TREAT Severe Obesity Network

Advancing Policies to Reduce Disparities and Advance the Treatment of Severe Obesity

January 31, 2012

The Honorable Kathleen Sebelius

Secretary of Health and Human Services

The U.S. Department of Health and Human Services
200 Independence Avenue, S.W.

Washington, D.C. 20201

Transmitted via: EssentialHealthBenefits@cms.hhs.gov.

Re: Comments Regarding the Essential Health Benefits Bulletin, December 16, 2011

Dear Secretary Sebelius:

We, the undersigned, are members of an alliance of obesity, nutrition, public health, minority health, chronic
disease and consumer organizations and experts, called The Network to Reduce Disparities and Advance the
Treatment of Severe Obesity or TREAT Severe Obesity, formed to advance national and state policies that will
reduce the burden of clinically severe obesity (BMI > 40 kg/m?, or > 35 kg/m? with co-morbid conditions)' in the
United States. The mission of this new alliance is to elevate severe obesity on the national agenda so the
estimated 15 million adults® and 2.7 million children® with this serious condition will receive timely and effective
treatment.

Although often overlooked as a public health concern, severe obesity (formerly known as morbid obesity) is
reaching crisis proportions — even though this condition can be successfully treated. Severe obesity: 1) is
increasing at rates much greater than overweight and simple obesity;* 2) disproportionately affects women,
minorities and the medically underserved; and 3) consumes a large portion of health-care expenditures.

Moreover, severe obesity is directly linked to disability and death from type 2 diabetes mellitus, cardiovascular
disease, osteoarthritis and other obesity-related chronic diseases.’ Based on 2008 and 2009 data, eleven of the top
15 causes of death (excluding accidents, suicide and assault) are directly associated with obesity.® These obesity-
related conditions represent the leading causes of healthcare expenses overall and for chronic diseases specifically
(heart disease, malignant neoplasms, chronic lower respiratory disease, cerebrovascular disease, Alzheimer’s
disease, diabetes mellitus etc).

Thus, as HHS defines the essential health benefits that will be required when the new health insurance exchanges
go into effect in 2014, designating the comprehensive treatment of severe obesity as an essential health benefit —
specifically, obesity screening, weight management counseling and the option of bariatric surgery followed by
appropriate lifelong medical care and nutritional monitoring— is warranted within the category of chronic disease
management services to save lives, to improve chronic disease outcomes and to reduce the spiraling costs
associated with obesity-related chronic diseases and maternity and neonatal care. Evidence supporting this action
is summarized below.

1. Treating Severe Obesity Reduces the Burden of Chronic Disease

Based on a recent projection, national expenditures on chronic disease management will surpass $4 trillion by
20157 and be largely driven by the costs of obesity due to the strong association between unhealthy weight and
the increased incidence of type 2 diabetes mellitus, cardiovascular disease, stroke, osteoarthritis, prevalent
cancers, dyslipidemia, hypertension, asthma, liver disease and numerous other chronic conditions.® In fact,



obesity alone is estimated to cost the healthcare system $215 billion® a year in increased medical expenditures,
disability and higher rates of preventable death. '’

To reduce these costs, research has documented the effectiveness of treatment for severe obesity by quantifying
the magnitude and durability of the weight loss produced and the effectiveness of the treatment in preventing
disease. Beginning in 1998 when the National Heart, Lung and Blood Institute’s (NHLBI) first evidence-based
obesity treatment guidelines recommended surgical therapy for patients with BMI >40 kg/m? or >35 kg/m? with
serious co-morbidities," there has been a growing body of clinical evidence that surgery produces significant
durable weight loss accompanied by improvements in co-morbidities that are maintained over time in the
majority of operated patients. Supportive evidence includes the results of a meta-analysis of 136 studies,
reported in 2004, which found that an average percent excess body weight loss of 61% was accompanied by
improvements in type 2 diabetes mellitus, systemic hypertension, obstructive sleep apnea, and dyslipidemia. '

Complementing this body of evidence, surgical treatment has been shown to be effective in ameliorating or
resolving diabetes mellitus (type 2) and reversing the prevalence of metabolic syndrome as defined by National
Cholesterol Education Program Adult Treatment Panel III criteria.”'* In a large, long-term, controlled study
comparing bariatric surgery and conventional therapy for severe obesity, established diabetes mellitus was
reversed in 72% of the surgical group at 2 years of follow-up compared to only 21% of the control group. At 10
years of follow-up, diabetes mellitus was reversed in 36% of the surgical group compared to 13% of the control
group." Findings from the same research group documented significant reductions in cancer incidence in the
surgically treated group versus the unoperated controls. '®

In addition, surgical weight loss has been shown to reduce cardiovascular disease incidence (myocardial
infarction and stroke) and mortality in the severely obese.'” Other benefits of weight loss surgery include the
ability to discontinue lipid-lowering drugs after weight loss surgery,'® to increase HDL cholesterol levels (13% to
47%),"2°*223 and to improve heart function in patients with severe cardiomyopathy such as patients awaiting
heart transplantation,** which reduces the need for heart transplants.

