
Food, Nutrition, and Dietary Supplements: 
Guarding the Health of the Public

Stephen Havas, MD, MPH, MS
Vice President for Science, Quality, and Public Health

and
Barry Dickinson, PhD
Director of Science Policy

American Medical Association
Copyright 2007, Stephen Havas, stephen.havas@ama-assn.org



Outline
• Problems with dietary supplements
• The case of ephedra
• The case of anabolic steroids
• Adverse event reporting
• The hidden dangers of sodium
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Dietary Supplement Health and Education Act (DSHEA)

• Inappropriately classifies a whole variety of so-called 
“natural” substances as foods.

• FDA’s authority and ability to regulate dietary 
supplements is generally insufficient to protect the 
health and welfare of the American public. 
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Problems with Dietary Supplements

• Quality
• Safety

– direct toxicity
– interactions with prescription drugs

• Efficacy, claims, and advertising
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AMA Policy on Dietary Supplements and
Herbal Remedies (H-150.954)

Urges Congress to modify DSHEA to require that dietary 
supplements:

– Undergo FDA approval for safety and efficacy.
– Meet standards established by USP for product       

quality.
– Meet FDA post-marketing requirements to report 

ADRS, including drug interactions.
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Ephedra

• In 2000 and again in 2002, AMA requested that the FDA 
initiate proceedings to remove dietary supplements 
containing ephedra alkaloids from the U.S. market.

• October 2002:  AMA testified before a U.S. Senate 
Subcommittee that ephedra-containing dietary supplements 
should be removed from the U.S. market.

• 2003: FDA Commissioner re-opened an FDA Docket for 
further comment on the risks of dietary supplements 
containing ephedra alkaloids; AMA again requested 
removing these products from the U.S. market.

• In February 2004, FDA banned ephedra-containing dietary 
products; the courts upheld the ban.
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Anabolic Steroids and Precursors 
• Resolutions to AMA House of Delegates in 2000 and 2001 

on anabolic steroids and hormone abuse.
• Convened multidisciplinary working group with the 

Endocrine Society.
• Published report on Hormone Abuse including use of 

anabolic steroids and their precursors being sold as 
dietary supplements.

• Legislation drafted; Senate caucus held on hormone 
abuse, including precursors sold as dietary supplements. 
Strong AMA and specialty society support.

• 2004-Anabolic Steroid Control Act passed into law.
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Adverse Event Reporting
• DSHEA did not require post-marketing surveillance/ 

reporting of ADRS for dietary supplements.

• AMA policy supported application of FDA post-marketing 
surveillance requirements to dietary supplements.

• AMA supported legislative initiatives to require ADR 
reporting for supplements.

• Dietary Supplement and Nonprescription Drug Consumer 
Protection Act passed into law in 2006.
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Fields L et al.  Hypertension 2004; 44:398-404.
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Arch Int Med 1993; 153:186-208.

• Dietary sodium reduction
• Weight loss
• Increased physical activity
• Moderation of alcohol consumption
• Potassium supplementation

Interventions with Documented Efficacy

Whelton PW et al.  JAMA 2002; 288:1882-1888.
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Sodium Intake in the United States

• Sodium reduction in the food supply is the hypertension 
prevention strategy most amenable to a public health 
solution.

• Randomized clinical trials show that Na+ reduction results in   
BP in both hypertensives and non-hypertensives.

• High sodium intake is associated with ↑ CVD and all-cause 
mortality, independent of effects on BP
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Sodium Intake in the United States

• Current consumption levels greatly exceed physiologic need.
– Mean intake is 4000 mg daily and has risen.
– 75-80 percent of this intake is derived from processed foods. 

• Increasing intake of sodium parallels the obesity epidemic.
• Current NHBPEP recommendation is a daily intake of < 2400 mg

– About 20% of the population meet that standard.

• The 2010 Objective for the Nation is for 65 percent of persons 
aged 2 and above to consume < 2400 mg.

• This objective cannot be achieved unless food processing and 
restaurant preparation practices in the United States are changed.

Copyright 2007, Stephen Havas, stephen.havas@ama-assn.org



Changes in Sodium Intake 1970-2000, U.S.*
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AMA Policy Recommendations

• Minimum of 50 percent reduction of sodium in processed 
and restaurant foods over the next decade

• Removal by the FDA of the GRAS status of sodium
• Better product labeling; warnings for foods high in sodium
• Exploration by FDA of all options to reduce sodium  
• National consumer education initiative on sodium 

Report 10 of the Council on Science and Public Health (A-06)
Promotion of Healthy Lifestyles I: Reducing the Population Burden of 
Cardiovascular Disease by Reducing Sodium Intake
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Effects of Reducing Sodium by 50% in Processed and 
Restaurant Foods

• A decline of at least 5 mm Hg in mean systolic blood pressure
• A decline of up to 20% in the prevalence of hypertension
• A decline of at least 9% in deaths from coronary heart disease 
• A decline of at least 14% decline in deaths from stroke
• A decline of at least 7% in mortality from all causes

– resulting in at least 150,000 lives saved annually

Havas S, Roccella E, and Lenfant C.  Am J Pub Health 2004; 94:19-22.
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Subsequent Developments

• Meetings with the food and beverage industries
• Meeting with FDA
• FDA hearing on use of symbols in September 
• Conference with food and restaurant industries
• FDA hearing on CSPI petition November 29
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Summary and Conclusions
1. DSHEA classification scheme has led to marketing of products as “foods”

with problems of quality, safety, and efficacy.
2. AMA has urged Congress to modify DSHEA to correct these problems, 

but has been unsuccessful thus far.
3. Success achieved in banning ephedra-containing dietary supplements; 

reclassifying anabolic steroid precursors as controlled substances, and 
mandating a reporting system for serious adverse events.

4. Excess sodium intake is a major cause of the rise in prevalence of 
hypertension with age.

5. Previous efforts to reduce sodium intake and Na+ in the food supply 
had little effect on the public, food industry, and FDA.

6. The AMA resolution could have a galvanizing effect on this issue, but 
continued focus will be needed to succeed.

7. Physicians and public health professionals can have a large effect on 
the food industry and FDA if they organize.
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Thank you.
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