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September 12, 2025

The Honorable Dr. Mehmet Oz
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Baltimore, MD 21244-1850

Submitted via www.regulations.gov
[Docket No. CMS-1832-P]

Dear Administrator Oz:

The Coalition for Metabolic Health (CMH) appreciates the opportunity to respond to the Centers
for Medicare & Medicaid Services's (CMS) proposed rule [Docket No. CMS-1832-P], specifically
the Requests for Information on "Prevention and Management of Chronic Disease" and on
"Well-Being and Nutrition Measures."

CMH is a national alliance of researchers, clinicians, philanthropists, nonprofits, business
leaders, and advocates ushering in a new era in health care by making metabolic health
mainstream. We share a commitment to reducing the burden of chronic disease and advancing
evidence-based nutrition and public health policy.

RE: Prevention and Management of Chronic Disease Request for Information

We applaud CMS for prioritizing chronic disease prevention and management and for seeking
input on structural reforms to the Physician Fee Schedule (PFS). In alignment with President
Trump's Executive Order, “Establishing the President's Make America Healthy Again
Commission” and CMS's goals -- and the broader public health imperative to reverse chronic
disease trends -- we urge consideration of the following recommendations:

I. Expand Access to and Coverage for Medical Nutrition Therapy (MNT)

Nutrition is a primary driver of chronic disease and a proven lever for prevention, management,
and cost containment. Medical Nutrition Therapy (MNT) improves clinical outcomes, reduces
medication dependence, and lowers healthcare utilization, yet current Medicare coverage is
limited to diabetes and kidney disease. We recommend expanding MNT to a broader range of
metabolic diseases, including prediabetes, obesity, metabolic dysfunction-associated steatotic
liver disease (MASLD), polycystic ovary syndrome (PCOS), cardiovascular disease, cancer,
inflammatory bowel disease, neurodegenerative disorders, mental iliness, and other
neuropsychiatric conditions. These conditions share common metabolic underpinnings --
particularly insulin resistance and chronic inflammation -- and addressing them through targeted
nutrition support would reduce complications and improve quality of life for millions of
Americans.

Metabolic syndrome is defined by a cluster of interrelated risk factors -- dyslipidemia, abdominal
obesity, hypertension, and hyperglycemia -- that significantly elevate the risk for type 2 diabetes,
heart disease, and related outcomes. Insulin resistance -- a hallmark of metabolic dysfunction --
is also increasingly recognized as a contributing factor to mental health disorders such as
depression, highlighting the bidirectional relationship between metabolic and mental health. By
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addressing these root metabolic drivers through MNT, CMS has an opportunity to improve both
physical and mental health outcomes while advancing its goals around value-based, preventive
care. This policy change would also yield long-term cost savings through reduced
hospitalizations, medication use, and disease progression (Buchanan et al., 2025; Virta Health,
2021).

We recommend that CMS expand covered indications for MNT to include a broader range of
conditions with demonstrated nutritional intervention benefit, such as:

e Metabolic and Endocrine Disorders (prediabetes, type 1 and type 2 diabetes,
gestational diabetes, obesity, PCOS, MASLD)
Nutrition therapy reduces HbA1c, fasting glucose, and insulin resistance; supports weight
loss; enables prediabetes and diabetes reversal; improves maternal and neonatal outcomes
in gestational diabetes; and reduces medication use and long-term complications (Adams et
al., 2025; Athinarayanan et al., 2019; Buchanan et al., 2025; Di et al., 2025; Dorans et al.,
2022; Lean et al., 2024; Evert et al., 2019; Goldenberg et al., 2021; Jayedi et al., 2022;
McKenzie et al., 2024; Sterner Isaksson et al., 2023; Unwin et al., 2023; Volek et al., 2024;
Wei et al., 2024; Zhang et al., 2018; Zheng et al., 2025). CMS already recognizes the value
of MNT by covering it for diabetes; coverage should also extend to other metabolic diseases
where evidence is strong:

o Obesity: The most recent national data show that obesity prevalence exceeds 40%
among U.S. adults and drives type 2 diabetes, hypertension, heart disease, and
certain cancers (CDC, 2024). Nutrition therapy, especially carbohydrate reduction, has
been shown to improve obesity-related outcomes -- including weight loss, enhanced
insulin sensitivity, and decreased reliance on diabetes medications (Alexander et al.,
2022; Cucuzzella et al., 2024; Ebbeling et al., 2018; Kelly et al., 2020; Lei et al., 2022;
Shih et al., 2019; Zhang et al., 2024). Expanding MNT access for obesity would enable
sustainable lifestyle change and reduce reliance on pharmacologic or surgical
interventions.

