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QUALITY BY DESIGN

ATMPKick™:
the efficient EBR system for ATMPs

Founder of the QBD and YEOTY 2019

Consulting & Solution provider in QA, Validation, Regulatory & PM

GD

CELL BY DESIGN

190 employees and offices in 7 countries

A quality-focused process
development roadmap for ATMPs

Two focal points: ATMPs and Medical devices

Solutions for ATMPs companies:

1. Cell by Design {

Software platform & methodology for process development for ATMPs

Antleron
Engineering life

2. ATMPKick
MES for ATMPs (developed with \) neuroplast )

STEM CELL TECHNOLOGY

3. QualityKick
Cloud based and validated Quality Management system (SAAS)
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Immune-oncology Landscape

Allogeneic CAR-T Allogeneic TCR
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Gene Therapy Landscape
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Regenerative Medicine /Advanced Therapies Companies based in Europe/Israel
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Interregional partnership for Smart Specialisation on
PERSONALISED MEDICINE

g Leaders

Led by Flanders (8E), Limburg (NL)
el East-Netherlands (NL), the
partnership engages the participation of

REGIONS AND
MEMBER STATES
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30 TRIALS
IN TOTAL

INCLUDING 19
MULTINATIONAL TRIALS

By product type:
Tissue-Engineered Product: 7 trials
Somatic Cell Therapy Product: 2 trials s

Gene Therapy Product: 16 trials

Chimeric Antigen Receptor
T Cell Therapy: § trials

By phase:
PhaseI: 3
Phase I/II: 9
Phase I : 9
Phase II/IIL : 1
Phase III : 8

1 | Switzeriand

According to respondents, the most important criterian for selecting a clinical trial site and a country is the expertise
and the skills of the clinical centers and healthcare professionals, followed by the speed of approval by regulatory
authorities, and the quality of the review or expertise of the regulatory autharities.
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Approval Times by Country — Overview
N = 26 ATMP Clinical Trials, of which 18 multinational trials
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M < 30Days B 31-60 Days = 61-90 Days 3-6 Months M 6-12 Months B >1 year
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Health Economics &

Market Access
Product Manufacturing . Rteir;lbl'lrsement
strategies

Development .
. Pricing

. Limited comparative
effectiveness data

. Cost effective
scale-up

. QC/Analytical
assays

. Product storage

. Risk-based
approach
| . Relevance of animal

e —— - model(s)
r ) .
. Dose extrapolation

Regulatory Pathway

Uncertain, u)mplex s _l

regulations /

*  Non-conventional { I@ Clinical Development
product development \ /

«  Product-specific P /" +  Trial design and

considerations patient population
selection
. Complex logistic

*  Long term monitoring
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End to end approach

. Access & Commercial
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