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The prevalence of childhood obesity over the time
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U.S. Childhood Obesity Epidemic

Obesity prevalence 2-19 years NHANES 2015-2016
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Significant increases for obesity, severe (class 2) obesity and very

severe (class 3) obesity in children 1999-2016
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Absolute numbers

Total Population* Obesity (~20%) Severe obesity (~5%)
5-9yo 20,000,000 4,000,000 1,000,000
10-14 yo 22,000,000 4,400,000 1,100,000
15-19 yo 22,000,000 4,400,000 1,100,000

* 2020 US census data
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Clinical Practice Guideline process and scope

Literature review on these questions:

1. What is the risk of comorbidities among children with obesity?
2. What are clinic-based, effective treatments for obesity
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Clinical Practice Guideline process and scope

16,000
abstracts
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1642 full text
articles
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consensus
Statements

v/

382 studies
included

13

Key Action
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2 technical
reports
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AGGREGATE BENEFIT OR HARM BENEFIT AND HARM
EVIDENCE QUALITY PREDOMINATES BALANCED
LEVEL A
Intervention: Well designed and conducted
trials, meta-analyses on applicable STRONG
populations RECOMMENDATION
Diagnosis: Independent gold standard
studies of applicable populations
WEAK
LEVELB RECOMMENDATION

Trials or diagnostic studies with minor
limitations; consistent findings from
multiple observational studies

LEVEL C

Single or few observational studies or
multiple studies with inconsistent findings
or major limitations.

LEVEL D

Expert opinion, case reports, reasoning
from first principles

MODERATE
RECOMMENDATION

(based on balance of
benefit and harm)

WEAK
RECOMMENDATION
(based on low quality
evidence)

No
recommendation
may be made.

LEVEL X

Exceptional situations where validating
studies cannot be performed and benefit
or harm clearly predominates

STRONG
ECOMMENDATION

MODERATE
RECOMMENDATION




Comment on language in Key Action Statements

“Using 3 levels of recommendation is supported by research into the obligation level
conveyed by terms commonly found in clinical practice guidelines. Despite a large
number of descriptive terms, the obligation levels cluster into 3 distinct levels:

must conveys the highest obligation level, may the lowest, and should an intermediate
level.”

Rosenfield 2013 clinical Practice Guideline Development Manual, Third Edition
IOM (Institute of Medicine)
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Treatment Key Action Statement: Overview

KAS 9. Pediatricians and other PHCPs should treat overweight (BMI =85th percentile to <95th
percentile) and obesity (BMI 295th percentile) in children and adolescents, following the
principles of the medical home and the chronic care model, using a family-centered and
non-stigmatizing approach that acknowledges obesity’s biologic, social, and structural
drivers.

Treatment intensity & support vary
to address relapsing & remitting
nature of obesity as a chronic
disease

YAy

Patient & Family & PCP/PHCP
Partnership

* Adverse Child Experiences
* Racism
* Health Inequities

* Access to Care
* Weight Bias and Stigma
* Obesogenic Environments
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Treatment Key Action Statement: Health Behavior and Lifestyle

KAS 11. Pediatricians and other PHCPs
should provide or refer children 6 y and older (Grade B) and

may provide or refer children 2 through 5y of age (Grade C) with overweight (BMI
=285th percentile to <95th percentile) and obesity (BMI 295th percentile)

to intensive health behavior and lifestyle treatment.

Health behavior and lifestyle treatment is more effective with greater contact hours; the
most effective treatment includes 26 hours or more of face-to-face, family-based, multi-
component treatment over 3- to 12- mo

Children'shealtr$® UT Southwestern

Children's Mediical Center Medical Center
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Evidence for comprehensive behavior-based programs for
childhood obesity

Figure 4. Change in Weight (BMI z Score, BMI, Weight in Kilograms, or BMI Percentile) in Behavior-Based Weight Loss Intervention Trials,
by Estimated Hours of Contact, Showing DerSimenian and Laird Pooled Estimates (Key Question 4)
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Characteristics of comprehensive, intensive behavior and
lifestyle interventions (IHBLT)

Components
— Eating and nutrition to establish healthy, sustainable patterns
— Physical activity to establish healthy sustainable patterns
— Behavior change strategies
— Family engagement
— Dosage of 26 hours or more over 3-12 months

Implementation
— Group OR individual OR both
— Healthcare setting OR community with linkage to healthcare
— Face-to-face OR virtual

Dallas, Texas Privileged and Confidential



Impact of IHBLT on BMI measures and co-morbidities

The CPG reviewed impact of IHBLT

« Change in BMI measures:
— -0.5 to -2 kg/m? when 26-51 hours

* Improvement in cardiovascular risk factors
— blood pressure, insulin and glucose, obstructive sleep apnea and NAFLD

« Impact on mental health:

— limited studies show no worsening of mental health, but IHBLT studies generally
excluded youth with serious mental health disorders (more research needed)

* Risk of eating disorders:
— IHBLT may reduce disordered eating (more research needed)

Hampl 2023 Pediatr 151(2):€2022060640
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Treatment Key Action Statement: Pharmacotherapy

KAS 12. Pediatricians and other PHCPs
should offer adolescents 12 y and older with obesity (BMI =95th percentile)
weight loss pharmacotherapy, according to medication indications, risks, and benefits,

as an adjunct to health behavior and lifestyle treatment.