o MASLD (Metabolic dysfunction-associated steatotic liver disease): MASLD,
currently affecting about 30% of U.S. adults, is now a leading indication for liver
transplantation (Wang et al., 2020; Younossi et al., 2016). Insulin resistance and
obesity are central drivers, and nutrition therapy targeting carbohydrate reduction and
weight loss consistently improves liver fat, inflammation, and fibrosis (Cunha et al.,
2020; D'Abbondanza et al., 2020; De Nucci et al., 2023; Holmer et al., 2021;
Luukkonen et al., 2020; Rinaldi et al., 2023; Vilar-Gomez et al., 2015, 2019).
Pharmacological options are limited to only those patients with advanced fibrosis,
leaving the vast majority of patients dependent on MNT as an essential intervention for
prevention and management.

o PCOS (Polycystic ovary syndrome): PCOS is increasingly recognized as a
metabolic disorder, with insulin resistance present in roughly 75% of women with the
condition -- including over 50% of lean women and up to 95% of those who are obese
(Tosi et al., 2017). It is a leading cause of anovulatory infertility and significantly
increases the lifetime risk of type 2 diabetes, gestational diabetes, and MASLD (Azziz
et al., 2016; Wekker et al., 2020). Nutrition therapy -- especially low-carbohydrate or
ketogenic approaches -- has shown greater improvements in weight, ovulation, and
androgen levels compared to conventional diets (Cincione et al., 2023; Khalid et al.,
2023; Mei et al., 2022; Pandurevic et al., 2023). Including PCOS within MNT coverage
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would address root metabolic dysfunction and reduce downstream fertility and
pregnancy complications.

e Cardiovascular Disease (hypertension, dyslipidemia, atherosclerosis)
Cardiovascular disease (CVD) remains the leading cause of death in the United States, with
mortality rates continuing to rise (CDC, 2025). It is estimated that more than half of CVD
cases and 20% of premature deaths are attributable to five modifiable metabolic risk factors:
body mass index, blood pressure, non-high-density lipoprotein cholesterol, smoking, and
diabetes (Global Cardiovascular Risk Consortium, 2023, 2025).

Dietary interventions can successfully lower blood pressure, improve lipid profiles, and
reduce CVD risk (Estruch et al., 2018; Lu et al., 2024; Shan et al., 2020). The World Health
Organization (WHO), in collaboration with international stakeholders -- including the Centers
for Disease Control and Prevention (CDC) and the American Heart Association (AHA) -- has
emphasized a strategic approach to strengthening primary care management of CVD,
highlighting the role of optimizing dietary patterns and other preventive strategies (WHO,
2020). Expanding MNT to explicitly cover cardiovascular disease would enable clinicians to
target the root metabolic causes of CVD rather than treating late-stage complications.

e Oncology (cancer prevention, treatment, and survivorship)
Cancer is increasingly recognized as a disease of disordered metabolism, with abnormal
glucose and insulin signaling fueling tumor growth and progression for many types of tumors
(Leitner et al., 2022; Marino et al., 2024). Early clinical evidence -- including randomized
trials -- shows nutrition therapy can improve insulin levels, treatment tolerance, and quality
of life in patients with breast and other cancers (Cohen et al., 2018; Khodabakhshi et al.,
2020, 2020, 2021; Klement et al., 2020; Vernieri et al., 2022). National oncology guidelines
also now emphasize nutrition and weight management as integral to survivorship care (Rock
et al., 2022).

Beyond survivorship, nutrition support reduces risk of malnutrition, preserves function, and
may enhance responsiveness to chemotherapy, radiation, and immunotherapy (Abene &
Deng, 2025; Rock et al., 2022). Expanding MNT coverage to oncology would address a
major gap in supportive cancer care and reduce costs by decreasing complications and
reliance on high-cost interventions.

¢ Inflammatory Bowel Disease (ulcerative colitis, Crohn's disease)
Inflammatory bowel disease (IBD) affects 2.4-3.1 million Americans and incurs over $8.5
billion in annual healthcare costs (CDC, 2024). Intake of ultra-processed foods is associated
with an increased risk of IBD, including Crohn's disease (Chen et al., 2023; Narula et al.,
2021). Emerging evidence supports nutrition therapy as a disease-modifying intervention.

