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What is the problem? 

In 2015, EMA recognized that there is severe heterogeneity in the way 
allergen products are regulated in the EU 
 
 
Allergen products, both for diagnosis and therapy, are authorised and 
distributed based on different legal backgrounds 
 
 
PhV requirements and database entries according to Article 57 could not 
be followed for allergen products 
 
 
 
 
 
 



Allergen Working Group  

“CMDh Drafting Group on harmonisation of regulatory 
approaches for allergens“ - Kick off Meeting: Febbraio 2016 
           
       
 

 
 
 
 

Scope: “to investigate options to harmonize the regulatory 
situation for allergen products”  

 
 
 
 



Survey 

1° step: Questionnaire regarding the national approaches 
 
 If there are national MAs in your country, how is the marketing regulated?  

 Are there Named Patient Products (NPPs) on the market in your country? 
If yes, please explain how they are regulated.   

 Are there differences in the regulation of  

allergens for diagnosis versus allergens for therapy? 

 … 
 
 
 
 
 



Key results from the CMDh situation analysis 

17 Member States replied to the questionnaire 

Authorisation status of allergen products in the Member States 
in the European Union is heterogeneous 

 
 Allergens are mostly available as NPPs 

 No agreed definition on applicability of NPP classification 

 National MAs are comparatively old and grouped under a single MA 
(Umbrella licenses) 

 Unplublished survey for the CMD-h Drafting group on harmonisation of the regulatory approaches for allergens 



Key results from the CMDh situation analysis 

Lack of harmonisation allows widespread treatment with products of 
low quality and/or unknown efficacy 

 
 

Most Member States do not have comprehensive information for 
these products 

 
 

   Guidance/distinction is required 
 



Different models developed  



Draft CMDh-Guideline 

Fine consultazione pubblica  
         30 agosto 2019 



Some key aspects discussed in the guideline 
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Public consultation: received comments  

• Implementation and transition periods 

• Adequate bridging data 

• Grouped marketing dossiers 

• Well-established use application for diagnostics 

•  Definition of “less common and rare”  

• Annex review 



Next steps 

• Presentation of the results and CMDh response 
to the comments at CMDh Plenary  
 
• Joint meeting RIWP and CMDh drafting group 
 
• Presentation to the stakeholders of the update 
guideline 
 

 



CHMP Guideline – Concept paper 



Next steps 

• Presentation of the results and CMDh response 
to the comments at CMDh Plenary  
 
• Joint meeting RIWP and CMDh drafting group 
 
• Presentation to the stakeholders of the update 
guideline 
 

 



    Grazie per l’attenzione 
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