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Academic Drug Development

NIH-funded inventors and founders
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Drug Development From Lab to Patient
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CSASTARSsSrrengthening Training oAcademia inRegulatory Sciences
& Supporting Regulatorycientific Advice

A Consortium of 21 partners from 18 European
countries represented via their NCA & EMA (plus 4
associated partners) and DIER

0 EUROPEAN MEDICINES AGENCY

SCIERCE MEDMCIMES HEALTH

A Funding by European Commission

A Project period: January 20XJune 2022

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

to improve the direct
regulatory impact of results to strengthen longterm
obtained in academic medical regu|atory know|edge in
research general by reaching clinical
scientists during professional
training and qualification
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Interactionswith StakeholdersgCommunicationis Key!

Academia

‘ WP1: Project Management
Europe + MS

‘ WP2: Surveys and Inventory

Funders

Europe + MS \

oy STARS

REGULATORY

, SCIENCE

‘ WP3: Curricula and Strategy

Industry
Europe + MS

Patients

‘ WP6: Communication and Disseminatic
Europe + MS
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STARS Kieff
Meeting

Jan 2019

Launch of
Comprehensive
Inventory v1

Sep 2020

STARS Surveys
A Academia

A Funders

A NCAs/EMA

JunSep 2019
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The STARS Road fsoX

White Paper
A Analysis of
gaps and
recomm

1st European
Stakeholder
Workshop

Nov 2020

STARS Pilots
A Best Practice
A ldentifiedGap
A Curriculum

Core &
Comprehensive
Curriculum

Draft of
Common
Strategy
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Mind the (Knowledge) Gap

A lot of support activities already exist:
A National level: Scientific Advice, Innovation Offices

Aol fSOSfY 9al Qa SIENIée& RSOSt2LIVSYyl

Scientific Advice, etc.)
A EU Innovation Network

Research groups Awareness about NCAS' support types Research centers

Website guidelines andtools

Scientific advice
Presubmission meeting for clinicalstudy

Innovation meeting

!

Pipeline / portfolio meeting
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Researchgroups Awereness about EMA’s support types Research centers
Website guidelines andtools
Scientific advice
Protocol assistance
Qualification advice
Innovationtask force meeting
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Kallio et al.manuscriptin preparation
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Challenges in academia

Lack of interaction / communication _
A Communicatiorwith regulators: poor, higiar, different kot knowiece awarene::  —
d f I- y 3 dZI 3 S é Complexity of the processes / regulations F
Time issues / slow process F
A Poorawarenesf regulatory guidance and support High acministrative burden / bureaucrocy  EEG——————
Poor / limited availability of support r
A Lack of general regulatoknowledge ackf speiicsppor e | —
High cost / lack of financial support
H ack of regulatory harmonisation h
A Lack oknowledgeon development & methodology in et -
. . . . - GDPR issues
academia (e.g. Clinical Trial Application) -

10 15 20 25 (%)

o
w

A Time difficulties to ask the right questions at the right time

A Complexityof the regulatory process

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

White Paperg
STARS
recommendations

Core &
Comprehensive
Curriculum

Pilots- improve
support activities

Improving
Comprehensive regulatory
Inventory of knowledge &
existing support success of
activities academic
medical research

Common Strateg
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The STARS Road fsoX

STARS KieRff Launch of 1st European Core &
Meeting Comprehensive Stakeholder Comprehensive

Inventory v1 Workshop Curriculum

Jan 2019 Sep 2020 Nov 2020

STARS Surveys White Paper STARS Pilots Draft of
A Academia A Analysis of A Best Practice Common
A Funders gaps and A 1dentifiedGap Strategy

