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Outline of topics
• Overview of the Rapporteurs’ appointment and resource impact when changing 

submission date.

• Points for consideration 

• New fee regulation - provisions for pre-submission activities and changes in 
submission dates for MAA 
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Overview of the Rapporteurs’ appointment and 
resource impact when changing submission date

• Following receipt of a Letter of Intent, the Rapporteurship appointment takes place 6-7 
months prior to intended submission date. 

• The Agency has an internal process to identify the best available expertise within the 
network for Rapporteurship appointment by CHMP. This process entails:

◦ Expression of interest by NCAs for Rapporteurship of a product/procedure or for participating as 
part of a Multinational Assessment Team (MNAT).

◦ Appointment of Rapporteurs by CHMP and PRAC, in consultation with the respective chairs, as 
appropriate, including the CAT chair for ATMPs.
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The delay in submissions triggers changes to 
Rapporteurship

Changes in Rapporteurhip for MAAs

• In the last 4 years, the delays in submissions resulted in a 
change of Rapporteurship in 5-8% of the appointments.

• The replacement of Rapporteurs was associated with 
longer delays (av. 19 months, [12-37]) while changes of 
Rapporteur into a MNAT is linked with shorter delays (av. 9 
months, [1-90]).
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* Jan - Aug

2021 2022 2023 2024

Total Rapporteurships 
MAAs per year (n)

210 193 190 171

% Rapporteurship 
changes 

5,7% 5,2% 4,2% 8,2%
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Points for consideration

• Rapporteurs plan and allocate their resources according to the planned submission dates

• The delays have a negative impact on the allocated resources by NCAs for the 
assessment of the MAA. 

• EMA is closely monitoring the impact of delays in submission in Rapporteurship 
appointment.

• If number of changes in Rapporteurship increases, additional measures could be 
considered for certain applications with more than one postponement or with long delays 
such as the automatic release of assigned Rapporteurs or the agreement of the new 
exact proposed submission date with Rapporteur.
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New fee regulation

Provisions for pre-submission activities and changes in submission dates for MAA

The new fee regulation establishes new fees for pre-submission activities from 1.1.2025 
(Annex IV, point 3 of Regulation (EU) 2024/568)

6 Update on Rapporteur appointments

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32024R0568
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New fee regulation 2025

Provisions for pre-submission activities and changes in submission dates for MAA
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The submission of the Letter of intent triggers the fee for pre-submission activities 
(point 3.1, Annex IV, Regulation 2024/568)

The letter of intent establishes the intended submission date for the MAA application. 
This date is the reference for calculation of delays.

Any delay beyond 60 days of the intended submission date declared in the Letter of 
intent will trigger the fee for ‘changes in the intended submission date’ (point 3.2, 
Annex IV, regulation 2027/568).

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32024R0568
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Thank you for your kind attention
alberto.ganan@ema.europa.eu

Follow us

https://www.linkedin.com/company/european-medicines-agency/
https://twitter.com/EMA_News
https://www.youtube.com/user/emainfo
https://www.instagram.com/accounts/login/?next=/one_healthenv_eu/
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Join at slido.com #Sub25

Send your questions*
*Questions asked by raising the hand will 
be prioritised

9 Joint HMA/EMA multi-stakeholder workshop on submission predictability
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Slido questions for industry
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Coffee break
We're back in 15’

Join at slido.com 

#Sub25
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