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Study title:
Pilot study investigating the effect of intra-coronary and intra-myocardial application of enriched CD133pos autologous bone marrow derived stem cells for improving left ventricular function in chronic ischemic cardiomyopathy
Special characteristics of AlsterMACS (2009-013103-63) study:

1. Recruitment of patients with chronic heart disease
2. Transplantation of CD133pos. cell population of human bone marrow (not just bone marrow nuclear cells – BMNC) 
3. Comparison of two different cell transfer routes (ic = intra-coronary cell infusion vs. im = intra-myocardial cell injection)
Beforehand, a sample size estimation resulted in the establishment of two groups (32 patients each; total 64 patients). These group sizes were necessary to get statistically significant data especially as far as the comparison mentioned in section 3. (see above) is concerned.
Unfortunately, the study had to be cancelled after the recruitment of less than 16% ( 5 pts.) in each group of patients (see Tab. CD133 cell transplant).
The reasons for the termination of the AlsterMACS study were as follows:

a) The amount of 133pos. cells isolated from the bone marrow of each respective patient showed significant fluctuation (see Tab. CD133 cell transplant).
Tab. CD133 cell transplant
	patient ID
	randomised for
*ic / im
	total number of transplanted CD133+ stem cells

	
	
	

	ID 1
	ic
	720.000

	ID 2
	im
	850.000

	ID 3
	im
	600.000

	ID 4
	ic
	240.000

	ID 5
	ic
	250.000

	ID 6
	im
	500.000

	ID 7
	im
	350.000

	ID 8
	ic
	610.000

	ID 9
	im
	80.000

	ID 10
	ic
	1.030.000

	
	
	


     (*ic = intra-coronary cell infusion vs. im = intra-myocardial cell injection)
b) After starting the AlsterMACS study within a time period of two years only 10 patients could be recruited. Five Patients could be randomized into the intra-myocardial treatment group and another 5 patients were randomized into the intra-coronary treatment group. Six patients were treated in 2012 and 4 patients in 2013.
Such a low recruitment rate would have resulted in an inacceptable study duration of more than 10 years.

c) Due to a change of staff in the Dept. of Transfusion Medicine of the University Hospital Hamburg Eppendorf and the connected internal restructuring process (changes in personnel responsibility) transplants could not be manufactured as contractually stipulated.
d) The principal Investigator Prof. Dr. Martin Bergmann (MD, PhD) left the Asklepios Klinik St. Georg in 2014. A successor, who would have been able to carry out the mapping procedure and cell injection could not be found.

