November 19, 2025

The Honorable Dr. Martin A. Makary
Commissioner of Food and Drugs
U.S. Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993

Re: Inclusion of Phosphorus on Nutrition Facts Labels to Improve Health Outcomes

cc: Kyle Diamantas, Deputy Commissioner for Human Foods, U.S. Food and Drug
Administration

Dr. Donald A. Prater, Principal Deputy Director for Human Foods, U.S. Food and Drug
Administration

Dr. Robin McKinnon, Acting Director, Nutrition Center of Excellence, U.S. Food and Drug
Administration

Kasey Heintz, Interdisciplinary Nutrition Scientist, Nutrition Center of Excellence, U.S. Food
and Drug Administration

Laura Carroll, Senior Advisor for Nutrition Outreach, Human Foods Program, U.S. Food and
Drug Administration

Dear Commissioner Makary:

On behalf of the undersigned organizations, individuals committed to improving public
health and nutrition transparency, and Americans seeking more transparency in food and
nutritional choices, we urge the U.S. Food and Drug Administration (FDA) to include
phosphorus content on Nutrition Facts labels. This simple, evidence-based step would
empower millions of Americans to make informed food choices, improve overall health,
and prevent adverse health outcomes.

This issue is particularly urgent for populations at higher risk of chronic disease, including
individuals with kidney disease, cardiovascular disease, diabetes, and other chronic
diseases.

A Public Health Imperative for All Americans

While phosphorus labeling is critical for those with chronic diseases, emerging evidence
shows that excess phosphorus intake, particularly in the form of phosphate additives,
harms the general population as well. Studies demonstrate associations between dietary
phosphate intake and increased risk of all-cause mortality and elevated risks for:’

e Cardiovascular disease
e Bone loss and fractures
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e Type 2 diabetes

e Lethal prostate cancer
e Breastcancer

e Kidney disease.

Therefore, the widespread use of phosphate additives is a concern for all Americans, not
only those with chronic diseases. Its ubiquity in the food supply, particularly in ultra-
processed foods, represents a modifiable driver of population-level disease risk.

The Problem: Hidden Phosphorus in the Food Supply

Despite the well-established negative impacts of excess dietary phosphorus intake on
health, consumers currently have no way to know how much phosphorus is in the foods
they eat. Food manufacturers use more than 50 different phosphate additives yet are not
required to disclose their quantities. Liberal and unchecked usage of phosphate results in
nearly half of the best-selling grocery items containing phosphorus additives.? Americans
must scour ingredient lists for chemical names such as “pyrophosphate” or
“tripolyphosphate,” as well as hidden sources of added phosphorus such as lecithin and
modified food starch, guessing which foods are safe and which could harm their health.

The use of phosphate additives has increased dramatically over the past several decades.
These additives now contribute an estimated 12% to 50% of daily phosphorus intake.
Because phosphorus additives are highly bioavailable, meaning they are absorbed at rates
approaching 100%, they pose increased risks to individuals with kidney disease and, as
mounting evidence suggests, to those with normal kidney function, as well. However, their
presence is virtually impossible to quantify, as manufacturers are not required to measure
or disclose additive content. Due to their Generally Recognized as Safe (GRAS) status,
companies can add virtually any type or amount of phosphate additive without premarket
approval. This regulatory gap has led to incomplete and inaccurate phosphorus data in the
USDA’s FoodData Central database. Direct chemical analyses show that actual
phosphorus content in many processed foods is 15-30% higher than database values
suggest.?

The result is a preventable crisis in consumer transparency. Americans are forced to
guess, clinicians lack reliable data to guide nutrition counseling, and the FDA’s public
health mission, to help empower consumers to build nutritious diets that support health
and wellness,* remains unfulfilled.

2Ledn JB, Sullivan CM, Sehgal AR. The prevalence of phosphorus-containing food additives in top-selling
foods in grocery stores. J Ren Nutr. 2013;23(4):265-270.e2. doi:10.1053/.jrn.2012.12.003
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The Solution: Add Total and Added Phosphorus to Nutrition Labels

We strongly recommend that FDA mandate disclosure of both total phosphorus and added
phosphorus on Nutrition Facts labels.

e Total phosphorus reporting would provide a complete picture of dietary intake,
reflecting all natural and additive sources.

e Added phosphorus labeling, modeled after “added sugars,” would specifically
target industrial phosphate additives, which carry the highest health risk.

This precedent already exists: FDA requires labeling of sodium, total and added sugars,
and various fats (including saturated and trans fats) because of their established links to
chronic disease. Phosphorus should be viewed in the same was, given its equally well-
documented associations with adverse outcomes, including cardiovascular disease - the
nation’s leading cause of premature death.

