Nicholas Medcalf, J Stem Cell Res Ther 2014, 4:9

O
anng http://dx.doi.org/10.4172/2157-7633.51.007

Conferences

Accelerating Scientific Discovery

3'Y International Conference and Exhibition on

Gell & Gene Therany

October 27-29, 2014 Embassy Suites Las Vegas, USA

Regulation and developmentin cell-based therapeutics: The need for comparability and implications
for new business models

Nicholas Medcalf
Loughborough University, UK

he development and delivery of novel cell-based therapeutic products requires ongoing improvement in methods for

ensuring consistency of quality, safety and efficacy. Issues that must be addressed for cost-effective, regulatory-compliant
supply include the design of suitable control systems, validation of transit arrangements and management of overall costs.
This is especially important for healthcare indications that are of moderate, rather than life-saving value-release where the
margins are more sensitive. The introduction of automation is often cited as a solution to these challenges but investment
choices for process improvement using automation must take place within a whole-operation context if effective automation
is to take place. This presentation examines the current options for production and supply for new cell therapy businesses and
highlights the strengths and weaknesses of these in the light of supply-chain robustness, ease of clinical introduction and cost
of manufacture. Some conclusions are presented about the likely direction of new business models and the technology required
to enable these to be used while satisfying issues of process comparability.
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