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Clinical development of multistem® for treatment of CNS injury and disease
Robert W. Mays
Athersys Inc., USA

Athersys, Inc. is developing MultiStem®, a proprietary adult stem cell product, for the treatment of multiple disease indications. 
Athersys has undertaken extensive safety profiling of MultiStem in pre-clinical animal studies. Athersys has developed a 

clinical manufacturing platform for MultiStem and has filed and received authorization of Investigational New Drug (IND) 
applications for using MultiStem in 4 different indications including: Acute Myocardial Infarction (AMI), prophylaxis against 
graft vs. host disease (GVHD) and in treatment of ulcerative colitis in an ongoing Phase II study with Pfizer. 

Athersys and collaborators have performed focused pre-clinical animal studies to address the mechanisms of action through 
which MultiStem provides benefit in models of ischemic stroke and other models of CNS injury and disease. Comparative 
microarray analysis of RNA isolated from the infarct region of stroke injured rats receiving cells vs. placebo indicates that cell 
treated animals have a statistically significant decrease in the expression pattern of transcripts associated with infiltrating activated 
immune cells. From these data, and similar data we have published testing MultiStem in models of traumatic brain injury and 
spinal cord injury, we hypothesize systemic administration of MultiStem provides protection to "at risk" neuronal tissues by 
slowing/halting the acute inflammatory response and mobilization of peripheral immune cells to the site of injury.

More recently, we filed for and received authorization of IND application #13852, a Phase I/II clinical study testing MultiStem 
in patients suffering an acute ischemic stroke, and are currently enrolling patients to determine the highest well tolerated dose of 
MultiStem in this patient population.
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