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Title: Herbal Medicines and Dietary Supplements
Abstract: 

Medicinal herbs are some of our oldest medicines; however, evidence of their efficacy is frequently anecdotal.  Dietary ingredients/supplements are, in most cases, substances we have more recently learned to be beneficial, e.g. vitamins and minerals, but may be harmful if taken in excess.  Both are readily available in a variety of retail establishments (e.g., drug and grocery stores).  The increasing use of medicinal herbs and dietary supplements in recent years is evidence of a public interest in having alternatives to conventional medicine.  A report broadcast of May 5, 2003 on National Public Radio quoted an article in “Pediatrics” that estimated that up to 50% of the adults in some parts of the country use one or more herbal medicines and it is these individuals who are most likely to give them to their children.  There is little well-founded scientific research to confirm either the efficacy or the safety of these products.  Regardless, herbal medicines and dietary supplements currently account for one of the fastest growing markets in U.S. and constitute a multi-billion dollar industry.  New dietary ingredients are subject to minimal FDA pre-market approval to assure their safety or efficacy.  The burden of proof to remove “grandfathered” dietary ingredients (on the market prior to enactment of the federal dietary supplement statute) resides squarely on the FDA.  Though adverse interactions with combinations of herbals, dietary supplements and/or drugs are reported, no warning of such interactions are systematically recorded or included in inserts with these products.  In some cases these products are actually advertised as safe because they are “natural”. 

The fact that some medicinal herbs are not safe has recently been demonstrated when the deaths of healthy, young athletes were attributed to the use of ephedra-containing dietary supplements.  Additional concern has been raised because ephedra-containing dietary supplements have been recommended by some physicians to their patients as an aid in weight loss. A recent RAND study commissioned by the National Institutes of Health (NIH) and released Feb. 28, 2003, reviewed evidence on the risks and benefits of ephedra and ephedrine.  The results indicated that there was limited evidence of an effect of ephedra on short-term weight loss, and minimal evidence of an effect on performance enhancement in certain physical activities.  The study authors also concluded that ephedra is associated with higher risks of mild to moderate side effects such as heart palpitations, psychiatric and upper gastrointestinal effects, and symptoms of autonomic hyperactivity such as tremor and insomnia, especially when it is taken with other stimulants, e.g., caffeine.  The study reviewed over 16,000 adverse events reported with ephedra use and found about 20 "sentinel events" including heart attack, stroke, and death that occurred in the absence of other contributing factors.  In conjunction with other recent studies of serious adverse events involving persons taking ephedra, the RAND study adds significantly to the evidence suggesting that ephedra as currently marketed may be associated with unreasonable safety risks (http://www.fda.gov/bbs/topics/NEWS/ephedra/factsheet.html).

Although the use of medicinal herbs and dietary supplements is widespread among the US population, regulation and support of research into possible adverse effects of acute overdose and/or chronic use of these products is quite limited.  NIH funds an Office of Dietary Supplements and the National Center for Complementary and Alternative Medicine that have some responsibility for research on these products, but this funding is limited.  The National Toxicology Program (NTP) is spending somewhat more to investigate the chronic toxicity of selected medicinal herbs.  Realization of this lack of funding and research prompted a workshop sponsored by the NTP in conjunction with the NIH Office of Dietary Supplements, the DHHS Office of Disease Prevention and Health Promotion, the FDA Office of Special Nutrition, and the Society for the Advancement of Women’s Health Research.  The objective of this workshop was to consider health risks and recommend action concerning medicinal herbs.  Recommendations coming from the workshop included a call for additional research into the chronic effects of these compounds, identification and standardization of product ingredients by industry, and increased consumer education through package inserts.  Progress to address these objectives has been limited. 

Finally, the Institute of Medicine and National Research Council of the National Academy of Sciences convened the Committee on the Framework for Evaluating the Safety of Dietary Supplements of the Food and Nutrition Board of the Board of life Sciences.  The committee held a series of public meetings and has just recently concluded its deliberations.  A final report is in press and will be published in the near future.  The report will include some fairly significant conclusions and recommendations regarding the public health impact of dietary supplements. 

The goals of this congressional workshop:

 

1. To describe the regulatory mandate proscribed for foods, dietary ingredients/supplements, nutraceuticals and drugs and how they differ.

2. To describe the scientific research and support that is necessary and sufficient for each of these types of products.

3. To describe what is known about the inherent safety and risk of each of these types of products. 

Relevance to RALA and SOT Missions

This proposed CSB will serve as an educational resource for members of Congress and their staff on an important and emerging public health issue.  Toxicology forms the scientific foundation for assuring the safe use of dietary ingredients/supplements and medicinal herbs.  In the absence of a regulatory mandate for safety and efficacy testing, these materials may pose a significant risk to public health.  RALA’s objective is to increase the understanding of attendees about the value of toxicology as a scientific discipline within the context of public health policy decision-making.  By sponsoring this briefing, RALA is promoting SOT and its members to Congress as a leading resource for advancing the science and applications of toxicology.  RALA has contacted the ASPET Government and Public Affairs staff about becoming a co-sponsor for this Briefing, and have initiated input and sharing of ideas/expertise with that group. 
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