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The Competitive Enterprise Institute respectfully submits these comments on the
agency’s Draft Report of Quantitative Risk and Benefit Assessment of Consumption of
Commercial Fish (Draft Risk and Benefit Assessment) and Draft Summary of Published
Research on the Beneficial Effects of Fish Consumption and Omega-3 Fatty Acids (Draft
Summary of Published Research). These documents represent the agency’s first response
to a 2006 report from the National Academies of Science’s Institute of Medicine (IOM),
which noted that scientific research has identified various health benefits of seafood
consumption and called for a better way “to characterize the risks combined with the
benefits” derived from eating commercial fish species.’

The Competitive Enterprise Institute (CEI) is a 501(c)(3) non-profit public
interest group dedicated to promoting rational risk regulation and consumer choice. CEI
has a long history of research and advocacy regarding the regulation of health and safety
risks, with a particular emphasis on food and drug safety. We have frequently observed
that attempts to limit exposure to certain risks unintentionally increases exposure to other,
potentially more hazardous risks. Consequently, we applaud the FDA’s decision to
carefully study the growing body of scientific literature examining the net health impact
of fish consumption and to consider the beneficial effects of fish consumption and
Omega-3 fatty acids along with the hazards associated with exposure to methylmercury.

The overwhelming weight of this scientific evidence suggests that consumption of
most commercial fish species provides substantial net health benefits. In addition to
being a good source of dietary protein, seafood is a uniquely beneficial source of
essential dietary nutrients such as Omega-3 fatty acids that contribute to cardiac health
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and fetal development.? Accordingly, the Dietary Guidelines for Americans jointly
issued by the U.S. Department of Health and Human Services and U.S. Department of
Agriculture in 2005 recommend consuming two eight-ounce servings of fish each week
for optimal health.® Similarly, the American Heart Association recommends eating fish
(particularly fatty fish) at least two times a week because “[f]ish is a good source of
protein and doesn’t have the high saturated fat that fatty meat products do.”* And the
American College of Obstetricians and Gynecologists has long encouraged pregnant
women to consume two to three servings of fish each week to ensure healthy babies.”

In addition, most commercial fish species contain relatively small amounts of
methylmercury. The four fish species containing the highest levels of methylmercury (an
average greater than 1.0 part per million) in the commercial fish supply constitute less
than one percent of U.S. fish consumption.® Thus, even if current dietary levels of
mercury exposure in certain fish species were to pose some small risk, the benefits
obtained by consuming fish vastly outweigh the risk associated with exposure to
mercury. According to Walter Willett, professor of nutrition at the Harvard University
School of Public Health, the benefits of eating seafood “are likely to be at least 100-fold
greater than the estimates of harm, which may not exist at all.””

Unfortunately, there is evidence that increasingly stern warnings about the effects
of methylmercury exposure have led some consumers to reduce the amount of fish in
their diets. Data from the U.S. Department of Agriculture’s National Health and
Nutrition Examination Survey indicate that nearly 95 percent of U.S. women of
childbearing age eat less than 12 ounces of fish per week.® And a study examining fish
consumption trends before and after the FDA’s 2001 mercury advisory found that,
following the advisory, pregnant women in particular reduced their consumption of fish
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by approximately 1.4 servings per month due to fears about mercury exposure.” Because
the consumption of the Omega-3 fatty acids DHA and EPA appears to be critical to the
diets of pregnant women and nursing babies to ensure optimal vision, behavioral, and
cognitive development,° there is reason to believe that developing fetuses and nursing
babies are put at much greater risk by the reduction in their mothers’ fish consumption
than they are by the presence of methylmercury in commercial seafood.

Of course, FDA is not the only source of information about methylmercury in
fish. The most dire warnings about fish consumption have come from environmental and
consumer activist organizations pursuing regulatory policies that mandate reduced
mercury emissions from power plants.** However, the focus on methylmercury risks in
the FDA’s and the Environmental Protection Agency’s mercury advisories can provide a
misleading picture of the net health impacts of fish consumption. The end result of these
warnings is that consumers are unnecessarily frightened away from eating fish, and they
may therefore be put at greater health risk than they would be with more complete
information. As the Draft Risk and Benefit Assessment notes, “[a] risk/benefit approach
can provide a holistic view of the overall consequences of any risk management
strategy.”*? Such a holistic view is important to the promotion of overall public health.

It is therefore appropriate that the FDA should undertake a thorough analysis of
the net health effects of consuming commercial fish species, and that it should endeavor
to provide information about methylmercury risks that are put in an appropriate overall
context. Only by doing so can the agency provide sufficient information to guide
consumers in their dietary choices. As the IOM’s 2006 report notes, it is important that
consumers understand that there may be greater risks of reducing fish consumption, or of
eating no fish at all, than of consuming seafood that contains methylmercury at the levels
currently found in most commercial fish species.*

Peer reviewers and the FDA itself make note of various limitations in the
published literature and in the agency’s study methodology, both of which are reflected in
shortcomings of the Draft Risk and Benefit Assessment and Draft Summary of Published
Research. Importantly, the Draft Risk and Benefit Assessment does not distinguish
among various fish species that may have greater or lesser amounts of both
methylmercury and beneficial nutrients, for a species-by-species net health analysis. Due
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to insufficient availability of published research on the topic, the draft assessment also
does not examine all relevant neurodevelopmental or cardiovascular health endpoints.
Nor does it estimate the likely net health impacts of various sub-populations who may
consume higher than average amounts of certain fish species that may contain especially
high amounts of methylmercury. It would be appropriate for the agency to conduct
additional analyses when feasible in order to rectify these shortcomings. Still, some
critics have inappropriately criticized the mere attempt to measure net health impacts of
fish consumption, which they characterize as an effort to “mislead consumers about
mercury in fish.”*

The goal of warning consumers about the presence of methylmercury in fish
appeals to the common sense notions that providing information about potential risks and
“erring on the side of caution” must necessarily be beneficial. However, it is not
uncommon for well-meaning public policies aimed at improving public health to have
unintended effects that do more harm than good. That can ultimately lead consumers, not
in the direction of greater safety, but toward greater danger. Far too often, public health
interventions are based on the false premise that no harm can ever come from avoiding
exposure to harmful substances. But, public health policy should never be based on a
premise that systematically and intentionally fails to consider both sides of the risk
equation. Thus, the assumption that it is better for FDA and other agencies to inform
consumers only about the hazards associated with methylmercury exposure in
commercial fish than to provide balanced and scientifically-validated information about
the net health effects of seafood consumption is misguided and would likely put
consumers at heightened risk.

The FDA'’s Draft Risk and Benefit Assessment and Draft Summary of Published
Research reflect an effort by the agency to quantify the net health impact of consuming
commercial fish species. By aggregating the results of a large body of peer reviewed
published research, the documents provide additional scientific information about the
likelihood and magnitude of both beneficial and negative health effects of seafood
consumption. They therefore represent important contributions to the public health
literature, and they should be considered more fully in future public policy development.

Respectfully submitted,

Gregory P. Conko
Senior Fellow and
Director of Food and Drug Policy

April 21, 2009
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