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In 2013, the American Medical Association recognized obesity as a 
disease state with multiple pathophysiological aspects that require a 
range of interventions to advance obesity treatment and prevention. 

The stunning rise of obesity in the US
According to the Centers for Disease Control and Prevention (CDC), 
obesity is epidemic in the US and a major risk factor for a broad range 

of chronic diseases including diabetes, 
hypertension, cardiovascular disease, 
Alzheimer’s disease and related dementias, 
osteoarthritis, and several cancers.5 As 
depicted in Figure 1, the obesity rate in the 
US has tripled in the last 50 years.6 In the 
early 1960s, fewer than 14% of US 
individuals had a body mass index (BMI) 
over 30 vs 42% in the 2017 to 2018 period. 
It is important to note that 44.8% of adults 
aged 40 to 59 years live with obesity and as 
obesity prevalence continues to rise, 
Medicare must consider future costs and 
greater resource needs.

Medicare Part D is a critical benefit that has provided millions with 
access to prescription medications since 2006. However, despite the 
program’s successes, there have been significant patient access 
challenges—specifically, Part D’s exclusion of certain medically 
necessary drugs and services. As the medical community’s 
understanding of disease states evolves, the Part D program must 
evolve. A key example is Part D’s exclusion of Food and Drug 
Administration (FDA)-approved anti-obesity medications (AOMs) that 
address the treatable metabolic chronic disease of obesity. 

The prevalence of obesity in the United States (US) population has 
increased steadily since the 1960s. Now more than 100 million 
Americans live with obesity,1 and it has major health and economic 
implications for the country. As the nation continues to grapple with 
the COVID-19 pandemic, we have learned that obesity and obesity-
related diseases are the second greatest risk factors, after older age, for 
hospitalization among COVID-19 patients.

Coverage policies constantly evolve as clinical evidence advances and, 
with that, the Medicare program advances its coverage of medications 
and services. The program has evolved over time, covering previously 
non-covered items based on new indications and clinical evidence. For 
example, Medicare has changed the way it covers mental health 
services and bariatric surgery. Yet it has not kept pace with advances in 
the medical community’s understanding of obesity or its treatment, 
despite the prevalence of obesity, its significant negative impact on the 
health of Medicare beneficiaries, and the cost to society.  

Approximately 35% (over 13 million) of adults in the US aged 65 and 
over between 2007 and 2010 were living with obesity.2 Congress has an 
opportunity to amend the Social Security Act to clarify that  
FDA-approved AOMs that treat a chronic disease—obesity—are 
medically necessary treatments for “chronic weight management” and 
should be covered under Part D. 

The Centers for Medicare & Medicaid Services (CMS) must recognize its 
authority to interpret the statutory exclusion of certain uses of drugs 
and categories of drugs to permit coverage of medically accepted 
indications of drugs, even when other uses of those drugs might be 
excluded under the statute. This authority should be applied to 
FDA-approved AOMs as it has done in other instances.

UNDERSTANDING OBESITY
There has been a significant paradigm shift in the clinical 
understanding of obesity. At the onset of the disease, scientists 
believed that obesity was simply an energy imbalance—more calories 
consumed than expended. 

In 1994, leptin was discovered, changing the way the medical 
community thought about obesity.3 The hormone, which is secreted by 
fat cells, acts in the brain to suppress appetite following a meal.4            
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Figure 1. Age-adjusted trends in overweight, obesity, and  
severe obesity among men and women aged 20-74: US,  
1960-2018
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Key: BMI – body mass index; US – United States.

About 2 in 5 
adults and  
1 in 5 children 
and adolescents 
in the US live with 
obesity.7



Obesity affects a wide range of other therapeutic areas
Obesity and obesity-related diseases are the second greatest risk 
factors, after older age, for hospitalization among COVID-19 patients. In 
fact, the CDC reported that 78% of patients who have been 
hospitalized, needed a ventilator, or died from COVID-19 lived with 
overweight or obesity and had at least 1 underlying health condition, 
many of which were obesity-related diseases.8 One study showed that a 
25% reduction in the rate of obesity could have led to 120,000 fewer 
hospitalizations, 45,000 fewer intensive care unit (ICU) admissions, and 
65,000 fewer deaths from COVID-19 by April 2021.9

Obesity has also been implicated as a risk factor for certain types of 
cancer, cardiovascular disease, and diabetes, among other conditions 
that affect health and healthcare costs.11 Additionally, adults living with 
obesity have a 55% higher risk of developing depression over their 
lifetime compared to people not living with obesity.12 

The increase in these conditions’ prevalence across the nation has 
major implications for the health and well-being of the population.

