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February 18, 2008

Division of Dockets Management (HFA-305)
Food and Drug Administration
5630 Fishers Lane, rm. 1061
Rockville, MD 20852.

RE:  Docket No. 2007N-0464

The Weston A. Price Foundation, a non-profit nutrition education foundation with offices
in Washington DC, is pleased to submit these comments and petition pursuant to the
Federal Food, Drug and Cosmetic Act (FFDCA). The Foundation urges the US Food
and Drug Administration to amend the Final Rule Re Food Labeling: Health Claims; Soy
Protein and Heart Disease, which became effective October 19, 1999.  Foods
containing soy protein should not carry a heart disease health claim.

Under section 403 (4) (3) (B) (i) of the Federal Food, Drug and Cosmetic Act, FDA
can authorize a health claim only if the standard of significant scientific agreement is met.
The data submitted with this petition establishes a lack of consensus among experts,
qualified by scientific training and experience, about claims that soy protein prevents
heart disease or even lowers cholesterol.

In this petition, we will establish the fact that this standard has not been met and that the
benefits of soy are putative and unproven for the following reasons:

The totality of the scientific evidence on soy protein and heart disease is
contradictory and inconsistent.
Studies published since 1999 undermine the conclusions drawn from key studies
evaluated by the FDA when it approved the health claim in 1999.
Recent studies show that soy can actually contribute to or cause heart disease,
including endothelial damage (especially in women), heart arrhythmias and
cardiomyopathy, an increasingly prevalent condition that afflicts 1 in 500
Americans.

We have included as part of this petition extended commentary, summaries of important
journal articles, quotations from qualified researchers and complete references to publicly
available studies, all of which raise questions about and/ or disprove the validity of the
currently allowed soy protein/heart disease health claim.



Our petition includes three sections in which we rebut and refute the evidence used to establish the 1999 soy/
heart disease health claim:

I.  PRELIMINARY REQUIREMENTS:   We establish the fact that the soy protein health claim failed to
conform to the requirements of 21 CFR 101.14 (b).   Furthermore, soy protein products are widely available in
the food supply today but were not in common use in food prior to 1958 and soy protein isolated has not
received GRAS (Generally Recognized As Safe) status.

II. SCIENTIFIC EVIDENCE:   Our review of the scientific literature on soy and heart disease  indicates that
soy protein does not reliably lower cholesterol, does not lower homocysteine, does not prevent heart disease
and may cause, contribute to or accelerate the development of heart disease.

III. CONCLUSION:   We document longstanding concerns in the scientific community – including experts at
the FDA’s own Laboratory for Toxicological Research, the National Center for Environmental Health Sciences,
the Israeli Health Ministry, the French Food Agency and the German Institute for Risk Assessment – about
soy’s possible role in carcinogenesis, thyroid disease, reproductive health problems (including infertility) and
other health problems.

In the light of the January 2006 Science Advisory published by the American Heart Association, we ask that the
FDA give careful consideration to this petition.   Although the AHA originally supported the FDA health claim,
the AHA expert committee’s subsequent examination of the evidence led the AHA to conclude that soy protein
does not reliably lower cholesterol and does not prevent heart disease.  The U.S. Agency for Healthcare
Reform and Quality has also examined the evidence, and the Agency concluded in 2005 in a 245-page report
that soy products may exert a small benefit on LDL and triglyceride levels, but the effects may be of small
clinical effect in individuals.

We maintain that the FDA in its mandated role as America’s foremost consumer protection agency has a duty to
the American public to amend the Final Rule and thereby disallow use of a health claim regarding  soy protein
and heart disease health and to  require all food manufacturers to cease and desist using this claim in their
advertising and packaging.

Finally, we request a public hearing on these issues.
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