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Obesity: Effective Treatment Requires

Change in Payers’ Perspective

Rhonda Greenapple, MSPH; Jackie Ngai, MS

Background: Obesity is an increasing problem in the United States, and the health prob-
lems attributed to it have a significant economic impact on the healthcare system, as well
as on patients’ quality of life. In addition, childhood obesity is increasingly becoming a
prominent diagnosis.

Objective: To identify physician and payer reactions to the profiles of 4 new obesity products
in development and the potential that these will be prescribed by physicians and reimbursed
by payers. This article examines payers’ and physicians’ perspectives in effective treatment
options for this epidemic.

Method: A 2008 online survey conducted by Reimbursement Intelligence was completed by
42 physicians who are advisors to Pharmacy & Therapeutics Committees and see an aver-
age of 435 obese patients monthly, as well as 17 payers who represent more than 100 mil-
lion covered lives. This research was double blinded to conceal product and client identifica-
tion. Qualitative and quantitative data were collected from the survey responses.

Results: Based on the physician and payer survey responses, morbid obesity is expected to
grow in the next 2 years. About 80% of morbidly obese patients have type 2 diabetes, but
more than 75% of payers do not track patients who are obese, morbidly obese, or those with
the metabolic syndrome. Despite its effect on business productivity and the cost of care,
healthcare professionals and payers continue to have varying perspectives related to its pre-
vention and treatment. Physicians would like to have more treatment options, but payers per-
ceive them as ineffective and find the safety and adverse effect profiles unfavorable.
Conclusion: There is a clear need for multiple treatment alternatives to combat obesity that
include plan member access to weight-loss options, such as prescription medications and
bariatric surgery. There needs to be an increase in educational support from manufacturers
of products for obesity, as well as increased awareness of products in the pipeline. [AHDB.
2010;3(2):88-94.]
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besity is associated with many chronic diseases
Oand is classified as a disease by several organiza-
tions, including the World Health Organiza-
tion, the National Institutes of Health, the US Food
and Drug Administration (FDA), and the Centers for
Disease Control and Prevention (CDC).'*
Observational epidemiologic studies have estab-
lished a relationship between obesity and the risks for
cardiovascular disease (CVD), non—insulin-dependent
diabetes mellitus, certain types of cancer, gallstones,
certain respiratory disorders, and an increase in overall
mortality. Diabetes is on the rise in the United States,
and approximately 90% of diabetes cases are attributed
to excess weight.”® Recent studies have also stated that
pediatric obesity is on the rise, particularly among
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black and Latino populations, as well as those from
lower socioeconomic groups.” New research has linked
endoplasmic reticulum stress to a high-fat diet; this
condition is overly activated in obese people and trig-
gers aberrant glucose production in the liver, a step in
the path to insulin resistance.®

Health problems attributed to obesity have a signif-
icant impact on the US healthcare system in terms of
direct and indirect medical costs. Direct medical costs
include preventive, diagnostic, and treatment services,
whereas indirect costs relate to morbidity and mortali-
ty. In 2000, the CDC estimated that obesity-related
healthcare costs totaled $117 billion.’

In October 2008, Reimbursement Intelligence con-
ducted an online survey titled Payer and Physician
Evaluation of Obesity Treatments, with the goal of
examining the perspectives of commercial and govern-
ment health plans on obesity. Respondents included
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payers representing more than 100 million covered
lives, as well as 42 physicians who treat nearly 500
obese and/or morbidly obese patients monthly.

Obesity Prevalence

According to the CDC, more than one third of US
adults (more than 72 million persons) can currently be
categorized as obese—a body mass index (BMI) =30
kg/m?*—or morbidly obese."® Of more concern, 30.1% of
children aged 2 to 19 years are overweight or obese.”"
Adults aged 40 to 59 years had the highest obesity
prevalence compared with other age-groups, including
approximately 40% of men in this age-group and 41%
of women (Figure 1)."

