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“Regulatory Science” gT/A

...Is the science of developing new tools,
standards, and approaches to assess the
safety, efficacy, quality, and performance
of all FDA-regulated products.
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INTERNATIONAL ALLIANCE FOR BIOLOGICAL STANDARDIZATION

3rd IABS Conference on Cell Therapy

Manufacturing & Testing

November 2-3, 2016 -

Confirmed speakers to date:

Session 1

Regulatory developments
A) Perspectives on the development of cell derived medicines
What have we learned from experience with biologicals that will be useful for cell therapy?
What are the major differences between cell therapy products and biotech products?
New developments in regulation for cell therapies and where are the gaps?

B) Registries & banking
What are the key issues from different jurisdictions?

Session 2

Requirements for starting and raw materials
What does a consensus approach to risk assessment and specification of RMs and cells for
manufacturer of cell-based medicines look like?
Identifying mechanisms that enable monitoring of the development of sources of appropriate
materials.

Session 3

Experiences with cell therapies: case studies
What are the key differences between products and what is the impact on characterisation anc
safety testing?

Session 4

Manufacture
Principles of best practice for manufacture and managing and process change (comparability)
and consensus on requirements & novel approaches for in-process monitoring and quality
control.

Session 5

Standardisation and testing for final product
What approaches can be taken to establishing standards?
What are the principles for establishing identity, potency and purity of cell preparations?
What is the role of reference materials?

Session 6

Preservation and shipment
What are the key issues to address in developing preservation, storage and shipment method:
and procedures?

Session 7

Drawing a consensus
What are the key areas of consensus on best practice and areas in need of special attention
and improved regulatory science?

London, UK

Dr Stephen B US Food and D Administration, USA

Dr Johannes Blumers, Paul Ehrlich Institut, Germany

Prof. Julie Daniels, University College of London, United Kingdom

Prof. David Gilham, University of Manchester, United Kingdom

Dr Heki, FIRM, Japan

Dr Bob Honda, Tokyo Electron Europe Ltd, West Sussex, United Kingdom

Dr lan Harris, Pharmaceutical Development & Manufacturing Sciences, Janssen R&D, USA
Dr Johan Hyllner, Cell Therapy Catapult, UK

Dr Ivana Knezevic, World Health Organisation, Switzerland

Prof. Andreas Kurtz, Charite Hospital, Berlin, Germany

Dr Anthony Lubiniecki, Pharmaceutical Development & Manufacturing Sciences, Janssen R&D, USA
Prof. Nick Medcalf, University of Loughborough-EPSRC, United Kingdom

Dr Yoji Sato_ NIH. Japan

Dr Shen, NIST, USA

Prof. Glyn Stacey, National Institute for Biological Stanmdards and Control-MHRA, UK

Dr Bao-Zhu Yuan, Chinese National Institutes for Food and Drug Control

IABS (International Alliance for
Biological Standardization)
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CAGE;% (Cap Analysis of Gene Expression)
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