Exclusive enteral nutrition is an effective, guideline-recommended option for pediatric
Crohn's disease, and Crohn's disease exclusion diets combined with partial enteral nutrition
achieve remission rates comparable to steroids (Levine et al., 2019). Ketone bodies like
B-hydroxybutyrate show anti-inflammatory effects in experimental colitis models (Huang et
al., 2022), and elimination diets (e.g., carnivore) have induced remission in small human
case studies (Norwitz & Soto-Mota, 2024). Including IBD in MNT coverage would support
non-pharmacologic, metabolism-targeted interventions for remission and symptom control.
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e Neurodegenerative and Cognitive Disorders (Alzheimer's disease, Parkinson's
disease, mild cognitive impairment)
Emerging evidence highlights the role of nutrition therapy in preserving brain health and
delaying disease progression. Alzheimer's disease, sometimes referred to as "type 3
diabetes," is strongly linked to impaired glucose metabolism and insulin resistance in the
brain (de la Monte, 2014; Kandimalla et al., 2017; Kellar & Craft, 2020).

Dietary interventions such as low-carbohydrate, ketogenic, and Mediterranean patterns have
been shown to improve cognition, reduce neuroinflammation, and may slow functional
decline in Alzheimer's and mild cognitive impairment (Brandt et al., 2019; Buchholz et al.,
2024; Cunnane et al., 2020; Phillips et al., 2021; Taylor et al., 2018; van Soest et al., 2024).
In Parkinson's disease, nutrition therapy supports both motor and non-motor symptoms,
enhances the efficacy of medication, and addresses weight loss and malnutrition (Choi et
al., 2024; Krikorian et al., 2019; Phillips et al., 2018; Vanitallie et al., 2005). Expanding MNT
coverage to neurodegenerative conditions would address nutritional vulnerabilities, improve
quality of life, and potentially reduce long-term care costs.

e Mental lliness (depression, bipolar disorder, schizophrenia) and Neuropsychiatric
Disorders (anxiety disorders, autism spectrum disorder, eating disorders, and alcohol
use disorder):

Mental disorders are among the leading causes of disability and are associated with higher
rates of cardiometabolic disease and premature mortality (Chan et al., 2023; Correll et al.,
2017; Firth et al., 2019; Walker et al., 2015). Psychotropic medications often achieve only
partial remission and carry metabolic side effects in both children and adults (Akinola et al.,
2023; Catalan et al., 2021; Drosos et al., 2024; Holt, 2019; Pigott et al., 2023; Rogdaki et al.,
2024; Smith et al., 2025). Nutrition therapy can offer a safer, evidence-informed supplement:

For instance, studies have demonstrated that Mediterranean diets can support mood and
alleviate depressive symptoms (Bizzozero-Peroni et al., 2025; Lassale et al., 2019).
Randomized controlled trials such as the SMILES study demonstrate that dietary
interventions can induce remission in major depression (Jacka et al., 2017). Ketogenic and
low-carbohydrate interventions also show early promise -- including benefits for mood and
psychosis in major depressive disorder, bipolar disorder, and schizophrenia -- with metabolic
improvements and reduced symptom burden (Campbell et al., 2025; Danan et al., 2022;
Decker et al., 2025; Sethi et al., 2024).

Emerging evidence suggests potential benefits in anxiety disorders, autism spectrum
disorder, eating disorders, and alcohol use disorder as well (Anderson et al., 2025).
Professional consensus statements now recommend integrating nutrition into mental health
care, reinforcing its role as an adjunct to standard treatment (Teasdale et al., 2025; WHO,
2018). Expanding MNT coverage to these conditions would allow clinicians to address
underlying metabolic dysfunction, reduce medication burden, and improve long-term
outcomes.
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Table 1: ICD-10 Codes for Conditions Recommended for Expanded MNT Coverage

Condition / Disorder ICD-10 Code(s)

Prediabetes R73.03

Obesity E66.9, E66.0, E66.01,
E66.1, E66.2, E66.8

Polycystic ovary syndrome (PCOS) E28.2

MASLD (Metabolic dysfunction-associated steatotic liver disease) K76.0

Hypertension 110, 111, 113

Dyslipidemia E78.0, E78.1, E78.2,
E78.5

Atherosclerosis / Ischemic heart disease 170, 121-122, 120,
125.1-125.9

Cancer (all malignant neoplasms) C00-Cc9o7

Crohn's disease K50

Ulcerative colitis K51

Alzheimer's disease G30

Parkinson's disease G20-G21

Mild cognitive impairment (MCI) G31.84, F06.7, FO9

Major depressive disorder F32-F33

Bipolar disorder F31

Schizophrenia F20

Anxiety disorders F40-F48

Autism spectrum disorder F84.0-F84.9

Eating disorders F50

Alcohol use disorder F10
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Il. Expand the Role of RDNs, RDs, and Nutritionists

