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Å Contribution of academia in drug discovery & 
development is increasing

Å Especially in the field of advanced therapies

Å No EU academic drug marketing authorization holder 
till now

Kinchet al, 2020

De Wilde et al, 2016

Academic Drug Development

Sponsor variations in clinical gene- and cell-based therapy development
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CSA-STARS: Strengthening Training of Academia in Regulatory Sciences 
& Supporting Regulatory Scientific Advice

Å Consortium of 21 partners from 18 European 
countries represented via their NCA & EMA (plus 4 
associated partners) and DLR-PT

Å Funding by European Commission

Å Project period: January 2019 ςJune 2022

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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Interactions with Stakeholders ςCommunication is Key!

WP1: Project Management

WP2: Surveys and Inventory

WP3: Curricula and Strategy

WP4: Pilots

WP5: Recommendations

WP6: Communication and Dissemination

Funders

Europe + MS

Funders

Europe + MS

Academia

Europe + MS

Academia

Europe + MS

Industry

Europe + MS

Industry

Europe + MS

Patients

Europe + MS

Patients

Europe + MS
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The STARS Road so farΧ

STARS Kick-Off 
Meeting

Jan 2019

STARS Surveys
ÅAcademia
ÅFunders
ÅNCAs/EMA

Jun-Sep 2019

Launch of 
Comprehensive 
Inventory v1

Sep 2020

White Paper
ÅAnalysis of 

gaps and 
recomm.

1st European 
Stakeholder 
Workshop

Nov 2020

STARS Pilots
ÅBest Practice
Å IdentifiedGap
ÅCurriculum

Core & 
Comprehensive 
Curriculum

Draft of 
Common 
Strategy



18.03.2022| 7
MEB Science Day| Feb 17th, 2022 7

Mind the (Knowledge) Gap

A lot of support activities already exist:
ÅNational level: Scientific Advice, Innovation Offices
Å9¦ ƭŜǾŜƭΥ 9a!Ωǎ ŜŀǊƭȅ ŘŜǾŜƭƻǇƳŜƴǘ ŀƴŘ ŀŘǾƛŎŜ ǎŜǊǾƛŎŜǎ όLƴƴƻǾŀǘƛƻƴ ¢ŀǎƪ CƻǊŎŜΣ twLa9 ǎŎƘŜƳŜΣ 

Scientific Advice, etc.)
ÅEU Innovation Network

Kallio et al., manuscriptin preparation
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Challenges in academia

Å Communicationwith regulators: poor, high-bar, different 
άƭŀƴƎǳŀƎŜέ

Å Poor awarenessof regulatory guidance and support 

Å Lack of general regulatory knowledge

Å Lack of knowledgeon development & methodology in 
academia (e.g. Clinical Trial Application)

Å Time: difficulties to ask the right questions at the right time

Å Complexityof the regulatory process

Kallio et al., manuscriptin preparation
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Working Programme, Project Outcomes and Impact

Improving 
regulatory 

knowledge & 
success of 
academic 

medical research

Comprehensive 
Inventory of 

existing support 
activities

Pilots - improve 
support activities

White Paper ς
STARS 

recommendations

Core & 
Comprehensive 

Curriculum

Common Strategy
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Comprehensive Inventory (CI)
Comprehensive overview of support services for regulatory activities 

Directsupport for clinicalresearcher!
Visitour website:
https://www.csa-stars.eu/Inventory-1721.html
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STARS White Paper & 1st Stakeholder Workshop
Communication & Interaction Framework and its Gaps

Starokozhko et al, Drug Discovery Today, 2021

Groups:

Academia

FundingBodies

Regulators

Aim:

Exchangewith the research 
community and important 
stakeholders on how to change the 
mindset

Major outcomes:

Å Bridging the language gap
Å Bidirectional communication
Å Continuous regulatory training

Industry

Patients
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STARS Pilots

Pilot I: Transfer of an identified best practice example to (an) other EEA 
member states

Pilot II: Addressing gaps ςinitiation of a novel support activity for improving 
success on regulatory Scientific Advice

Pilot III: Implementing the Comprehensive Curriculum

Transfer basic 
regulatory 
knowledge

Improve 
communication

Sustainable 
level of 
regulatory 
knowledge
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STARS survey data:
ÅPoor awareness of regulatory support tools
ÅDifficulty in reaching sufficient level of regulatory knowledge (with attention to CTA)

Pilot I
Transfer of an identified best practice example 

Topics of the online course:
Å Regulatory system and framework
Å Essential regulatory knowledge in drug 

development
Å Specific Regulatory Knowledge for Advanced 

Therapy Medicinal Products (ATMPs)