OBESITY IS A CRIPPLING PUBLIC HEALTH AND 
FINANCIAL THREAT IN THE US
The rising prevalence of obesity in the US imposes a substantial public 
health and economic burden due to both direct medical care costs and 

indirect productivity-related costs. 

In 2016, chronic diseases driven by the risk 
factors of obesity and overweight 
accounted for $480.7 billion in direct 
healthcare costs in the US, with an 
additional $1.24 trillion in indirect costs 
due to lost economic productivity.13 The 
total cost of chronic diseases due to 
obesity and overweight was $1.72 

trillion—equivalent to 9.3% of the US gross domestic product. Obesity as a 
risk factor is by far the greatest contributor to the burden of chronic diseases 
in the US, accounting for 47.1% of the total cost of chronic diseases 
nationwide. Additionally, failure to treat those living with obesity with the full 
continuum of care leads to increased job absenteeism, presenteeism, 
disability, and payments from workers’ compensation insurance. One study 
found that obesity raises the number of workdays lost to illness or injury by 3 
days per worker per year (from 2.34 to 5.34), or by 128.2%.14 These lost 
workdays translate to a per-worker annual productivity loss caused by 
obesity ranging from $270.79 to $541.58 and at the US national level, $13.42 
billion to $26.84 billion.14

Racial and ethnic minorities live with obesity at higher rates 
The burden and cost of obesity are particularly pronounced among 
communities of color. Non-Hispanic Black populations have the highest 
prevalence of obesity at 49.6%, followed by Hispanic populations at 
44.8% and non-Hispanic White populations at 42.2% (Figure 2).15 
African American women live with obesity at the highest rate among 
any demographic group; approximately 4 out of 5 African American 
women live with overweight or obesity. Native Hawaiians/Pacific 
Islanders are 80% percent more likely to live with obesity than non-
Hispanic White populations.16 US-born Asians and Pacific Islanders are 
at higher risk of living with obesity, and the risk for immigrants 
increases with the duration of residency.17 Living with obesity places 
racial and ethnic groups at higher risk for the development of obesity-
related diseases such as diabetes, hypertension, high cholesterol levels, 
heart disease, stroke, and some cancers.18 

Figure 2. Adults living with obesity by race/ethnicity

As CMS continues to emphasize the need to examine health equity, 
the agency must assess whether its programs and policies perpetuate 
systemic barriers that limit full and equal participation by people of 
color and underserved groups and aim to identify the best methods 
to assist agencies in assessing equity with respect to obesity.

CLINICAL EVIDENCE EVOLVES; SO SHOULD 
COVERAGE POLICIES
Science and innovation drive the need for access
Clinical guidelines recommend evidence-based obesity care including 
intensive behavioral therapy (IBT), AOMs, and bariatric surgery, stating 
“the addition of pharmacotherapy produces greater weight loss and 
weight loss maintenance compared with lifestyle therapy alone.”19 The 
American Association of Clinical Endocrinologists (AACE) and American 
College of Endocrinology (ACE) clinical practice guidelines identify 5 
FDA-approved AOMs: CONTRAVE (naltrexone HCl and bupropion HCl), 
SAXENDA (liraglutide), BELVIQ (lorcaserin hydrochloride) (discontinued), 
XENICAL (orlistat), and QSYMIA (phentermine/topiramate ER).20 The 
guidelines recommend that “clinicians and their patients with obesity 
should have access to all approved medications to allow for the safe and 
effective individualization of appropriate pharmacotherapy” and identify 
drug preferences and contraindications for patients with certain 
comorbidities and clinical characteristics. However, seniors currently only 
have limited coverage for IBT and surgery. 

