
MedDRA license 
• 100% FEE REDUCTION FOR 

SMES3 

Pre-MAA inspections 
• 90% FEE REDUCTION FOR 

SMEs – DEFERRAL OF FEE 
PAYMENT  

MAA1 Evaluation Post Authorisation 

Overview of support provided to medicines 
developers by the European Medicines Agency  

Notes: 
1. Marketing authorisation application. 
2. Advanced therapy medicinal product. 
3. Access to MedDRA through registration to EudraVigilance for 

micro-sized and small companies only. 

    Qualification 

    ATMP2 

    Scientific services 

Regulatory and administrative assistance 

Orphan incentives 

MAA 

• Qualification of 
new 
methodologies 
for 
development 
of medicines  

• Classification of 
ATMPs 

• CERTIFICATION 
OF QUALITY 
AND NON-
CLINICAL DATA 
FOR SMEs 
DEVELOPING 
ATMPs 
 

• CONDITIONAL FEE 
EXEMPTION FOR 
SMEs PROVIDED 
THAT AGENCY’S 
SCIENTIFIC ADVICE 
HAS BEEN 
FOLLOWED – 
DEFERRAL OF FEE 
PAYMENT  

• PROVISION OF 
TRANSLATIONS OF 
PRODUCT 
INFORMATION 
REQUIRED FOR 
GRANT OF 
MARKETING 
AUTHORISATION 

• Including 
compassionate 
use, Art. 58 
applications, 
herbal medicines 

• 90% FEE 
REDUCTIONS 
FOR SMEs 

• FOR SMEs, ASSISTANCE 
PROVIDED BY SME OFFICE 

• Protocol assistance, fee reductions 
and market exclusivity 

    Innovation task force 

Pre Authorisation 

    Scientific advice 

• Parallel 
scientific advice 
with health 
technology 
assessment 
bodies 

• Parallel 
scientific advice 
with US FDA 

• 90% FEE 
REDUCTIONS 
FOR SMEs 

Post-MAA inspections 
• 90% FEE REDUCTION FOR 

SMEs 

i

i

i

i

i

i
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i• Informal meetings 
covering regulatory, 
technical and 
scientific issues 
arising from the 
development of 
innovative medicines, 
new technologies and 
borderline products 

• Recommendation on 
eligibility for scientific 
services for combined 
and borderline 
medicines 

• Complimentary 
service for all 
companies 

Key: 
Available to everyone 
AVAILABLE TO SMEs ONLY 

Post-authorisation i

FEE EXEMPTIONS FOR: 
• EXTENSION OF MAA 
• TYPE-IA, TYPE-IB AND 

TYPE-II VARIATIONS; 
• RENEWAL OF MARKETING 

AUTHORISATION; 
• TRANSFER OF  MARKETING 

AUTHORISATION TO A 
SECOND SME; 

• REFERRAL PROCEDURE 
INITIATED BY THE 
MARKETING 
AUTHORISATION HOLDER 

• ANNUAL FEE 
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http://www.ema.europa.eu/ema/index.jsp?curl=pages/regulation/general/general_content_000049.jsp&mid=WC0b01ac05800229b9
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