


“unregulated” products 

• “Unapproved”?  But what of those not approved 
but nonetheless in a regulated research 
environment, such as in trials pursuant to an IND 
from FDA in the US? 

• “Unproven”?  But what of those, like some off-label 
uses of drugs, that have been proven to be safe and 
effective, at least to the satisfaction of the professional 
community, even if never submitted to a governmental 
agency? 

• “Pre-Approved”?  But what of those that don’t need 
approval or for which ‘regulation’ might be in the form of 
professional licensure, professional norms and 
certifications, medical malpractice threats and 
professional discipline? 



Stem cells hold tremendous potential to advance health and 
medicine.  
 
The evidence to support the medical use of stem cells is still 
limited, however.  Few are proven to be safe and effective.  
 
But consumer demand for treatments using stem cells has 
risen, fueled by direct-to-consumer advertising of stem cell-
based treatments.  
 
Clinics have been established throughout the world, both in 
newly industrialized nations such as China, India, and Mexico, 
as well as developed countries such as the United States and 
within Europe. 
 
Their “treatments” have generally not received stringent 
regulatory oversight and have not been tested through 
rigorous trials. 



Stem Cell Clinical Trials Map 
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Mesenchymal Stem Cell Clinical 
Trials Map 
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 UC Davis School of Medicine (2013) 
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This Workshop 
• Will take a critical look at the current 

environment  
• Speakers will examine the stem cell treatments 

that are being offered, the potential benefits 
and risks to individual health, the evidence 
base needed to substantiate the clinical 
application of stem cell technologies, and legal 
hurdles for establishing standards and criteria 
to govern stem cell trials and treatments.  

• Potential avenues to enhancing assurances of 
quality of stem cell therapies will also be 
examined.  



Moderators 

• Ralph J. Cicerone, President, National Academy of 
Sciences 

• Ellen Feigal, Senior Vice President, Research and 
Development, California Institute for Regenerative 
Medicine 

• Irving Weissman, Virginia & D.K. Ludwig Professor 
for Clinical Investigation in Cancer Research, 
Stanford University School of Medicine 

• Amy Comstock Rick, Chief Executive Officer, 
Parkinson’s Action Network 

• Harvey V. Fineberg, President, Institute of Medicine 
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