AOMs are a critical part of the obesity care continuum, particularly for 
people for whom lifestyle intervention alone does not work or who 
have multiple comorbidities. Most patients living with obesity are not 
able to achieve and maintain a healthy weight with healthy eating and 
increased physical activity alone.19 FDA-approved AOMs are proven to 
help patients living with obesity. One study found that when combined 
with lifestyle intervention, all drugs currently approved by the FDA for 
chronic weight management produced greater obesity reduction 
(5%-12%) and sustained the obesity reduction for a greater length of 
time than did lifestyle intervention alone.21 As a result, a growing 
number of commercial and Medicaid plans recognize the importance 
of AOMs in the obesity care continuum and offer coverage for AOMs; 
however, patients covered under these plans lose access to the 
medicines they need when they turn 65 and enroll in Medicare.

CMS currently excludes AOMs from coverage on the basis that they are 
“agents for weight loss.”22 However, modern AOMs are not “agents for 
weight loss.” In fact, modern AOMs are very different from weight loss 
products that were commercialized in decades past.  For example, in 
the 1990s, use of fen-phen drove the perception that weight loss drugs 
are unsafe and can have severe side effects. (“Fen-phen” refers to the 
use in combination of the drugs fenfluramine/phentermine and 
phentermine/dexfenfluramine.) In the 1990s, some physicians began 
prescribing fenfluramine or dexfenfluramine in combination with 
phentermine, often for extended periods of time, for use in weight loss 
programs, often by people who did not have the disease of obesity.23
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While the prescription medications fenfluramine, phentermine, and 
dexfenfluramine received individual approval by the FDA, use of the 
drugs in combination never received FDA approval. In September 
1997, the FDA asked the manufacturers to voluntarily withdraw 
dexfenfluramine and fenfluramine from the market.24 The FDA’s 
withdrawal request came after echocardiogram testing of patients 
taking fen-phen suggested that fenfluramine and dexfenfluramine 
were the likely cause of heart valve problems. In the 1990s, several 
other weight loss medications were withdrawn from the market due 
to severe cardiovascular side effects, including aminorex (pulmonary 
hypertension), phenylpropanolamine (stroke), and sibutramine 
(myocardial infarction and stroke).25,26

Modern AOMs approved by the FDA are significantly different from 
products withdrawn from the market in previous years because they 
are included within more comprehensive treatments than just weight 
loss. In 2007, the FDA issued draft guidance to manufacturers outlining 
expectations for AOMs.27 The FDA has encouraged manufacturers 
developing AOMs to look not only at the effectiveness of these 
medications with respect to weight but also importantly at the impact 
of these medications on “secondary efficacy endpoints” such as blood 
pressure and pulse, lipoprotein lipids, fasting glucose and insulin, and 
HbA1c (in type 2 diabetics). The FDA has further stated that changes in 
common obesity comorbidities “should be factored into the efficacy 
assessment of investigational and weight-management products.” The 
FDA also stated that its draft guidance on weight management drugs 
applies to products “for medical weight loss, which can be defined as a 
long-term reduction in fat mass with a goal of reduced morbidity and 
mortality through quantifiable improvements in biomarkers such as blood 
pressure, lipids, and HbA1c.”

Since this guidance was issued, several products have since been 
approved by the FDA to meet this standard, with an indication of 
“chronic weight management.” Unlike the products of the past, 
studies have shown that many of the currently approved products 
generally have favorable effects on cardiometabolic parameters.28 

Many of these products are approved for long-term use, and they are 
recommended in specialty society guidelines and guidelines for the 
Department of Defense. When combined with lifestyle changes, 
beneficiaries taking AOMs lose 3% to 12% more weight than those 
who do not include prescription medications in their obesity 
treatment. Those taking medication also sustained obesity reduction. 

