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Rockville, MD 20852

Re: Draft Guidance for Industry: Voluntary Sodium Reduction Goals (Edition 2) (Docket
Number: FDA-2014-D-0055)

Dear Deputy Commissioner Jones:

Trust for America’s Health (TFAH) appreciates the opportunity to comment on the U.S. Food
and Drug Administration’s (FDA) guidance to provide measurable voluntary goals to reduce
excess population sodium intake in commercially processed, packaged, and prepared foods.
TFAH is a nonprofit, non-partisan public health policy, research, and advocacy organization that
promotes optimal health for all individuals and communities and makes the prevention of illness
and injury a national priority. TFAH has long championed evidence-based policies that support
equitable access to healthy foods and improve the overall nutritional health of Americans. We
support the FDA’s efforts to reduce sodium in the food supply as a critical public health
intervention.

Over 70% of sodium consumed in the United States comes from foods prepared, packaged, or
processed outside of the home,*? making federal level policy changes in this area highly
impactful for reducing the population’s sodium intake. Research shows that consumers generally
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do not notice a reduction of 10% in sodium.*® In Phase I, the FDA recommended lowering the
average daily sodium intake to 3,000 milligrams (mg) per day, with Phase II targeting a further
reduction to 2,750 mg per day.®

The FDA’s stepwise approach to help reduce sodium gradually is effective in helping lower
sodium intake without compromising the consumer experience. Reducing sodium in processed
and packaged foods has the potential to significantly improve health outcomes, particularly for
communities disproportionately affected by sodium-related diseases, such as hypertension,
obesity, heart disease, stroke, and stomach cancer.”®

Support for the Phase I Voluntary Sodium Reduction Targets

TFAH supported the FDA’s Phase I voluntary sodium reduction targets and recognizes the
promising evidence of their effectiveness. Prior to 2021, the average daily consumer intake of
sodium was 3,400 mg/day. According to the Dietary Guidelines for Americans, the
recommendation for sodium intake for individuals older than 14 years old is 2,300 mg/day.*° To
address this, the FDA released guidance in October 2021 outlining Phase I voluntary sodium
targets.!! Early data from Phase I has shown that the voluntary targets led to a reduction in
sodium levels, particularly in the packaged and restaurant food categories, reinforcing the
importance of continuing this effort. Compared to 2010, the baseline year for Phase I
evaluations, over 60% of packaged foods and 35% of restaurant menu items reduced sodium
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content by 2022.12 Overall, nearly 40% of target sodium levels for Phase I have already been met
or are within 10% of the goal.'® These results demonstrate the feasibility of the FDA’s phased
approach to gradually reduce the daily sodium intake.

Support for Phase II of the Voluntary Sodium Reduction Targets

TFAH supports the FDA’s Phase II voluntary guidance to further reduce average sodium intake
by gradually reducing sodium in commercially processed, packaged, and prepared foods to 2,750
mg/day over 3 years. While this target remains higher than the recommended sodium limit of
2,300 mg/day, the gradual approach minimizes the impact on consumer taste preferences while
still generating public health benefits.** Continuously analyzing the effectiveness of the
reduction targets will provide critical public health data to understand the impact on human
health. Studies show that voluntary sodium reduction is effective in reducing sodium intake, and
even modest reductions can improve health outcomes, as seen in global sodium reduction
initiatives.

For example, the United Kingdom (UK) and Canada have successfully implemented voluntary
sodium reduction programs. In the UK, the Food Standards Agency achieved a 16% reduction in
salt intake over 4 years.?® Health Canada’s sodium reduction evaluation showed that 52% of
targeted food categories met Phase I, 11, or III goals for sodium reduction.'® The UK, Finland,
and Poland have observed improved health outcomes linked to sodium reduction. Between 2003
to 2011, the UK’s sodium intake decreased from 3,800 mg/day to 3,240 mg/day, leading
researchers to conclude that the reductions in blood pressure during this time was associated with
the reduction in sodium intake.}” Similarly, in Finland and Poland, salt reductions efforts led to a
10.1% and 23.1% decrease in stroke prevalence, respectively.'® As these countries have
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demonstrated, reducing sodium improves population health, and voluntary sodium reduction
programs are effective in lowering sodium levels in the food supply.

Equity Considerations

TFAH encourages the FDA to recognize and address the impact of high sodium intake on
population groups disproportionately impacted by nutrition-related diseases.'® Scientific
evidence has shown that targeted interventions, such as lowering sodium intake levels, can
reduce morbidity and mortality by lowering the risk for chronic diseases.?’ Since underserved
communities, including people from some racial and ethnic groups and people experiencing
poverty, develop elevated rates of high blood pressure compared to the national average,
reducing sodium in the food supply could help reduce disease-related disparities and advance
health equity in these communities.?!

Research shows that people from some racial and ethnic groups are 1.5 to 2 times more likely
than white individuals to haver chronic diseases.?> Meanwhile, populations with low-incomes are
at a heightened risk for these diseases due to higher consumption of ultra-processed foods, which
are typically high in sodium.?3?* Ultra-processed foods (UPF) are often more affordable, widely
available, and have longer shelf lives, making them a convenient and more accessible option for
households with lower incomes.?® In part due to the higher level of UPF consumption, these
population groups are at higher risk for intaking higher amounts of sodium, leading to higher
rates of diet-related chronic health conditions.?®
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The FDA’s guidance focuses on foods that make up to 80% of sales volume in each category.?’
TFAH requests that the FDA begin to assess any racial or ethnic differences in the consumption
of targeted foods. This would ensure that if certain foods, currently not included in the top 80%
of sales, are consumed more regularly by specific populations, their impact on sodium intake can
be evaluated. By doing this, the FDA can better tailor sodium reduction strategies to address the
dietary habits and health needs of all communities, ensuring a more comprehensive approach to
reducing sodium-related chronic health conditions.

Conclusion

TFAH appreciates the opportunity to comment on strategies to prevent chronic diseases. We look
forward to further discussions about how to best advance policies that protect the health and
security of our country. Please contact Madison West, Government Relations Manager, at
mwest@tfah.org with any questions or for additional information.

Sincerely,

S

J. Nadine Gracia, MD, MSCE
President and CEO
Trust for America’s Health
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