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Hofer et al., 2015, Nat Rev Drug Discov

Why Scientific Advice?



30.06.2021 | 3
29.06.2021 | Academische geneesmiddel-ontwikkeling 3

EMA’s early development advice service
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Gonzalez-Quevedo et al., 2020, Nat Rev Drug Discov
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Paediatric development

• Applicants can request scientific advice from EMA in preparation of a 
Paediatric Investigation Plan (PIP), which is aimed at ensuring that 
the necessary data are obtained through studies in children, to 
support the authorisation of a medicine for children.

• Free of charge for questions relating to the development of 
paediatric medicines. They can also follow up a PIP with scientific 
advice, for example on combined adult and paediatric development 
in light of the PIP requirements.

https://www.ema.europa.eu/en/human-regulatory/research-development/scientific-advice-protocol-assistance
https://www.ema.europa.eu/en/glossary/scientific-advice
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Scientific Advice (European vs National)

• National advice is an important first contact point, and can be a first step for 
subsequently asking for advice on a European level.

• “Advies op Maat”

Advies bedoeld voor start-ups, kleine ondernemingen en academische groepen. Over het 
algemeen zal het primair betrekking hebben op de farmaceutische of pre-klinische aspecten 
van een geneesmiddel in de vroege ontwikkelfase, fase I klinisch onderzoek, of op de 
ontwikkeling en registratie van een nieuwe toepassing van een bestaand geneesmiddel. 
Verder kan men terecht met vragen over de 'regulatoire routekaart'. Voor advies op maat 
bestaat een mogelijkheid tot een verkennend vooroverleg, voorafgaand aan de eigenlijke 
aanvraag.

https://www.cbg-meb.nl/onderwerpen/hv-wetenschappelijk-en-regulatoir-advies
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STARS: Strengthening training of academia in regulatory sciences & 
supporting regulatory Scientific Advice

• Consortium of 18 European countries represented via their NCA
• 4 associate countries 
• EMA

to reach academic researchers 
very early in the planning of 
relevant grant applications

to strengthen long-term 
regulatory knowledge in 

general by reaching clinical 
scientists during professional 

training and qualification

to improve the direct 
regulatory impact of results 

obtained in academic medical 
research
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STARS – Expected outcomes

Improving 
regulatory 

knowledge & 
success of 
academic 

medical research

White Paper –
STARS 

recommendations

Pilots - improve
support activities

Comprehensive 
Inventory of 

existing support 
activities 

Core & 
Comprehensive

Curriculum

Common Strategy

• Based on a detailed analysis of the established 
programs

• Will be regularly updated 

• The STARS road map 
for the planning and 
implementation of 
support activities/  
training programmes

• Core Curriculum: 
Specifying essential 
knowledge for 
professional training 
of clinical scientists

• Comprehensive 
Curriculum: Defining 
relevant knowledge 
for specific post-
graduate programmes

• Transfer an identified best 
practice example for training 
programmes to other EEA 
countries

• Establish a new support 
activity addressing gaps in 
regulatory knowledge

• Implementing the 
Comprehensive Curriculum

• Overview of the 
current landscape
in the Member 
States framed in 
lessons learned and 
gaps identified 

MEB
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Surveys on the status quo in regulatory training activities in Europe 

Clinical research centers & academic research groups
• Awareness/knowledge about sources of regulatory guidance and support and their usage
• Challenges in regulatory matters for academic researchers
• Training needs
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First Results - Surveys
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Are Academic Applicants applying at EMA for SA?

• In the years 2014-2018 no academic applicant applied 
for SA

• However, academic entities are present at EMA
– But involved in large multinational consortia

– Often combined with industry (e.g. EFPIA)
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Distribution of open-ended answers to the question “what is the most critical gap or 
deficiency in the current regulatory system?”
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Deliverables of the STARS project
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First Results – Comprehensive Inventory

• The CI offers academics list of support activities; search function – expertise 
area / support scope

• The CI was launched end of July: https://www.csa-stars.eu/Inventory-
1721.html

https://www.csa-stars.eu/Inventory-1721.html
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https://www.sciencedirect.com/science/article/pii/S1359644620

304347
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• Pilot I - Transfer of best-practice

• Topic for Pilot I: Short term training in essential 
regulatory knowledge

• Transfer from NCA (NL, CZ) to NCA (HU, IT, AT) 

• 23-26 February 2021

• https://www.csa-stars.eu/Results-Pilot-I-Best-
Practice-Transfer-1754.html
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1st European Stakeholder Workshop of STARS on November 
3rd/4th, 2020, entitled: ”Towards an Improved Strategy for 
Regulatory Support for Academia”

Update on 1st European Stakeholder Workshop

• academic researchers, representatives of national health care systems and 
health ministries, patient representatives, pharmaceutical industry, leading 
academic societies and national and European funding agencies

• view exchange: identify gaps and write preliminary recommendations

• 100 participants

• https://www.csa-stars.eu/First-European-Stakeholder-Workshop-1739.html
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2nd European Stakeholder Workshop of STARS on November 
17th/18th, 2021, entitled: ”Towards an Improved Strategy for 
Regulatory Support for Academia”

The objectives of this second workshop are:

• to present the development and draft of the STARS Common Strategy

• to discuss the document and the recommendations that have been developed so 
far based on STARS activities and the partners expertise

• and to further sharpen the Common Strategy based on Stakeholder’s input during 
the workshop

The workshop is by invitation. In case of interest, please send an e-mail to 
science@cbg-meb.nl.
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Last but not least…

• Make use of the possibilities to go for Scientific Advice for academia. Make also 
use of other support offices at your university/center, such as Technology 
Transfer Offices.

• Difference in “language”. Don’t let it stop you. Important to have the dialogue.

• Education is key to success. 

➢ Drug development starts in the Lab, not when a product gets the interest of 
Big Pharma.

➢ It is not out of reach for academics and SME’s to bring a product to the 
market.
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Any questions?

am.pasmooij@cbg-meb.nl


