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Article 8.2 
• Orphan regulation provides incentives for the research, development and placing 

on the market of designated orphan medicinal products 
 

– 10 year period of market exclusivity is very valuable to companies 
 

• Little known and barely used provision in the orphan regulation that allows for the 
period of market exclusivity to be reduced to six years 
 

• Called ‘Article 8.2’, where:  
 

• ‘Regulation provides that this period may be reduced to six years if, at the end of 
the fifth year, it is established, in respect of the medicinal product concerned, that 
the designation criteria laid down in Article 3 are no longer met, inter alia, where it 
is shown on the basis of available evidence that the product is sufficiently 
profitable not to justify maintenance of market exclusivity’ 
 

• There is a specific EC guideline on triggering Article 8.2 
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Article 8.2 
• The procedure of Article 8(2) is triggered by information received from a Member 

State (MS) relating to a specific designation of an orphan medicinal product 
 

• The procedure is not intended to be systematic for all orphan designated products 
 

• Member States should only inform the European Medicines Agency if they have 
sufficient indications suggesting that the designation criteria are no longer met 
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Article 8.2 
• The MS should provide the rationale for its doubts and include appropriate data 

justifying why at least one of the original designation criteria of the orphan medicinal 
product concerned may no longer be met 
 

• Assessment is carried out within the EMA by the Committee on Orphan Medicinal 
Products (COMP) 
 

• COMP will provide an opinion as to whether the market exclusivity should be 
maintained or reduced 
 

• First step: If the initial designation criteria are still met, COMP will adopt an opinion 
recommending that the period of market exclusivity is not reduced 
 

• Second step: If the original criteria are no longer met, COMP will review the other 
designation criteria of Article 3(1) 

 
– where the initial designation was based on prevalence, COMP will assess the 

return on investment of the product – profitability  
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Article 8.2 
• If the available evidence is insufficient to establish with reasonable confidence 

whether or not the designation criteria continue to be met, COMP will recommend 
that the period of market exclusivity is not reduced 
 

• The Commission will take a decision on whether market exclusivity is to be 
maintained or reduced, on the basis of the opinion of COMP 
 
 
 
 
 

Only one example 

• At the request of the UK, the COMP reviewed 
the criteria for orphan designation for Plenadren 

• The COMP looked at the seriousness and 
prevalence of the condition and the existence of 
other methods of treatment, and whether the 
medicine is of significant benefit to patients with 
adrenal insufficiency 

• Recommendation to maintain the period of 
market exclusivity at 10 years 
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COMP paper on defining the orphan condition 
• Discusses challenging areas 

when delineating an orphan 
condition 
 

• Four main sections: 
– Symptoms of a disease 
– Subsetting - severity/ stages 

and biomarkers 
– Iatrogenic and adverse 

reactions to a medicinal 
product 

– Treatment modalities  
 

• Provides an at-a-glance chart of 
available guidance 
 
 • Explains COMP decisions in the context of the EU orphan drug regulation and 
provides some discussion points to help future sponsors  



7 

EC activities 
• Regulation (EC) No 847/2000 

provides a definition of 'similar 
medicinal products' for the 
purposes of the application of the 
incentives provided under the 
Regulation 
 

• Due to major developments in the 
field of biological medicines and 
technical progress including 
advanced therapy medicinal 
products (ATMPs), the definitions 
required adaption 
 

• Two new documents released by 
the EC in May 2018 to reflect 
changing science 
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EMA activities 
• An overview of the EU’s orphan 

designation programme provided in a 
infographic  → 
 

• Questions and answers document 
addresses some common 
misunderstandings    ↓ 
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Thank you 
 
 
  

Dan O’Connor : daniel.oconnor@mhra.gov.uk 
 

mailto:daniel.oconnor@mhra.gov.uk
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copyright protection. We control the copyright to our work (which includes all 
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