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July 12, 2019 
 
Jennifer Lockwood and Vivienne Belmont 
Colorado Department of Regulatory Agencies 
1560 Broadway, Ste 110 
Denver, Colorado 80202 
 
Via email to: jennifer.lockwood@state.co.us and vivienne.belmont@state.co.us  
 
 
RE: Sunset Reviews of the State Board of Chiropractic Examiners and State Board of Nursing  
 
Dear Ms. Lockwood and Ms. Belmont, 
 
The Colorado Department of Regulatory Agencies is currently accepting input on the sunset reviews 
of the State Board of Chiropractic Examiners and State Board of Nursing.  We appreciate DORA’s 
commitment to protecting consumers and would like to highlight a consumer protection issue that has 
come to our attention.  Some chiropractors in Colorado are utilizing nurse practitioners to perform 
injection-based investigational care (defined as a therapy which is not standard of care and not part 
of an IRB-approved clinical trial), such as “stem cell therapy” and the use of amniotic or umbilical cord 
tissue, platelet rich plasma, or autologous or allogeneic serum or plasma with or without vesicles to 
treat chronic pain or disease.  There are a number of serious problems with this, including: 
 

• Providers administering the injections are not appropriately trained. 
• The products being used are often not FDA-approved. 
• False claims about the actual content of the products are being made.  
• Claims being made about the efficacy of the products are not supported by the scientific 

literature. 
• Informed consent (risks vs. benefits) is not being obtained.  
• Aggressive and deceptive advertising and sales tactics are being used. 

 
We respectfully request that these sunset reports include recommendations that the relevant acts be 
amended to address the following issues more explicitly and in a manner that subjects individuals in 
violation of the requirements to disciplinary action: 
 

• Providers administering injections must be appropriately trained. 
• Any therapeutic products provided/administered must be FDA-approved or exempt from 

regulation. 
• Informed consent must always be obtained, including an accurate assessment of the risks vs. 

benefits of any treatment, accurate information about the content of any therapeutic products 
(e.g. providers must not make inaccurate claims that allogeneic products contain “live stem 
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cells” or “viable stem cells”), and accurate information about the efficacy of any treatment 
according to the current scientific literature. 

• All advertising and sales activities and materials must be accurate and supported by the 
current scientific literature. 

 
Please find attached a Consensus Statement by Physicians, Academics, and Regulatory Experts on 
the Aggressive Marketing of Non-viable Birth Tissues as Live “Stem Cell” Products to Cure Chronic 
Disease. 

For your reference, below is the Colorado Medical Society’s current policy on stem cells: 
 
170.986 Stem Cells 
 
The Colorado Medical Society (CMS) supports ensuring proper care of patients using stem cell 
treatments. This policy is based upon guidelines by the Federation of State Medical Boards. 
 

o Published research should be used to guide decision making and support claims 
o Patients require expanded informed consent 
o Marketing materials must be accurate 
o FDA actions should be monitored by state boards 
o Physicians must be appropriately trained 
o Physicians must avoid making promises about uncertain or unrealistic outcomes 
o Excessive fees should be avoided 

 
(Adopted, BOD, 7/2018) 

Thank you for your continued efforts to ensure that the safety and wellbeing of patients is not being 
put at risk by health care providers trying to push the boundaries of acceptable practice. 
 
The Colorado Medical Society believes that the issue of stem cell injections needs to be addressed in 
order to protect consumers. 
 
Sincerely,  

 
Debra J. Parsons, MD, FACP 
President, Colorado Medical Society 

http://www.cms.org/about/policies/#170-ethics
http://www.fsmb.org/globalassets/advocacy/policies/fsmb-stem-cell-workgroup-report.pdf
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Background: 
 

As practicing physicians, scientists, and regulatory experts we have increasingly observed aggressive advertising 
and sales tactics being used by alternative health clinics (chiropractors, naturopaths, and acupuncturists) as well as 
physicians and mid-level providers to market “stem cell” treatments derived from birth tissues. One example is 
full-page print ads in major newspapers used to recruit elderly patients and others desperate for effective 
treatments to seminars where prospective patients are informed that they can be injected with millions of live and 
functional stem cells to relieve their symptoms. The products used are derived from birth tissues such as umbilical 
cord blood and/or Wharton’s Jelly or amniotic fluid/membrane. Many patients spend thousands of dollars on 
these therapies to treat orthopedic problems and/or a myriad of other incurable diseases. The seminars typically 
state that there are robust clinical data supporting the safety and efficacy of these products, regardless of the 
condition or pathology being treated, when no such clinical evidence exists. In addition, some manufacturers of 
birth tissues claim that their products contain live and functional stem cells, while other manufacturers do not 
make these same claims. Claims of live cells are not compliant with FDA regulations, which require this type of 
donor tissue to be non-viable. 

 
To date, two research investigations have been conducted which document the content of commercially available 
amniotic and cord blood products sold by FDA-registered manufacturers (those regulated solely under section 361 
of the Public Health Service (PHS) Act). We are aware of additional investigations that are in progress. Both Berger, 
et al. and Becktell from the Fortier laboratory at Cornell University, found that these amniotic and cord blood 
products did not contain live or functional stem cells. In addition, both research groups found that many of the 
growth factor levels in these products were significantly lower than those found in common autologous 
orthobiologic products like platelet-rich plasma. Fortier et al. did report that these products do contain proteins 
like lumican and cytokines, which may positively impact orthopedic injuries, but concluded that more research is 
needed before any claims can be made. While there are early clinical data on stem cells that are isolated from 
fresh birth tissues and culture expanded, these studies used treatments which are not analogous to the 
commercially available, cryopreserved, FDA registered birth tissue products. In addition, it should be noted that 
while the clinical evidence in this area is evolving and one day may support the clinical efficacy of cryopreserved 
birth tissues for some orthopedic applications, no such evidence exists at this time. In particular, we are aware of 
FDA approved clinical trials that use these tissues for diseases such as knee osteoarthritis, which are ongoing. 

 
Consensus Statement: 

 
The aggressive marketing approach currently used by practitioners and clinics regarding various birth tissue 
products as safe and effective "stem cell therapy" is not supported by the existing scientific literature. 

 
 
 
 
 
 
 
 
 

Consensus Statement by Physicians, Academics, and Regulatory Experts on the Aggressive 
Marketing of Non-viable Birth Tissues as Live “Stem Cell” Products to Cure Chronic Disease 
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