Dietitians and nutrition professionals are trained specialists and often the most effective
providers of intensive nutrition counseling. Expanding billing privileges and scope-of-practice
flexibility would improve access, especially in underserved areas. We recommend that CMS:

e Allow Registered Dietitian Nutritionists (RDNs), Registered Dieticians (RDs), and
licensed nutritionists and coaches to independently bill for MNT services, ensuring
they are fully recognized as qualified healthcare professionals.

e Remove the requirement for a primary care referral for patients with certain
metabolic conditions listed above, where it is medically necessary for an RDN or RD
to initiate treatment directly. Given their education and training, these professionals have
the clinical expertise to determine when MNT is required.

e Permit nurse practitioners, physician assistants, clinical nurse specialists, and
psychologists to refer patients for MNT, expanding beyond physicians as the sole
referral source.

e Expand eligibility for independent National Provider Identifier (NPI) numbers and
billing privileges to individuals with recognized certifications in chronic disease and
nutrition management (e.g., wellness coaches or certified specialists), contingent on
referral from a qualified provider or RDN/RD.

e Support team-based models of care where MNT is integrated into chronic disease
management and reimbursed accordingly.

lll. Increase MNT Sessions and Reimbursement

Medical nutrition therapy (MNT) is a cornerstone of managing insulin resistance and metabolic
dysfunction, yet current coverage and coding structures limit its effectiveness. Sustained
engagement and coding specificity are crucial for improving outcomes, reducing downstream
costs, and aligning reimbursement with evidence-based care. We recommend that CMS:

e Expand access by increasing session coverage: The current cap of three hours per
year is insufficient for conditions that require longer-term and more intensive therapy.
Increasing the allowable number of covered hours for all eligible disease states will
better support ongoing management and improved outcomes (Adams et al., 2025;
Society of Metabolic Health Practitioners, 2022).

e Provide flexibility for medical necessity: Allow RDNs, RDs, or supervising physicians
(in cases where referral is required, such as for wellness coaches) to document medical
necessity and authorize additional hours of MNT when clinically indicated.

IV. Create Distinct Codes for Evidence-Based Nutrition Therapies

Current MNT codes do not differentiate among evidence-based nutrition approaches, limiting
the ability to track utilization, measure outcomes, and ensure appropriate reimbursement. CMS
has a clear precedent for creating HCPCS codes for MNT to address gaps where CPT codes
are insufficient, and a similar approach is warranted here. Establishing new HCPCS codes
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would recognize distinct therapies, supporting quality measurement and cost-effectiveness in
value-based care, as well as tracking outcomes and utilization. We recommend that CMS:

e Create new HCPCS codes for evidence-based nutrition interventions, including:
o Reduced-carbohydrate MNT, defined as 50-130g of dietary carbohydrate per day
o Ketogenic MNT, defined as 509 or less of dietary carbohydrate per day

V. Support Coverage for Tools that Improve Self-Management

CMS should consider creating separate coding and payment for intensive lifestyle interventions
that are not adequately captured under the current Physician Fee Schedule (PFS), particularly
those supported by real-time data from wearable technologies. The integration of continuous
glucose monitors (CGMs) and continuous ketone monitors (CKMs) into preventive and chronic
disease management holds significant potential to improve health outcomes, promote patient
engagement, and reduce long-term costs.

Specifically, CGMs can support real-time dietary, medication, and lifestyle decisions for
managing the diseases listed in Table 1. Meanwhile, CKMs can help patients and clinicians
monitor adherence to therapeutic carbohydrate reduction for addressing insulin resistance, type
2 diabetes, and metabolic syndrome associated with these conditions (Puchalska, 2024).

We recommend that CMS:

e Expand coverage for CGMs beyond insulin-using patients, including individuals with
prediabetes, metabolic syndrome, and other chronic conditions that benefit from
glycemic monitoring, listed in Table 1

e Collaborate with the Food and Drug Administration (FDA) to expedite review and
approval pathways for CKMs as tools to manage diet-responsive chronic conditions
listed in Table 1

e Create a new benefit category or provisional payment code under Medicare Part B
for “intensive lifestyle interventions supported by wearable technology.”

o Test these interventions within Center for Medicare and Medicaid Innovation
(CMMI) models, allowing flexibility to use funds for wearables, coaching, and remote
monitoring.

e Incorporate structured behavioral incentives (financial and non-financial) to reward
sustained use and behavior change, building on the Medicare Diabetes Prevention
Program model.

VI. Support Coverage for Medically-Tailored Meals

CMS should create separate coding and payment for medically-tailored meals (MTMs),
including ketogenic MTMs, as an incident-to-service under general supervision. For individuals
with chronic conditions -- such as those listed in Table 1 -- clinically tailored nutrition is a core
component of disease management.

