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H.J. Leonhardt 

Bioheart Inc., Sunrise, FL, Anoka Technical College, Anoka, MN, University of Florida, Gainesville, FL, Florida International University, Miami, FL, University of Northern California, Santa Rosa, CA, USA
Autologous immature myoblasts form new contractile muscle in myocardial scar tissue. Over 2000 animal studies have demonstrated both safety and efficacy. Felipe Prosper published that repeated sessions of percutaneous injections of myoblasts provide added benefit to cardiac improvement over one session. Over 300 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. Early on in studies pre-2003 there was a concern with transient arrhythmias that occurred weeks following transplantation. Since the use of temporary amiodarone following transplantation began this concern has subsided greatly. 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.   
Conclusion: Myoblasts are the only cell type that has demonstrated an ability to form contractile muscle in myocardial scar tissue.  
Results from 23 years of animal studies and 11 years of clinical studies demonstrate efficacy with reasonable safety. 

