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form mature capillaries," he explained in his presentation. "The formation of new vessels also requires the presence of extracellular matrix, 
smooth muscle cells, and growth factors. The addition of mesenchymal stem cells will provide the skeleton to develop mature capillaries." 

Dr. Lasala conducted a nonrandomized prospective study of 10 patients with coronary ischemia to assess the safety and feasibility of an 
intracoronary infusion containing autologous bone marrow-derived mononuclear cells and mesenchymal stem cells (7.5 x 106 of each cell 
type). 

Based on his experience, the therapy appears both safe and feasible, reported Dr. Lasala. While efficacy was not an endpoint of the study, 
several measures were favorable. Ejection fraction and ischemic score were both better at 6 months compared to baseline, although the 
improvement in ejection fraction was not statistically significant (table 2). 

Table 2. Efficacy of Cell Therapy 

Baseline 6 Months PValue 

Mean Ejection 
Fraction 

37.9% 43.1% 0.382 

Mean Ischem ic 
Score 

7.1 3.7 0.014 

Quallty-of-life scores were also hIgher at 6-month follow-up (figure 2). 

Placebo Effect Could Be Crucial 

During a moderated discussion follOWing Thursday's sessions, a cautionary tale was told by Gary L. Schaer, MD, of Rush University Medical 
Center (Chicago, IL), who also presented data that afternoon. 

"It's important to be cautious [without a sham control group]. As a clinician I'm sure that you're seeing these people in the office during follow 
-up and they're telling you how dramatically improved their quality of life is," Dr. Schaer said. "But I think all of us have [evaluated} patients in 
various placebo-controlled studies where you see dramatic improvements and lives transformed. And then we finally get the results and [find 
out that} they ended up getting a placebo." 

"The power of the placebo effect in these studies is huge, and it makes it really hard to show a significant improvement over that background 
[noise]," he concluded. 
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