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Proposal for a Regulation of the European Parliament  

and of the Council on fees and charges payable to the 

European Medicines Agency

- Presentation of the adjustments within the Targeted Approach and 

the General Approach
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Bakground

• The Member States have 
expressed support for a targeted 
approach for the procedures listed 
to the right, as well as a general 
adjustment for all procedures.

• A request for new fees and 
remunerations has been sent out 
to delegates.

• Based on the proposals received, 
the presidency has calculated new 
fees and remunerations.
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The proposals for new remunerations that has been
considered

• The majority of delegates have sent in the 
similar suggestions for adjustments.

• The presidency has therefore based the 
calculations for new fees and remuneration on 
those suggestions.

• A general increase with a so-called
sustainability factor of 20% has been made for 
the remunerations to NCAs for all procedures
outside the Targeted Approach (TA)

• For the procedures within the TA, the 
remunerations to the left have been
considered.

• The part to EMA is adjusted for inflation only.
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• Additional adjustments:

• An increase with 20% has been made for Generics.

• The Presidency is reflecting on the possibility to clarify that the same approach as the current

system for inspections should apply, in which several fees per inspection can be charged.



Calculations for the general approach
• For any given procedure outside the TA the fees and remunerations

is given by:

• 𝐸𝑀𝐴 𝑓𝑒𝑒 = 𝑃𝑎𝑟𝑡 𝑡𝑜 𝐸𝑀𝐴 + 𝑅𝑒𝑚𝑢𝑛𝑒𝑟𝑎𝑡𝑖𝑜𝑛 𝑡𝑜 𝑁𝐶𝐴𝑠

• 𝑃𝑎𝑟𝑡 𝑡𝑜 𝐸𝑀𝐴 = 𝐹𝑒𝑒 𝑝𝑒𝑟 𝐶𝑜𝑚𝑚𝑖𝑠𝑠𝑖𝑜𝑛 𝑟𝑒𝑝𝑜𝑟𝑡 ∗ 1 − 1,2% 2 ∗
1 + 5,3% ∗ (1 + 10,4%)

• 𝑅𝑒𝑚𝑢𝑛𝑒𝑟𝑎𝑡𝑖𝑜𝑛 𝑡𝑜 𝑁𝐶𝐴𝑠 = 𝐹𝑒𝑒 𝑝𝑒𝑟 𝐶𝑜𝑚𝑚𝑖𝑠𝑠𝑖𝑜𝑛 𝑟𝑒𝑝𝑜𝑟𝑡 ∗ (20%)
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New fees and remunerations for TA
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Percentage increase remuneration from 
Commission’s proposal 13/12/22

EMA fee Rapp Co-rapp 

44% 94% 94%

41% 107% 107%

33% 83% 83%

65% 196%

76% 119% 119%

32% 49%

22% 56% 56%

21% 28%

92% 118% 155%

52% 63% 83%

56% 49% 144%

56% 49% 144%

Percentage increase remuneration from 
Commission’s proposal adjusted for 

inflation

EMA fee Rapp Co-rapp 

27% 71% 71%

24% 82% 82%

18% 62% 62%

46% 161%

55% 93% 93%

16% 31%

8% 38% 38%

6% 13%

69% 92% 125%

34% 44% 61%

38% 32% 115%

38% 32% 115%



Difference between COM proposal and 

compromise text
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The proposals for 1.1.2, 1.1.4, 1.1.5 and 1.1.6 were calculated based on the suggestions by delegations under the assumption of one 

fee per site. The Presidency is, however, reflecting on the possibility to clarify that the same approach as the current system should 

apply, in which several fees per inspection can be charged, and how to recalculate the fees.


