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Possibilities for new formats.  
Content remains. 
Open data - Format tailored to reader 
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Involve ALL 

• User knowledge – what is needed? 
– Personal interviews 

 

 

 

 

• PI knowledge – what is required? 

• IT knowledge – what is possible?  

• Project leader – make things happen. Don’t wait! 
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Structured format  
 
 

 

  
can be given attributes behind the system 
regardless term    

•  coded  
(MedDRA/IDMP/national indication 
registers/etc) 

Drop down menu 
  
  

QRD template mapping: 

 – who? 
 

MAH in national phase, 
in an online solution  
provided by the MPA 

– how? As today - FASS 

 



PACKAGE LEAFLET 

LABEL TEXT 
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            Standardisation                        
     *table formats  preselected 
     *standard sentences in  
      drop down menu     

Error due to wrong version 
avoided 

IMPROVEMENTS 
FROM TODAY 

USABILITY 
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Dear Santa… 

• PI electronically structured and coded already in the 
european phase of all procedures 

• One EU common tool instead of one for each 
country 

• QRD template in EU agreed xml format 
 

• Thank you! Questions are welcome kim.sherwood@mpa.se 
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