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Aim of the Workshop

2nd European 
Stakeholder 
Workshop

Nov 2021

To present the STARS activities and draft of 
the STARS Common Strategy

Dialogue between clinical researchers and 
experts from the innovation and health care 
environment to further improve the 
knowledge and success of academic driven 
health research

To discuss the recommendations that have 
been developed so far based STARS activities 
with the stakeholders’ expertise and to 
further elaborate the recommendations
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The STARS Common Strategy

What is the Common Strategy?
Strategic document with recommendations to 
improve the regulatory knowledge, awareness and 
skills of academia

What does it include?
Recommendations based on survey data, evaluation
of pilots, input from stakeholders

To whom adressed?
European Commission, stakeholder in Europe and 
member states, e.g. ministries, policy maker, funders, 
academia, NCAs and public
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STARS Common Strategy Confidential
Stakeholder Draft - pre workshop
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→ Currently 21 recommendations (page 29-34)

→ Six strategic areas
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Common Strategy – Timeline

January – March 2021
• Kick-off initial writing

phase with core writing
group (agreement on 
structure, chapter leads, 
responsiblities and 
partner contributions, 
with endorsement of 
consortium)

March – August 2021: 
• V1 (core writing group

plus partner contribution)
• Input consortium and 

advisory board

August – October 2021:
• Further progress in 

writing v2
• Review of comments from 

consortium and advisory 
board

October 2021:
• Circulation of 

stakeholder‘s version = 
clean draft for workshop
participants

November 2021– February
2022:
• Evaluation of 

stakeholder‘s input at 
workshop

• Debriefing with STARS 
Consortium (Dec 6th)

March/April 2022:
• Professional 

editing/layout

May 2022:
• Launch of Common 

Strategy at STARS global 
conference

Version 0 Version 2 Version 3 =
stakeholder‘s version

Version 4 prefinal final

2nd EU 
stakeholder
workshop

Version 1 

Your further written input is 
welcome until mid of 
December to
CoordinationSTARS@bfarm.de

mailto:CoordinationSTARS@bfarm.de
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Breakout Sessions in the Afternoon

• Each group: discussion of 5 recommendations
• Use of Slido polls
• You will be automatically assigned into the 

breakout room 
• Click “join now” to be placed into the Breakout 

session that you are automatically assigned to
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Agenda Tomorrow
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Back up slides
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STARS Surveys
Data Basis for STARS Activities 

Academic Research 
Groups

Clinical Research
Centres

Funding Bodies NCAs

Invited 795 110 52 23

No reponse 2% 5% 2% 5%

Partial response 335 (42%) 16 (15%) 11 (21%) 0

Full response 449 (56%) 88 (80%) 40 (77%) 21 (95%)

Kallio et al., manuscript in preparation
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STARS Surveys
Data Basis for STARS Activities 

I) Clinical research centres & academic research groups
• Awareness/knowledge about sources of regulatory guidance and support and their usage
• Challenges in regulatory matters for academic researchers
• Training needs

II) Funding bodies
• Requirements for project submission, consideration of regulatory aspects
• Contact with regulatory authorities
• Characterization of advice sought and funding organization experiences, coverage of costs for Scientific Advice
• Enablers and barriers in the linkage between academia and regulators

III) Regulatory Agencies in EU
• Preparedness of academic and non-industry researchers requesting Scientific Advice
• Experience with academic and non-industry developers and theirs problems when applying for Scientific Advice
• Regulatory training and regulatory support in the different EU member states.
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STARS Surveys
Example 1 – Topics why reaching out to regulatory guidance/support

Clinical Centres Survey: 
In which of the following topics the health researchers of your organization have contacted your unit and inquired 
about regulatory guidance/support, and how often this has happened? 

Conclusion
➢ “General matters” is one of the major topics for a researcher to contact the on-site clinical center
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STARS Surveys
Example 2

Academic Research Groups Survey 
Which of the following procedures and support offerings typically provided by the National Regulatory Agency you 
and/or your research group is aware of, and how many times has the group has used them during 2014-2018? 

Conclusion
➢ Frist column: no awareness (e.g. 51,22% are not aware of innovation meeting)
➢ Second column: aware of the procedure, but are not aware of the added value
➢ 10 % do not consider innovation meetings as relevant - although that would be the right format
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Comprehensive Inventory (CI)
How we got there

Aim of the Comprehensive Inventory
• To provide a list of various support services provided by national competent authorities, public actors and 

private entities
• To assist European academic drug developers in finding support on regulatory affairs
• The CI is a living document
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Pilot I - Evaluation
Pre-course and after-course surveys

Have you ever
contacted your national 

authority or EMA?

Yes: 40%
No: 60%

How would you rate 
your current level of 

regulatory knowledge?
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Pilot I - Evaluation
Pre-course and after-course surveys
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Pilot I - Evaluation
Pre-course and after-course surveys