Research shows that MTMs improve health outcomes, support recovery post-discharge,
enhance medication adherence, and lower overall healthcare costs by reducing hospitalizations
and emergency department use (Berkowitz et al., 2019; Compher et al., 2025; Hager et al.,
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2022; Sautter et al, 2024). MTMs are especially impactful for individuals with cardiometabolic
conditions, where dietary therapy can be as effective as pharmacologic treatment. CMS can
further improve access and program integrity by enabling billing providers to refer patients to
qualified community-based organizations under appropriate supervision. We recommend that
CMS:

e Cover medically-tailored meals (MTMs), including ketogenic MTMs, as a
reimbursable service for beneficiaries with eligible chronic conditions listed in Table 1.

RE: Well-Being and Nutrition Measures Request for Information

We strongly support CMS's initiative to develop well-being and nutrition-focused quality
measures. We recommend incorporating metabolic biomarkers and digital tools that can detect
early dysfunction and guide individualized intervention.

I. Expand Metabolic Monitoring and Early Detection of Insulin Resistance as Quality
Measures

Nearly nine in 10 U.S. adults exhibit signs of metabolic dysfunction (O'Hearn et al., 2022), yet
many remain undiagnosed until disease progression is advanced. Early detection of insulin
resistance enables timely, preventive dietary and lifestyle interventions -- potentially reversing
the trajectory of type 2 diabetes, cardiovascular disease, and other related conditions. This is
particularly critical for populations at elevated risk, including individuals taking antipsychotic
medications, which are well-documented to increase the risk of metabolic complications in both
children and adults (Akinola et al., 2023; Holt, 2019; Rogdaki et al., 2024; Smith et al., 2025).
Evidence also suggests that metabolic dysfunction may be intrinsic to mental illnesses such as
bipolar disorder, depression, and schizophrenia, independent of medication use (Goldfarb et al.,
2022; Kulkarni et al., 2024).

To address this gap, we recommend routine clinical screening for insulin resistance using
affordable and widely available tests for Hemoglobin A1c (HbA1c), fasting glucose, and fasting
insulin (the latter two tests can be used to calculate Homeostatic Model Assessment of Insulin
Resistance (HOMA-IR), a sensitive marker that can detect insulin resistance years before blood
glucose alone).

Current National Committee for Quality Assurance (NCQA) measures -- such as Metabolic
Monitoring for Children and Adolescents on Antipsychotics (APM) and Comprehensive Diabetes
Care -- represent important steps, but are too narrowly focused. Given the widespread
prevalence of metabolic dysfunction -- which comprises multiple interrelated risk factors driving
many chronic conditions, including those listed in Table 1 -- we recommend that CMS:

e Expand metabolic monitoring measures to include adults on antipsychotics.

e Broaden metabolic monitoring criteria beyond glucose and lipid testing to include
HbA1c, fasting glucose, fasting insulin, and HOMA-IR.

e Develop a dedicated metabolic monitoring measure for children, adolescents, and
adults with conditions commonly associated with metabolic syndrome, as listed in Table
1.
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Conclusion

Overall, we urge CMS to consider the following priority actions to advance preventive,
nutrition-based care and improve outcomes for patients with chronic and diet-related conditions:

Expand and modernize MNT coverage to reflect current evidence and include a
broader range of conditions where nutrition therapy is clinically shown to improve
outcomes.

Broaden the MNT provider pool and billing privileges by allowing RDNs, RDs,
licensed nutritionists, and certified coaches to deliver and bill for MNT where appropriate.

Increase MNT access and flexibility by expanding covered MNT sessions and allowing
greater discretion based on clinical necessity.

Establish new billing codes for advanced, evidence-based MNT such as
reduced-carbohydrate and ketogenic interventions.

Support reimbursement for digital monitoring tools and wearables that enhance
self-management and track metabolic outcomes in real time.

Ensure coverage of MTMs as a reimbursable service for eligible chronic conditions.

Adopt early screening tools and integrate metabolic health monitoring into CMS
quality and performance metrics.

By updating the Physician Fee Schedule to better reflect the root causes of chronic disease,
CMS has a pivotal opportunity to lead a shift toward proactive, patient-centered, and
nutrition-forward care that reduces costs and improves lives.

CMH welcomes the opportunity to provide further clinical, policy, and scientific expertise as CMS
considers these critical reforms.

Sincerely,

Coalition for Metabolic Health

Contact: Cristina Nigro, Ph.D. (cristina@coalitionformetabolichealth.org)
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