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Why Request Scientific Advice?

SA can be requested for any VMP (Directive 2001/82/EC and 
Regulation (EU) 2019/6)

SAWP-V advises applicants on the conduct of various tests and 
trials to demonstrate the quality, safety, and efficacy of medicinal 
products

Advice received is valid throughout EU, irrespective of 
authorisation route

Advice given by the Agency is not binding
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Scientific Advice Process

• When to request?
• Timing
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Scientific Advice Process

• When to request?
• Timing
• Structure of request
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Scientific Advice Content

Questions posed should be as precise 
and clear as possible
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Scientific Advice Review Period

60 or 90 days
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Scientific Advice Case Study 1

May
LOI

July
SAWP-V 

coordinator 
appointed & 

Timetable

October
SA received

June
SA 

request

90



Classified as public by the European Medicines Agency 

Scientific Advice Case Study 2
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Part 3 
Image source: Finance Monthly
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Scientific Advice Fees

Rules for the implementation of Council Regulation (EC) No 297/95 on fees payable to the 
European Medicines Agency and other measures
EMA/MB/52454/2021

<250

Turnover ≤ €50M 
or

Annual Balance 
sheet ≤ €43M 

SME
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Experience of SA as an SME

• Beneficial in product development and dossier 
compilation

• Relevance of timing
• Fee reduction is critical for SME
• Valuable guidance and templates online
• Reach out to SME Office
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