphan designation processes. 

• This has been done through quarterly 
communications where discussions between 
Agencies have been held to increase 
understanding of similarities in functioning. 

• Improvement of visibility of webpages in Japan 
and Europe. 
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Areas of on-going development 

• Parallel submissions in Europe and Japan 
where applicable. 

• Parallel consultations regarding Scientific 
Advice. 

• Enhancing mechanisms regarding how orphan 
conditions are evaluated and endorsed. 
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