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Ethics Consideration in Research on Food Supplements and Health Products
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= The industry is a multi-billion-dollar enterprise in the U.S.

= Recent surveys report nearly half of the American adult population routinely
use dietary supplements.

= The consumer turns to dietary supplements believing them to be more natural,
potent or pure than food or pharmaceuticals.

= Dietary supplements with a broad range of health claims are widely available,
and the consumers may think that they have been proven effective.

= Dietary supplement labels need not list risks or contraindications, and the
consumer may assume that supplements are safe.
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Guidance for Industry: Substantiation for Dietary Supplement Claims Made Under
Section 403(r) (6), U.S. FDA
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-Guidelines on the quality, safety, and marketing of plant-based food supplement.
Council of Europe, 2005

- Herbal medicine research and global health: an ethical analysis.
http://www.scielosp.org/pdf/bwho/v86n8/11.pdf

-General Guidelines for Methodologies on Research and Evaluation of Traditional
Medicine. WHO, 2000.
http://whqlibdoc.who.int/hq/2000/WHO EDM_TRM 2000.1.pdf

- WHO Traditional Medicine Strategy, WHO, 2002.
http://whglibdoc.who.int/hg/2002/who_edm_trm 2002.1.pdf

-Guidelines for the regulation of herbal medicines in the South-East Asia Region,
WHO, 2003. http://www.searo.who.int/LinkFiles/Reports TradMed82.pdf
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