Pharmacotherapy agents can be grouped by treatment period as 
short-term weight loss agents and chronic weight management 
agents.29 ACE and ACE clinical practice guidelines emphasize that 
obesity is a chronic condition and identified 5 AOMs for use as an 
adjunct to behavioral interventions: naltrexone/bupropion, liraglutide 
3 mg, orlistat, phentermine/topiramate, and lorcaserin HCl 
(discontinued).19 (The FDA subsequently approved a sixth AOM, 
IMCIVREE [setmelanotide].) The guidelines recommend that “clinicians 
and their patients with obesity should have available access to all 
approved medications to allow for the safe and effective 
individualization of appropriate pharmacotherapy” and identify drug 
preferences and contraindications for patients with certain 
comorbidities and clinical characteristics.19,30

CASE STUDIES FOR TREATMENTS THAT ARE NOW 
ROUTINE AFTER EVIDENCE EVOLVES
Health insurance coverage of treatments and procedures typically 
follows the clinical evidence. As the medical community’s understanding 
of the clinical efficacy of a therapeutic evolves, treatments that may not 
have been covered in the past can become routine. Additionally, payers 
can become nuanced about how they cover treatments, such as 
providing access to products for FDA-approved uses while prohibiting 
coverage for treatments that are not.

As the following case studies demonstrate, coverage for services and 
products is not static; changes occur as clinical evidence emerges to 
support use. 

Mental health
Treatment for mental illness has changed dramatically over the past 
century, but particularly in the past quarter-century. The evolution of 
insurance coverage for mental health treatment has also shifted. 
Insurers did not begin including mental health services until the 1950s, 
when insurance policies included hospital psychiatric care. Before the 
period of deinstitutionalization, which started in the late 1950s when 
most long-term care in psychiatric hospitals was replaced with 
community-based mental healthcare, there was little reason for private 
insurers to cover services that were paid for by the government  
(Figure 3).31 
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Figure 3. The advancing progress of mental healthcare

The modern view of mental illness has evolved tremendously, with a shift 
in the cultural conversation and availability of more effective treatments. 
For example, the American Psychological Association conducted a poll in 
2018 of over 1,000 US adults; 87% agreed that having a mental health 
disorder is nothing to be ashamed of.32

Before the expansion of Medicare Part D, depression was often 
undertreated in adults over 65. In 2003, Congress established Medicare 
Part D, which allowed Medicare coverage of outpatient prescription 
drugs. This change provided much-needed prescription drug coverage 
for seniors and people living with disabilities, including many people 
living with mental illness. The current policy requires all Part D 
prescription drug plans and Medicare Advantage plans to include “all or 
substantially all” of the medications in 6 protected classes on their drug 
formularies.33 Two of the 6 protected classes are antidepressants and 
antipsychotics. Congress included this policy to ensure that Medicare 
beneficiaries living with some of the most complex conditions, like 
mental illness, are not discriminated against. It also ensures that they 
have access to a range of treatment options that meet their individual 
needs.
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Mental Health Parity and Addiction Equity Act eliminates historical disparities 
between physical and mental healthcare



In 2008, Congress passed the Mental Health Parity and Addiction Equity 
Act to eliminate historical disparities between insurance coverage of 
behavioral health treatment and medical treatment.34 As a result of 
the legislation, large group health plans that offer mental health 
coverage must place this coverage equal to physical illness coverage. 
A few years later, the Affordable Care Act required small group and 
individual health plans sold in the insurance marketplaces to cover 
mental health services at a level comparable to that of medical 
services.35 Moreover, parity rules were also applied in 2016 to 
Medicaid managed care plans, thus covering the bulk of low-income 
residents covered by the program.36 Due to those laws, insurers 
cannot write policies that charge higher copays or deductibles for 
mental healthcare, nor may they impose lifetime or annual upper 
limits on the amount of mental health coverage. 

Most recently, mental health has been affected in the wake of the 
coronavirus pandemic and subsequent changes in the daily lives of 
Americans. Stress and worries associated with contracting COVID-19, 
along with job loss, child-care arrangements, and loss of loved ones, 
are some of the many ways the pandemic might affect mental health.