In July 2009, a Robert Wood Johnson Foundation re-
port indicated that obesity rates increased in 23 US states
and did not decrease in a single state in the past year.”

The rate of obesity in school-aged children is rising,
which will incur increased healthcare costs from use of
the medical system and disease comorbidities. A recent
study demonstrated that 61% of obese children aged 5
to 10 years have >1 risk factors for CVD, and 27% of
children in that age-group have >2 CVD risk factors."*
Currently, 20 states have passed legislation requiring
BMI screening for children and adolescents to facilitate
early intervention and improve healthy eating habits.?
It is critical for health plans to manage obesity in
younger patients, because it can save future costs that
can extend for more than 60 years.

Obesity is also higher among black women and men
compared with other demographics, who also have a
greater incidence of diabetes and CVD.'"*" This has cre-
ated a need for intervention to stop the obesity epi-
demic. Based on a plan’s unique patient population, the
incidence and cost of obesity can be significant.

Calculation of BMI is the primary criterion for
assessing obesity.” Easily calculated in the clinical set-
ting, BMI correlates significantly with body fat, mor-
bidity, and mortality.

Obesity-Related Comorbidities

A BMI of 25 kg/m? is the generally accepted thresh-
old for identifying a patient at increased risk for obesi-
ty-related diseases, most notably type 2 diabetes, hyper-
tension, and CVD. For those with a BMI above 25
kg/m?, each extra 5 kg/m? results in an increased over-
all mortality risk of approximately 33%.” More than
80% of deaths estimated to result from comorbidities
associated with obesity occur in patients with a BMI of
at least 30 kg/m?.?

Increasing research shows that obesity-related
comorbid conditions are becoming more prevalent.
Researchers at Monash University recently established
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KEY POINTS

» More than one third (>72 million) of US adults
can currently be categorized as obese. In 2000, the
Centers for Disease Control and Prevention

estimated that obesity-related healthcare costs
totaled $117 billion.

P This article discusses the results of a recent survey of
payers representing >100 million covered lives, as
well as 42 physicians who treat nearly 500 obese
patients monthly to examine their perspectives on
obesity management.

» Only 24% of payers are tracking obese and morbidly
obese patients, making it difficult to provide
intervention and case management.

» Weight-loss drugs are not covered by many
employers, because they are seen as “lifestyle drugs”
or drugs that lack efficacy.

» Many physicians consider a 5% to 10% weight
reduction in 6 months as needed to show efficacy of
a new treatment plan. In contrast, payers require
18% weight loss to place a product on formulary.

FLIIGCRN Obesity Prevalence, by Age (>20 years) and Sex, and
the Healthy People 2010 Obesity Target, 2005-2006
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the link between obesity and diabetes.”® Pigment
epithelium-derived factor (PEDEF, SerpinF1) was identi-
fied as a link between obesity and insulin resistance;
increasing PEDF causes type 2 diabetes complications,
while blocking the inhibitor reverses the effects.” The
link will help other researchers develop better options
for the treatment of obesity and diabetes.

The incidence of diabetes is on the rise, and so are
the risks of comorbidities and associated illnesses. The
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[[II¢:WA Is Your Plan Tracking Patients with Obesity, Morbid

F
- Obesity, or Metabolic Syndrome?

M Yes
I No

metabolic syndrome is characterized by the following

risk factors'”:

¢ Abdominal obesity

e Atherogenic dyslipidemia: blood fat disorders—high
triglycerides, low high-density lipoprotein choles-
terol, and high low-density lipoprotein cholesterol
levels—that foster plaque buildups in artery walls

¢ Elevated blood pressure

¢ Insulin resistance or glucose intolerance (ie, the
body cannot properly use insulin or blood glucose)

e Prothrombotic state (eg, high fibrinogen or plas-
minogen-activator inhibitor type 1 in the blood)

e Proinflammatory state (eg, elevated C-reactive pro-
tein levels in the blood).
A predecessor to type 2 diabetes and CVD, the

metabolic syndrome is a cluster of illnesses that needs

to be prevented, treated, and managed.