A NCAS/EMA recomm A Curriculum

JunSep 2019
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Comprehensive Inventory (ClI)
@ Listing )y Expertise Area (-] @ Listing & ' Support Scope
Country Provider Expertise , Provider
Type Details Country Provider Support ,  Provider . . .
Type Activity Details p p
- S ——— . Directsupport for clinicalresearchef
Authority Portugal Public Actor Assistance in £ 2CA-Braga Ar=f b H
il Visitour website
Belgium Public Actor ATMPs £ Antwerp University applicati
pplication
Hospia https://www. rs.eu/lnventoryl721.html
Spain National Competent Assistance in £ AEMPS tt S . . Csa-Sta S . e u e to . t
France Public Actor ATMPs & AP-HP Authority clinical trial
) o application
Germany Public Actor ATMPs £ Association for
Applied Human Belgium Public Actor Assistance in £ Antwerp University
Pharmacology clinical trial Hospital
application
Austria National Competent ~ ATMPs £ BASG / AGES
Authority France Public Actor Assistance in 2 AP-HP
clinical trial
France Public Actor ATMPs £ CHU Amiens Picardie application
Spain Public Actor ATMPs L CIBER Germany Public Actor Assistance in £ Association for Applied
Switzerland Public Actor ATMPs £ Clinical Trails Center dlmﬁal :.”al Human Pharmacology o
Zurich application
Germany Public Actor ATMPs £ Clinical Trial Centre Austria :j‘t[&r:«iatlyCOmpetent ?I?;:ij:;zlm L BASG/AGES
Leipzig application
Europe Public Actor ATMPs L Cof)rfilnatlgn Centre Germany National Competent Assistance in £ BfArM
for Clinical Trials (KKS) Authority clinical trial -
Heidelberg application
Germany Public Actor ATMPs L CO?"_dmat"?n Centre Ireland Public Actor Assistance in £ Cancer Trials Ireland
for Clinical Trials (KKS) clinical trial
Heidelberg application
) ) . |
Czech Republic  Public Actor ATMPs £ Czech Clinical Germany Public Actor Assistance in 2 Center for Clinical
Research Infrastructure clinical trial Trials Tuebingen
Nework applcation omprehensive Invento
Europe Public Actor ATMPs & EATRIS France Public Actor Assistance in & CHU Amiens Picardie
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The STARS Road fsoX

STARS KieRff Launch of 1st European Core &
Meeting Comprehensive Stakeholder Comprehensive

Inventory v1 Workshop Curriculum

Jan 2019 Sep 2020 Nov 2020

STARS Surveys White Paper STARS Pilots Draft of
A Academia A Analysis of A Best Practice Common
A Funders gaps and A ldentifiedGap Strategy

A NCAS/EMA recomm A Curriculum

JunSep 2019
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STARS White Paper & 1st Stakeholder Workshop
Communication & Interaction Framework anslGaps

Drug Discovery Today

) Volume 26, Issue 2, February 2021, Pages 283-288

ELSEVIER

Feature

Strengthening regulatory science in academia:
STARS, an EU initiative to bridge the translational

g2p

Viktoriia Starokozhko 1+ 2, Marko Kallio 2, Asa Kumlin Howell , Anna Mikinen Salmi#, Gunilla Andrew-Nielsen 4, M.
Goldammer®, Manja Burggrafr’, Wiebke Lébker 7, Anne Béhmer, Eleonora Agricola 8 Corinne S. de Vries %, Anna
M.G. Pasmooij L, Peter G.M. Mol 1+ 2 2 &, on behalf of the STARS consortium

Show more -

X3

Awareness 4 Awareness 43

Knowledge Knowledge
Attitude Attitude

Behaviour * Behaviour

&

Regulators

Academia Effect

+ Website * Academia « Improved drug.

+ Scientific Advice - University development
+ Qualification medicol centres programs and
Advice - University number of drug

* Courses/ h:::::h
institutes

approvals
= Improve results
implementation

webinars
* Innovation Task

Force meetings - Individuel * Improved public
+ Third party researchers and regulatory
o identified gaps SUppOTT impact
et Funding * Improved use of
ﬁ STARS impact drugs

bodies

NCAs: national competent authorities; EMA: European Medicines Agency
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Groups:
© Academia
@ FundingBodies

. Regulators

@ ndustry
Patients

Aim:
Exchangewith the research
community andimportant

stakeholderson how to change the
mindset

Major outcomes:

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

Starokozhko et al, Drug Discovery Today, 2|
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The STARS Road fsoX

STARS KieRff Launch of 1st European Core &
Meeting Comprehensive Stakeholder Comprehensive

Inventory v1 Workshop Curriculum

Jan 2019 Sep 2020 Nov 2020

STARS Surveys White Paper STARS Pilots Draft of
A Academia A Analysis of A Best Practice Common
A Funders gaps and A IdentifiedGap Strategy

A NCAS/EMA recomm A Curriculum

JunSep 2019
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STARS Pilots

Transfer basic
regulatory
knowledge

] : ] . . ] : [ —
success on regulatory Scientific Advice communication

Pilot I: Transfer of an identifiethest practice examplé¢o (an) other EEA
member states

Sustainable
Pilot Ill:Implementing the Comprehensive Curriculum level of

regulatory

knowledge
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Pilot |
Transfer of an identified best practice example

STARS survey data:
A Poor awareness of regulatory support tools
A Difficulty in reaching sufficient level of regulatory knowledge (with attention to CTA)

Topics of the online course:

A Regulatory system and framework

A Essential regulatory knowledge in drug
development

A Specific Regulatory Knowledge for Advanced
Therapy Medicinal Products (ATMPS)
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