As the Commonwealth Fund noted, numerous recent policy changes 
have facilitated Medicare beneficiaries’ ability to access mental health 
services during the pandemic, including the implementation of 
coinsurance parity for outpatient mental healthcare, the closing of 
the “doughnut hole” for prescription drugs, and new financial 
mechanisms to support depression screening and mental health 
management.37 

Bariatric surgery
As previously stated, the medical community’s understanding of 
obesity has evolved over the past 20 years. Through 2005, Medicare 
reimbursed for bariatric procedures on a regional basis. A study 
performed that year of the complete, nationwide fee-for-service 
Medicare population undergoing bariatric surgery from 1997 through 

2002 found that the early risk of post-surgical 
death in this population was higher than 
suggested by prior studies.38 Additionally, the 
study found bariatric surgery performed at 
higher-volume facilities and by higher-volume 
surgeons led to improved outcomes in the older 
Medicare population. CMS responded by 
restricting coverage of bariatric surgery to 
hospitals designated as centers of excellence 
(COEs) by 2 major professional organizations.39

Since 2002, government researchers have noted 
that bariatric surgery has become safer due to a 
combination of factors that include, but are not 

limited to, increased use of the laparoscopic approach, achievement of 
the learning curve as bariatric surgeons have gained more experience, 
and more regimented fellowship training programs.40 CMS 
subsequently lifted the COE requirement, broadening access to 
beneficiaries.

The rising prevalence of the obesity epidemic and its harmful effects on 
overall health have increased public support for obesity treatments. It 
is now widely accepted that diet and exercise do not always lead to 
long-term, significant obesity reduction.41 Bariatric surgery can greatly 
improve a patient’s chance of achieving long-term obesity reduction 
and reduce obesity-related comorbidities. Because of its proven 
effectiveness, bariatric surgery is now widely covered by health 
insurance, including Medicare and Medicaid.42 As the obesity epidemic 
continues to worsen in the US, increasing coverage of these effective 
and life-saving surgeries is a valuable option for patients and providers.

SEROSTIM (somatropin [rDNA origin] for injection)
In the past, CMS has recognized its authority to interpret the statutory 
exclusion of certain uses of drugs and categories of drugs to permit 
coverage of medically accepted indications of drugs, even when other 
uses of those drugs might be excluded under the statute. For example, 
CMS interpreted the prohibition on agents for weight gain to permit 
Part D coverage of drugs used to treat AIDS wasting and cachexia. 
SEROSTIM is indicated for the treatment of HIV patients with wasting or 
cachexia “to increase lean body mass and body weight and improve 
physical endurance.”43 Despite this indication, CMS covers the drug 
under Part D, noting that “prescription drug products being used to 
treat AIDS wasting and cachexia are not considered agents used for 
weight gain”22 but treat a medically accepted chronic disease. In this 
instance, CMS has clearly exercised its interpretative authority to cover 
an FDA-approved drug whose primary indication is “to increase lean 
body mass and body weight” and will not be considered an agent used 
for weight gain. 

PART D IS AN OUTLIER; OTHER PAYERS COVER AOMs
Part D’s coverage exclusion of AOMs makes it an outlier among payers 
across the healthcare system. While coverage varies, other payers 
recognize obesity as a chronic disease and the important role AOMs play 
in improving health, reducing disease, and increasing health equity. The 
following payers and payer groups do cover AOMs:

Federal Employees Health Benefits Program (FEHBP)
The FEHBP’s annual call for benefit and rate proposals (call letter) to 
carriers sets forth the policy goals and initiatives for the program for  
the coming plan year. In its 2023 call letter, FEHBP reminded carriers of 
the Office of Personnel Management’s (OPM) letter in 2014 clarifying “that it is not 
permissible to exclude weight loss drugs from FEHB coverage on the basis that 
obesity is a ‘lifestyle’ condition and not a medical one or that obesity treatment is 
‘cosmetic.’”44,45

OPM stated in the 2023 call that carriers “…are not allowed to exclude AOMs from 
coverage based on a benefit exclusion or a carve-out. FEHB carriers must have 
adequate coverage of FDA-approved AOMs on the formulary to meet patient needs 
and must include their exception process within their proposal.” It is important to 
note that OPM’s emphasis on coverage of AOMs was a key part of its response to 
President Biden’s Executive Order on advancing racial equity and supporting 
underserved communities.  

Department of Veterans Affairs (VA)
The VA’s Clinician’s Guide to Weight Management states that “Obesity is a 
chronic, complex disease requiring lifelong commitment to treatment and 
long-term maintenance.”46 It acknowledges that although lifestyle changes 
alone can result in weight loss for some, many patients who are overweight 
and obese need additional interventions for weight reduction. 