Results of our Payer and Physician
Evaluation of Obesity Treatments survey
show that just 24% of payers are currently
tracking obese and morbidly obese
patients, making it difficult to provide
intervention.

90

Payer and Physician Evaluation of Obesity
Treatments: Survey Results

Despite the importance of identifying and interven-
tion with the population, results of our Payer and
Physician Evaluation of Obesity Treatments survey show
that just 24% of payers are currently tracking obese and
morbidly obese patients, making it difficult to provide
intervention and case management (Figure 2).
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Health plans are more likely to identify these patients
through other disease management initiatives for the
metabolic syndrome, coronary artery disease, diabetes,
and arthritis, for which data are being collected.

Although drug treatments for obesity are currently
available, and promising new drug treatments are in
development, payer respondents believe that bariatric
surgery is more effective than medications for obesity
therapy. Eighty-eight percent of payers indicated that
their plan covers bariatric surgery, whereas nearly 50%
of these payers report that less than 20% of employers
cover drugs under a commercial plan. Payers are there-
fore far more likely to cover surgery than weight-loss
medications.

This disparity may stem from the safety and efficacy
“baggage” of past and current pharmacologic treatments
for obesity, such as sibutramine (Meridia); the combina-
tion of fenfluramine and phentermine (fen-phen); and
orlistat (Xenical), now available over the counter as alli.

In July 1997, researchers at the Mayo Clinic reported
24 cases of heart valve disease in patients who were tak-
ing fenfluramine-phentermine.” The FDA requested
that fenfluramine hydrochloride (Pondimin) and
dexfenfluramine hydrochloride (Redux) be withdrawn
from the market in September 1997.'

Sibutramine was the first subsequent drug approved
by the FDA for the treatment of obesity. According to
the FDA, the long-term effects of sibutramine on mor-
bidity and mortality associated with obesity have not
been established. The drug also increases the sympathet-
ic drive, heart rate, and blood pressure, which limit its
use in hypertensive patients."”

Impact of Obesity on Employers

Several studies have addressed obesity from the
viewpoint of employers. Results of a study that exam-
ined whether there is a progressive correlation between
BMI, healthcare costs, and absenteeism showed that
employees with a high BMI were more likely to have
other health risks and took twice as many sick days
than those who do not have a high BMI (8.45 vs 3.73
days, respectively).?

When total mean medical costs were analyzed by
BMI level, a J-shaped curve was produced. The mean
healthcare costs for the BMI-related at-risk population
was $6822 compared with $4496 for the not-at-risk
population.”® The most important differences in health-
care costs were for employees aged 245 years. The excess
cost associated with high BMI risk was $3514 overall.”

Obesity also has a substantial impact on healthcare
costs for employers. In 2000, the estimated annual
direct medical expenditures for obesity alone were $61
billion, accounting for a 12% increase in healthcare
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spending from 1987 through 2001.?" Additional studies
showed an annual loss of 39.2 million more workdays
among overweight and obese people compared with
lean people (ie, BMI <25 kg/m?).? Obesity also drives
85% of the total cost of treating type 2 diabetes, and
45% of the cost of treating hypertension, and points
toward a $1500 increase per overweight or obese
employee in annual healthcare costs.”

Based on the measurable impact of obesity on corpo-
rations’ bottom lines, many companies are willing to
offer increased benefits to the most at-risk employee
population to help reduce or eliminate escalating costs
related to overweight and obesity. Despite the significant
medical costs associated with obesity, many employers
are not covering weight-loss drugs. Nearly half of health
plans indicated that merely <20% of their customers (ie,
employers) cover obesity drugs (Figure 3). However, ini-
tiatives to help employers combat obesity in the work-
place are emerging. Recently, the CDC launched the
LEANWorks website, which contains tools and re-
sources to help businesses implement an effective work-
site obesity prevention and weight-control program.”

