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Efficacy of Stem cell applications? 

What we learned from clinical trials today!

- Not clear when, what, how and how much. 

- Much debate on efficacy and reliability of the data 
reported.

- No standardization of products and assessments in 
vitro and in vivo.
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Recommendations on imaging modalities in 

cardiac repair: 

Any method chosen to estimate LVEF must be used both for 

baseline as well as follow up 

Any method chosen for a trial should be the one used on all 

patients enrolled 

Change in infarct size should be evaluated by CT or MR. 

256+ CT will probably be the modality of choice in the future but 

CMR is currently the gold standard
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Infarct size
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Diagnosis of myocardial infarction

Primary Angioplasty <12 hours

Echocardiogram EF<45%

BM Aspiration
100mls

Standard care
Repeat 

Angiography

BMMNC
infusion

Study end-point - mortality

Days 3-5

Days 5-8

2 years

3000 patient outcome study

End–point = 25 % reduction 
in death (all cause at 2 years)

STANDARDISATION of cell 
processing technique

BAMI 

protocol



Over 1700 pts in 33 trials 
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Discrepancies vs functional outcome 
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Effect vs discrepancies

CAT-DGTI-GSCN Workshop, Dresden, 11 September 201415



Conclusions

With unselected and selected BMMNC: significant but very limited

effect on Left Ventricular volumes and infarct size.

Very limited effect on mortality reduction; Outcome BAMI trial?

Not enough data on other cell sources yet to make firm 

statements. 

Lack of standardization: product, dosage; application mode; 

assessment of efficacy clinical and preclinical
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Morphology:

Infarct size  MRI LGE

Caduceus: cardiospheres Scipio: cardiac stem cells
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