The agency supports long-term use of weight loss medications in individuals who are 
obese or overweight, as it “can improve blood pressure, dyslipidemia, glycemia,  
markers of inflammation, and insulin resistance.”

TRICARE
Since 2017, TRICARE has covered AOMs, changing a longstanding policy 
that excluded coverage for obesity. In 2018, the Defense Health Agency 
(DHA), which delivers the TRICARE health plan, added 4 generic weight 
loss medications to the Department of Defense’s pharmacy formulary—
phentermine, benzphetamine, diethylpropion, and phendimetrazine—and would 
cover several other medications, including SAXENDA, BELVIQ (since discontinued), 
and XENICAL, under certain circumstances.47 In 2022, TRICARE included the first 
branded AOM on formulary

In supporting coverage for AOMs, the then-director for disease prevention, disease 
management, and population health policy and oversight in the office of the Assistant 
Secretary of Defense for Health Affairs supported coverage of the drugs, stating, “It’s 
clear from the scientific literature, if you can reduce excess body fat in the individual, 
then you lower their risk of comorbid diseases related to excess body fat… this is the 
general literature, not specific to DHA or Health Affairs, but a 5% to 10% reduction in 
body weight can lower blood pressure [and] decrease insulin requirements for 
diabetics. It’s in the best interest for preventing major chronic diseases.”

Medicaid and commercial payers
Medicaid and commercial payer coverage for obesity treatments is  
varied across states and plans.  However, as with other payers, Medicaid 
and commercial coverage of AOMs is more robust than Part D, providing 
beneficiaries with treatment options not available under Part D and making  
Part D’s coverage exclusion even more of an outlier among payers.   
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It is clear that, with the exception of Part D, payers across the health 
system have evolved coverage policies of AOMs to reflect changes  
in our understanding of obesity as a disease and the role AOMs  
can play in improving health. Moreover, AOM coverage policies of  
the payers above help to improve health equity among their  
covered populations.

PART D MUST EVOLVE TO COVER AOMs
As demonstrated in this paper, coverage for valuable treatments can 
evolve when clinical evidence emerges to support medical necessity. 
And yet, while clinical evidence can shift the access paradigm for 
beneficiaries, it does not always adapt quickly enough. The Medicare 
Part D program can continue to ensure beneficiaries have access to 
the care they need that could ultimately benefit the health of the  
entire program. 

Like any medical or scientific discipline, the 
evidence for obesity treatment continues to 
evolve. However, the Medicare Part D coverage 
policy for AOMs has stagnated; the coverage 
exclusion for weight loss drugs is obsolete in the 
face of new FDA-approved AOMs. 

FDA-approved AOMs are used to treat obesity, a 
chronic and treatable disease state with multiple 
pathophysiological aspects. AOMs do not treat 
“weight loss” or “weight gain” but provide chronic 
weight management, with the goal of improving 
the medical condition of obesity, which itself has 
clinical markers that go beyond the issue of 
weight. As discussed above, our understanding of 

obesity and our ability to treat it has evolved significantly in the past 
20 years.  

Given the linkage of obesity with chronic, life-threatening diseases; 
the higher risk of adverse COVID-19 outcomes for those living with 
obesity; and the availability of multiple, safe, long-term anti-obesity 
treatments, it is long overdue that Medicare Part D recognize AOMs as 
important therapies that treat a severe, chronic disease—obesity. 
Further, AOMs help manage associated conditions, beyond weight 
loss alone, to reduce overall morbidity and mortality.

Legislative solution
Congress has an opportunity to amend the Social Security Act to clarify 
that FDA-approved AOMs are not “agents for weight loss” but rather 
clinically recommended treatments for “chronic weight management” 
that treat a chronic disease—obesity—and may therefore be covered 
under Part D. 

Congress could also encourage CMS to use its interpretative authority 
to update its coverage policy on FDA-approved AOMs. 

Regulatory solution
CMS does not require congressional action, but instead can use its 
interpretative authority to establish AOM coverage through revised 
Part D plan guidance and/or regulation. The agency must evolve its 
thinking and stop minimizing the obesity space by saying it is about 
weight loss.
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