Reimbursement Issues Affect Treatment Options

Currently, weight-loss drugs are not covered by many
employers, because they are seen as “lifestyle drugs” or
drugs that lack efficacy. For a durable outcome, an obese
member must make a lifestyle change. Coverage is often
linked to or associated with a concurrent lifestyle
change, such as a gym membership or a formulary
approval for a specific period, after which, if a weight-
loss goal is achieved, continued coverage is granted.

In the Reimbursement Intelligence study, payers
reported that a limited number of employers cover these
products under commercial plans (Figure 3). Many plans
also use higher copayments and utilization restrictions to
manage these products.

Reimbursement issues have had a measurable impact
on physicians’ treatment plans. Respondents to the
Reimbursement Intelligence study ranked reimburse-
ment as equally important to efficacy (65.9% vs 68.3%,
respectively) and safety (61.0%) in their decision to pre-
scribe—or not prescribe—weight-loss drugs (Figure 4).

Evaluation of New Weight-Loss Treatments

Based on survey responses, payers and physicians
will be considering new drug therapies, many of which
are now in late-stage development. However, their
expectations regarding the level of weight loss that will
be achieved with these potential new treatments vary
considerably.

More than half of the physicians responding to the
Reimbursement Intelligence study considered a 5% to
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10% weight reduction as a minimum threshold to
demonstrate the effectiveness of a new treatment plan
after 6 months (Figure 5). In contrast, payers indicat-
ed that a minimum of 18% weight loss would influence
their decision to place a product on their formulary and
be reimbursed by the plan.
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Although the 4 drugs assessed in the study presented

ELIGEGN Payers’ Comparison of Bariatric Surgery vs Weight-
weight-loss results of 5% to 12%, nearly half of the pay-

Loss Medication Efficacy

Bariatric Surgery Coverage in the Past 2 Years

ers surveyed indicated that they would be very unlikely
100 9 85 to include the 4 drugs on their formulary. If covered, pay-
ers would most likely place all products on their third
. 80— tier, and 50% to 90% of payers would implement prior
i— authorization or quantity limit to control utilization. In
S 60 — contrast, between 23% and 35% of physicians stated
2 that they would be very likely to prescribe some of these
2 10 products (that are currently in development).
2}
= 9 15 Nearly half of the payers surveyed
. indicated that they would be very
Less effective No difference Surgery more effective unllkely to mcIude the 4 drugs on

their formulary.

Surgical Treatment Options
Bariatric surgery is considered when the patient’s
BMI is 240 kg/m? and the patient cannot lose excess

B M Increased . .
. weight through other methods, or when BMI is >35
Il Remained the ) . . . . o
same kg/m? and is associated with comorbid conditions.
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The study asked payers and physicians to evaluate 4
pharmacologic products currently in the later stages of
development:
¢ Naltrexone sustained release (SR)/bupropion SR
Zonisamide SR/bupropion SR
Lorcaserin hydrochloride
Phentermine plus topamax.

Although physicians, and their patients, desire a vari-
ety of treatment options, payers require increased effica-
cy to consider formulary placement and the removal of
utilization restrictions. In our survey, primary and sec-
ondary end points identified by respondent payers for
new treatment options that influence coverage were:

® Long-term management of weight loss (1-2 years)
Efficacy better than individual genetics

Lower levels of cholesterol and blood pressure
Tolerability, adverse events, and side effects.
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About 90% of physicians participating in the
Reimbursement Intelligence study reported that they
refer less than 20% of their patients for bariatric sur-
gery. Conversely, nearly 85% of payers believe that
bariatric surgery is more effective than prescription
medication for obesity management (Figure 6). More
than 40% of payers also indicated that bariatric surgery
coverage has increased in the past 2 years (Figure 7).

