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Scientific Advice
- Scientific Advice:

- Strictly confidential
- During any stage of development
- On all aspects of the development

- Quality
- Non-clinical
- Clinical
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Scientific Advice
- Scientific Advice:

- Where no guidance exists (or can be interpreted differently)
- Where deviation from guidance is sought
- Short process 40-70 days
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SAWP: How does it work?

- 2 coordinators from Scientific Advice WP
- Internal and external experts

- Involvement of:
- Committee for Advanced Therapies
- Quality WP
- Biologics WP
- Vaccine WP

- Possibility for Discussion Meeting
- Discussion in SAWP and CHMP
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Recommendations
- The Sc Ad procedure is NOT:

- a pre-evaluation of the dossier to be submitted 

- For getting an approval or assessment of the quality of a product for clinical 
trials => National competences

- Quality of the responses provided is largely dependent upon

- the relevance and quality of the question(s) put

- and the documentation provided to support the Company position
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SA adherence and impact on MAA outcome
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Major objections in MAA

Overall success rate for SMEs 53% vs 78% for all companies
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Joint Scientific – HTA advice
- Health Technology Assessment (reimbursement)

- Early involvement of HTAs
- Important for planning clinical trials 

- Endpoints
- Comparators

- Discussion meeting with SAWP and HTAs
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Innovation Task Force
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Guidelines
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SME office – Regulatory advice

•Direct assistance: 
• Queries dealt with by SME office: e-

mail/telecon 
• Briefing meetings/telecon on regulatory 

strategy 
•Published SME user guide on regulatory 
procedures 
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SME SA – RA
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Fee Reductions for SMEs

90% reduction on :
- scientific advice
- inspections
- scientific services
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Tailoring assistance to SMEs

•SME assignment, public SME register
•regulatory assistance
•Translations of product information
•Facilitate communication

To promote innovation and development of new medicines by SMEs

SME Office:
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Certification of Quality / Non-clinical 
data for ATMP
*Medicines based on genes / cells / tissues



UNIVERSITY GENT-FACULTY OF PHARMACEUTICAL SCIENCES-Laboratory for Pharmaceutical Biotechnology

The role and importance of 
European Scientific-Regulatory 

advice mechanisms – incentives 
for SME’s and academics



20



SA on Quality aspects21

PRIME
- Medicines addressing Unmet Medical Need

- Preliminary data must be available

- Major therapeutic advantage!

- Early 

- appointment of CHMP/CAT rapporteur

- Interaction, SAWP

- Earlier on the market?
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Topics of special interest for SMEs:
-Personalised Medicine

-Biomarkers



Pharmacogenomics
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Biomarkers

• QUALIFICATION OF NOVEL METHODOLOGIES 
FOR DRUG DEVELOPMENT
‣ CHMP Qualification Opinion

̶ public
‣ CHMP Qualification Advice on future protocols and methods 

for further method development towards qualification
̶ confidential

‣ Possibility to apply in parallel to the EMA and FDA
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Pharmacogenomics

• Biomarkers EMA
• pharmaco genomics
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Closing Remarks

• Consult available guidance, procedural and scientific
• Early Scientific advice is strongly encouraged
• Address any regulatory, procedural and administrative questions to SME 

office


