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Unproven, Unlicensed, Stem Cell Interventions: How did we get here?
Will the Ethics Please Rise?
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Abstract 
Stem Cells (SC) have tremendous therapeutic potential. However, providing safe and effective SC treatments clinically is still far away in future. Despite this fact, companies and even clinicians are offering unproven SC based interventions (SCBI) thus establishing highly profitable businesses. In addition, media depicts SC therapies much closer to clinical application than they really are, raising the expectation of the patients. Furthermore, autologous cell therapies are promoted as being ‘natural, holistic’ thus having ‘no risk’. All this publicity has led to a surge of clinics claiming to cure any ailment from Autism to MS and even growing cartilage successfully. What’s more disturbing is that complementary and alternative (CAM) practitioners have started offering SCBIs raising safety concerns for the duped patients.  The average cost per treatment is $47,000 but clinics charge even up to $400,000. Instead of showing data, clinics offer compelling testimonials giving impression that a cure is “but a simple injection away”. Even clinicians claim to have cured themselves with their own stem cells. Apparently, patients are not informed about any risks associated with these interventions. Numerous patients world-wide have developed serious conditions, gone blind and even died from these unregulated procedures. The urgent issues that need to be managed proactively are: (i) remind physicians of their moral duties of patient beneficence and non-maleficence that prevents them from selling unproven therapies (ii) address the misconception that it is the regulators that are ‘costing you your life’, by helping patients recognize that clinical translation of basic research takes time, and most importantly (iii) Strict FDA guidelines preventing any establishment to be able to offer unapproved procedures/drugs. These details and possible solutions to regulate these unethical practices would be discussed in the talk. 
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