New Approach to Childhood Obesity

A new modality worth further investigation is a new
approach to the management of childhood obesity that
involves secondary care or “referral-based specialized vis-
its” by primary care teams within community health
centers.” This new model for obesity care was developed
by a team at the Healthy Weight Clinic in Massachu-
setts. This model promotes obesity management by com-
bining the principles of a medical home, utilizing health
information technology, and improving reimbursement
to enhance the quality of care and improve outcomes.”

A Change in Perspective Needed

Currently, the majority of payers and healthcare
providers hold differing viewpoints with regard to what
constitute the most effective treatment options for obe-
sity. Whereas payers set the formulary bar high for new
products by seeking ambitious primary and secondary
end points, physicians remain in search of flexible,
effective treatment options for patients at varying lev-
els of the obesity spectrum.
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Significant steps must be taken by payers and by
employers toward the availability and coverage of a
variety of affordable treatment options to achieve a
measurable level of obesity prevention and reduction
among children and adults.

Conclusion

The past 20 years have witnessed a dramatic
increase in obesity in the United States. Obesity has a
major impact on disability, productivity, and life
expectancy. Clearly, this is a multifaceted problem that
demands an equally multifaceted solution—including
lifestyle changes, drug treatments, and surgical
options—to address and improve the health outcomes
of obese and morbidly obese persons. No one-size-fits-
all option is likely to have the efficacy needed to reduce
the mounting healthcare costs and comorbidities asso-
ciated with obesity. H
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STAKEHOLDER PERSPECTIVE

Payers’ Incentives Are Not Aligned to Address the Obesity Epidemic

PAYERS: Payers are acutely aware of the rise in
the prevalence of obesity and the economic impact
associated with this phenomenon, in particular the
medical costs to the healthcare system. But payers’
motivations and incentives are not aligned to address
the obesity epidemic in a meaningful way.

The deleterious health consequences of obesity are
manifested years after the initial diagnosis or risk
identification. Because payers often have a short
tenure of coverage for obese members, they are not
likely to pay for long-term preventive care for a dis-
ease process that will most likely manifest years down

the road, unless they can realize a significant benefit
in the shorter-term. Although a modest reduction in
weight on an obese member can significantly reduce
visceral fat (ie, fat surrounding the internal organs)
and reduce comorbid risks, such modest improve-
ments often fall below the threshold of outcome
achievement in payers’ benefit guideline considera-
tion and renewal criteria.

Pharmaceutical interventions that do not achieve
significant and persistent weight reductions are viewed
by payers as marginally effective and often are tied to
sequential criteria in the consideration for surgical (ie,
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STAKEHOLDER PERSPECTIVE (continued)

bariatric) interventions. Surgical interventions in
obese patients have demonstrated short-term, durable
benefits in terms of comorbid risk reduction, but long-
term data are still relatively scarce.

Until payers align their incentives and agree to
provide consistent and universal coverage for earlier,
preventive interventions, even beginning with the
adolescent population, the ability to address the
growing epidemic of obesity in a meaningful way will
not reach its full potential.

PATIENTS: Weight management, especially for
those who are overweight (=25 kg/m?) and obese
(=30 kg/m?), is difficult, because so many contribut-
ing factors influence this process. The pace of daily
living, the ease and accessibility of fast foods, and
the often sedentary lifestyle are just a few of these
influences. Couple these with the increased finan-
cial burden associated with weight-reduction modal-

ities, gym memberships, specialty food programs, and
coinsurance of medical interventions, and the dura-
bility and success of any weight-reduction program
diminishes over time.

Weight management, in particular weight reduc-
tion, is a long-term lifestyle commitment. Currently,
our healthcare system encourages members to have
and maintain healthy lifestyles, but as of now it does
not incentivize these choices in a form of taking a
position, such as zero copays on weight-loss drugs,
free gym memberships, or discounts on specialty
foods; rather, obese members bear a greater cost-
sharing portion of such healthy lifestyle choices.

Jeff Januska, PharmD
Director of Pharmacy
CenCal Health
Goleta, CA
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