Diseases Directly Impacted by Phosphorus Intake®

Chronic kidney disease (CKD) affects one in seven U.S. adults, a prevalence equivalent to
that of diabetes. CKD is a common, costly and serious disease that presents a growing
public health concern. For individuals with CKD, the inability to excrete phosphorus
efficiently leads to phosphorus overload, which contributes to cardiovascular disease,
bone disease, and increased mortality. Cardiovascular disease (CVD) remains the leading
cause of death in the United States, affecting nearly half of U.S. adults. Itisa common,
costly, and serious condition that continues to pose a substantial public health challenge.
Excess dietary phosphorus, particularly from highly absorbable phosphate additives, has
been associated with vascular calcification, endothelial dysfunction, left ventricular
hypertrophy, and increased cardiovascular mortality, underscoring the need for improved
transparency in the food supply.

Diabetes affects more than 38 million Americans, with prevalence continuing to rise
nationwide. It is a major driver of morbidity and healthcare spending. Elevated dietary
phosphorus intake has been linked to insulin resistance, impaired glucose metabolism,
and increased risk of type 2 diabetes, suggesting that individuals with or at risk for diabetes
may be especially vulnerable to the health impacts of excessive phosphorus exposure.

Benefits of Labeling Transparency
Including total and added phosphorus on Nutrition Facts labels would:

e Empower those with CKD to manage phosphorus intake effectively and improve
survival.
e Enable families to make better dietary choices for their loved ones.
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e Supportclinicians and dietitians in implementing evidence-based nutritional
guidance.

e Improve health equity for communities disproportionately affected by kidney
disease.

e Reduce national healthcare costs associated with the management of phosphorus-
related complications.

e Promote better health for all consumers, helping healthy individuals avoid excess
phosphorus exposure.

Partnership and Path Forward

We stand ready to collaborate with FDA’s Center for Food Safety and Applied Nutrition,
nutrition scientists, and food manufacturers to support implementation of phosphorus
labeling requirements. We are well positioned to convene experts in medicine, nutrition,
and public health to inform analytical methods, reference standards, and consumer
education strategies.

By mandating disclosure of total and added phosphorus, FDA would take a transformative
step toward nutrition transparency, public safety, and chronic disease prevention. This
action aligns with the agency’s broader goal of improving health equity through access to
accurate, science-based nutrition information.

For any questions or concerns, please contact Miriam Godwin at the National Kidney
Foundation, at Miriam.Godwin@kidney.org and Jesse Roach at the at the National Kidney
Foundation, at Jesse.Roach@kidney.org.

We thank you for your continued leadership and stand ready to assist in advancing this
critical public health priority.

Sincerely,

National Kidney Foundation American Society of Pediatric Nephrology
Academy of Nutrition and Dietetics Bone Health & Osteoporosis Foundation
Alport Syndrome Foundation IGA Nephropathy Foundation

American Kidney Fund Renal Physicians Association

American Society of Nephrology
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Appendix: Evidence for Concern

While phosphorus labeling is critical for those with chronic diseases, emerging evidence
shows that excess phosphorus intake harms the general population as well. Studies
demonstrate associations between dietary phosphate intake and increased all-cause
mortality’ and elevated risks for:

e Cardiovascular disease?*34>%7

e Bonedisease, loss, and fractures®®10:11.12

e Type 2 diabetes™

e Lethal prostate cancer'™

e Breastcancer'

e Kidney Disease
The use of phosphate additives has increased dramatically over the past several
decades.™® '8 These additives now contribute an estimated 12% to 50% of daily
phosphorus intake.'’?° Because phosphorus additives are highly bioavailable, meaning
they are absorbed at rates approaching 90%, they pose increased risks to individuals with
kidney disease. However, their presence is virtually impossible to quantify, as
manufacturers are not required to measure or disclose additive content. Due to their
Generally Recognized as Safe (GRAS) status, companies can add virtually any type or
amount of phosphate additive without premarket approval. This regulatory gap has led to
incomplete and inaccurate phosphorus data in the USDA’s FoodData Central database.?’
Direct chemical analyses show that actual phosphorus content in many foods is 15-30%
higher than database values suggest. 222

Chronic kidney disease (CKD) affects one in seven U.S. adults, a prevalence roughly
equivalent to that of diabetes. CKD is a common and serious disease that presents a
growing public health concern. For people living with CKD, the inability to excrete

phosphorus efficiently leads to phosphorus overload, which contributes to cardiovascular

disease, renal osteodystrophy, and increased mortality.24’25

Cardiovascular disease (CVD) remains the leading cause of death in the United States,*®
affecting nearly half of U.S. adults.?” It is a common, costly, and serious condition that
continues to pose a substantial public health challenge. Excess dietary phosphorus,
particularly from highly absorbable phosphate additives, has been associated with
vascular calcification,?® endothelial dysfunction,?® left ventricular hypertrophy,®® and
increased cardiovascular mortality,®' underscoring the need for improved transparency in
the food supply.

Diabetes affects more than 38 million Americans, with prevalence continuing to rise
nationwide. It is a major driver of morbidity and healthcare spending. 3 Elevated dietary
phosphorus intake has been linked to insulin resistance, impaired glucose metabolism,
and increased risk of type 2 diabetes,*® suggesting that individuals with or at risk for
diabetes may be especially vulnerable to the health impacts of excessive phosphorus
exposure.
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