Data also show that surgical treatment of severe obesity reduces the need for costly medical interventions, such as
the need for kidney transplantation by staving off severe kidney failure and the need for liver transplantation by
preventing and treating fatty liver disease and cirrhosis. The durable weight loss after obesity surgery also
dramatically reduces the need for costly hip and knee replacements and can improve outcomes of oncologic
treatments.*’

Based on this body of data, a number of independent professional medical societies have published scientific
statements and clinical practice recommendations supporting the use of weight-loss surgical procedures as
effective treatment for the severely obese: the American Academy for Clinical Endocrinologists (AACE), The
Obesity Society (TOS), the American Society for Metabolic & Bariatric Surgery (ASMBS),?” the American
Diabetes Association®® and the American Heart Association.”

2. Treating Severe Obesity Improves Maternity, Neonatal Care and Child Health Outcomes

Compared to the rest of the obese population where rates of obesity may be stabilizing, rates of severe obesity are
rapidly increasing.”® Between 1986 and 2000, the numbers of Americans with BMI >30, 40, and 50 kg/m? have
doubled, quadrupled, and quintupled in the United States.’' These rates are especially high among women and
ethnic minorities. According to the latest estimates, severe obesity (BMI>40) afflicts 7.1% of adult white women,
6.0% of Hispanic women and 17.8% of black women.*

In terms of women’s health, these trends are troubling beyond the obvious association between severe obesity and
higher rates of chronic disease. There is now ample evidence that severe obesity negatively affects maternal
mortality, the course of pregnancy and the development of the offspring.*?*3* Serious complications of pregnancy
(gestational hypertension, diabetes, pre-eclampsia, caesarian delivery, fetal malformations, injury to the infant
during birth and lower newborn APGAR scores) are more frequently observed in severely obese pregnant women



than in those at a healthy weight.*>***7*%%° The consequence is a higher frequency of Caesarean section and
substantially increased charges, costs and length of stay associated with gestational obesity.*°

At the same time, compelling data reveal a correlation between the extent of obesity in parents and the increased
risk of obesity in their offspring.*'*>** One study of 162,000 mothers and their first-born offspring showed a
clear relationship between pre-pregnancy obesity and the numbers of babies born large-for-gestational age (LGA)
in whom the risk of obesity was significantly elevated in young adulthood.* The effects were graded based on
maternal BMI, with the most significant effects in those with BMI of 35 or higher.

In light of these research findings, it is justified to designate the comprehensive treatment of severe obesity as an
essential health benefit within the category of maternity and newborn care to improve women’s health and the
course of pregnancy in addition to improving fetal and infant outcomes. Along with obesity screenings and weight
management counseling for obese women of childbearing age, recent studies show that successful pre-pregnancy
treatment of severely obese women has positive effects on the course of the pregnancy*® with a much lower
prevalence of obesity in the offspring*’** including greater insulin sensitivity and improved lipid profile.*

3. Treating Severe Obesity Is Cost-Effective

Today’s emphasis on controlling healthcare spending has led to new thinking about the application of cost-
effectiveness analysis — defined as an assessment of the added improvement in health outcomes relative to cost —
to guide U.S. policy.* Applying this definition to the treatment of severe obesity, cost-effectiveness can be
determined by examining the current cost of obesity-related chronic disease in conjunction with evidence-based
data on the effectiveness of treatment to decrease weight-related co-morbidities.

On the cost side of the equation, healthcare spending associated with severe obesity — which is typically
associated with multiple co-morbid conditions — is greater than for any medical condition.*® But what is even
more troubling are projections for future spending. One joint report from the United Health Foundation, the
American Public Health Association and Partnership for Prevention predicts that by 2018, the U.S. will spend as
much as $344 billion on health care costs attributable to obesity, or 21% of direct health care spending.”!

Regarding health interventions that will control these costs, there is growing evidence that weight-loss surgery is
cost-effective, as measured by the time it takes to recoup the direct costs of the surgical procedure. This includes
a recent systematic review of the literature which documented a return on investment (ROI) after as little as 2-4
years.** Looking specifically at severely obese patients with diabetes, a 2010 study found the costs of treatment
were fully recovered after 26 months for laparoscopic surgery and that even after including the costs of follow-up
care or adverse events, there was a 23% reduction in the average annual costs for diabetes medications (from $678
annually to $550 annually) in the 5 years after surgery.”

Putting these findings into perspective, a rigorous cost-effectiveness analysis conducted for the National Health
Service (NHS) in the United Kingdom estimated that if only 5% of severely obese patients were to be treated with
bariatric surgery, the net savings over 3 years would more than cover the costs to the NHS* and would yield other
valuable economic benefits. Thus, ample evidence exists for applying cost-effectiveness as a criterion for
including the treatment of severe obesity within the category of chronic disease management services.

