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Developing cell therapy products for commercial use

Kristin Comella
Bioheart Inc., USA

Developing a cell therapy product for commercial use is a novel and complicated process. Determining the appropriate
infrastructure for each stage of product development and testing can be crucial to taking the product to the clinic.
Establishing appropriate timelines and meeting budgets demands can be a challenge for start-up companies with limited funding.
This session will discuss the Bioheart experience in taking cell therapy products to the clinic and the challenges to ensure patient
safety and financial security in the path the commercialization.

Autologous immature myoblasts form new contractile muscle in myocardial scar tissue. Over 2000 animal studies have
demonstrated both safety and efficacy. Over 400 patients have enrolled in myoblast transplantation for heart repair clinical trials
since June of 2000. Catheter delivery studies began in May of 2001. 94% of treated patients have improved in heart failure
class while only 6% have worsened. 84% of treated patients exhibited improvements in measurable parameters such as exercise
capacity testing while only 16% have worsened. LVEF at exercise measured by dobutamine stress echo has shown cell treated
patients with 15% improvement. Phase II/III randomized double blinded placebo controlled studies are on-going. Interim results
were shared demonstrating that cell treated patients improved 91.7 meters in exercise capacity testing while placebo patients on
optimal CHF drugs declined 4 meters. Results from 23 years of animal studies and 11 years of clinical studies demonstrate efficacy
with reasonable safety.
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