4. There Is Existing Precedent for Designating Obesity Treatment As An Essential Health Benefit

Along with the clinical evidence, existing government and private coverage policies establish a solid foundation
for HHS to designate obesity treatment as an essential health benefit. Currently, the Centers for Medicare and
Medicaid Services (CMS) has implemented a national coverage policy for weight-loss surgery to help reduce
significant health risks associated with severe obesity*>**and in 2011, issued a coverage decision to reimburse the
costs of providing obesity screenings and intensive behavioral counseling to obese Medicare beneficiaries (BMI >
30 kg/m2),”” although such counseling is ineffective for the severely obese.



Looking at commercial payers, a recent analysis of 119 large employers found that 74% offered bariatric surgery
as a benefit while the Federal Employees Health Benefits Program provides coverage of bariatric surgery for the

severely obese. Thus, there is a growing recognition within the public and commercial sectors that treating severe
obesity is a cost-effective intervention that improves metabolic and clinical outcomes.

5. Summary

The facts are clear: severe obesity is no longer rare and has profound health and economic consequences.
Accordingly, designating the timely and comprehensive treatment of severe obesity as an essential health benefit
is justified to improve the health outcomes and reduce the costs of chronic diseases that are associated with severe
obesity — especially those that are the primary drivers of health care costs (type 2 diabetes, cardiovascular disease,
prevalent cancers and osteoarthritis), conditions that are prevented as well as treated by surgical weight loss.

In addition, bariatric surgery produces healthier pregnancy outcomes for both mother and child and stems the
intergenerational transmission of obesity from parent to child. For the many severely obese adults of reproductive
potential, effective treatment is urgently needed and is both effective and cost-effective.

We urge HHS to ensure that the essential health benefits package reflects current CMS coverage for obesity
screenings, weight management counseling and the option of bariatric surgery.

Thank you for the opportunity to share our thoughts and for your consideration of these comments.

Respectfully submitted,
\
/%wéfm}/%ﬂw

Barbara J. Moore, Ph.D.
President and CEO
Shape Up America!

Barbara.moore@att.net

On behalf of Shape Up America! and the obesity, nutrition, public health, minority health, and women’s health
organizations and experts listed below:

Former Surgeons General:

*  VADM C. Everett Koop, MD, ScD, 13th U.S. Surgeon General

*  VADM lJoycelyn Elders, MD, 15th U.S. Surgeon General

e Kenneth P. Moritsugu, MD, MPH, FACPM, Rear Admiral, USPHS (Ret), Former Acting Surgeon and Former
Deputy Surgeon General

Academic Researchers and Public Health Leaders:

* Caroline Apovian, MD, FACP, FACN, Clinical Research at the Obesity Research Center, Boston University

¢ Richard L. Atkinson Jr., MD, JD, Editor for the Americas, International Journal of Obesity and Clinical
Professor of Pathology at Virginia Commonwealth University

* George L. Blackburn, MD, Ph.D., S. Daniel Abraham Associate Professor of Nutrition, Harvard Medical
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School/Beth Israel Deaconess Medical Center
Claude Bouchard, Ph.D., John W. Barton, Sr. Chair in Genetics and Nutrition, Pennington Biomedical
Research Center

Patrick M. Catalano, MD, Professor, Reproductive Biology, Director Clinical Research Unit and
Reproductive Women's Health Center, Case Western Reserve University at MetroHealth Medical Center

Johanna Dwyer, D.Sc., RD, Senior Scientist, Tufts University
John Foreyt, Ph.D., Director, Behavioral Medicine Research Center, Baylor College of Medicine

Steven B. Heymsfield, MD, George A. Bray Jr. Endowed Super Chair in Nutrition, Executive Director,
Pennington Biomedical Research Center

David L. Katz, MD, MPH, FACPM, FACP, Director, Prevention Research Center, Yale University School of
Medicine

Ruth Kava, Ph.D., R.D., Senior Fellow in Nutrition, American Council on Science & Health

John Kral, MD, Ph.D., Professor of Surgery and Medicine, Department of Surgery, SUNY Downstate
Medical Center

Gilbert L. Ross, MD, Executive Director, American Council on Science & Health

Judith S. Stern, ScD, RD, Distinguished Professor, University of California at Davis Department of Nutrition
Harvey Sugerman, M.D., FACS, Emeritus Professor of Surgery, Virginia Commonwealth University

Elizabeth Whelan, Sc.D., M.P.H., President, American Council on Science & Health

Organizations:

American Society of Bariatric Physicians

American Society for Nutrition

COSHAR Foundation

Institute for the Advancement of Multicultural & Minority Medicine
National Hispanic Medical Association

National Medical Association

National Congress of American Indians

Shape Up America!

Society for Women’s Health Research
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