Dallas, Texas



Weight-loss medications with FDA approval in adolescents

1. Liraglutide (daily GLP-1 agonist) FDA-approved 12/4/2020
- 56-week DBRPCT* of 251 12-17 yo

— -4.3% BMI vs +0.4% in placebo
— Side effects: nausea, abdominal pain

2. Phentermine and topiramate: FDA-approved 6/27/2022
- 56-week DBRPCT* of 223 12-17 yo

— -4.8% and -7.1% BMI vs +3.3% in placebo
— Side effects: increased blood pressure, fatigue, cognitive slowing, teratogenicity

3. Semaglutide (weekly GLP-1 agonist) FDA approved 1/3/2023
— 56-week DBRPCT* of 201 12-17 yo

— -16.1% BMI vs +0.6% in placebo
— Side effects: nausea, abdominal pain

* Double-Blind Randomized Placebo-Controlled Trial
Kelly NEJM 2020

Kelly NEJM 2022

Weghuber NEJM 2022

Dallas, Texas Privileged and Confidential




Success and Harms of pharmaceutical treatment of pediatric

obesity

Success (benefits)

« Adiposity reduction
« Metabolic health (current and future)

* Improved gquality and quantity of
nutritional intake

« Improved physical activity
* Improved quality of life
* Improved mental health

Harm

* Physical:
— Loss of muscle mass
— Linear growth limitation
— Excessive or too rapid weight loss

— Decreased bone mass and bone mineral
density

« Mental and emotional health

— Disordered eating (uncovering or
worsening)

— Lack of improved QOL/worse QOL
— Negative impact on other mental health

* Inequitable access

Children’shealtkg@ UT Southwestern
Children’s Medical Center Medical Center
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Should...but Can’t?

Intensive Health Behavior and Lifestyle Treatment (IHBLT)
— Poor fit with healthcare structure of individual office visits

— More practical to deliver in community setting (adequate space, use of health
educators or other non-physicians, availability outside of typical office hours,
location close to families)

— Community setting Is barrier to insurance coverage as it now exists

Children’shealtkg@ UT Southwestern

Children’s Medical Center Medical Center

Dallas, Texas Privileged and Confidential 18



Should...but Can’t?

Anti-Obesity Medications
— Should be prescribed as “an adjunct to health behavior and lifestyle treatment”
* Medication studies included healthy lifestyle support in all arms
 However, publications do not describe lifestyle support

— Insurance often does not cover. Commercial insurances exclude AOM from
benefits (often in response to employer requests). Medicaid and CHIP similarly
exclude it in many states.

— Shortages nationally

— Primary care pediatricians face implementation challenges, especially with
Injectables

Children’shealtkg@ UT Southwestern

Children’s Medical Center Medical Center
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Implementation and equity

Gap between children who would benefit from treatment and children who receive it

« Reasons include:

— Insurance coverage, difficulty of treatment path, stigma about obesity, structural
racism, cultural values, bias within healthcare system, unfamiliarity of providers
with treatment, lack of availability

children’shealtkg@ UT Southwestern

Children’s Medical Center Medical Center
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Healthcare coverage for U.S. children (< 18 years) in 2022

Uninsured, ¢
4.5%

Conmy AB, Peters C, De Lew N, Sommers BD. Children’s Health Coverage Trends: Gains in 2020-2022 Reverse
Previous Coverage Losses. (Issue Brief No. HP-2023-07). Office of the Assistant Secretary for Planning and

Evaluation, U.S. Department of Health and Human Services. March 2023 children’shealtt$® UT Southwestern

Children's Mediical Center Medical Center
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RE AIM applied to obesity treatment

Reach

Effectiveness

Adoption

Implementation

Maintenance

Dallas, Texas

Patient
representativeness

Patient outcome in clinical
setting

Organizations’ barriers
and supports for adopting
treatments

How well do organizations
deliver new treatments?

After it is established, is
treatment maintained?

Who are offered and who use IHBLT, medication, surgery, etc. Aim for
inclusion across socio-demographic groups including race, ethnicity, and
income; also rural vs urban setting

What are “real life” outcomes of weight, BMI metrics, body composition,
bone health, quality of life, mental health, nutritional health?

What do providers/staff/practices/larger organizations need to provide
treatment? Staff, space, schedule, EHR changes. Who allocates
resources and champions new programs?

Once treatment adopted (IHBLT, medication), is it offered consistently
and with appropriate supports and monitoring?

What are factors that allow a treatment to continue after funding ends or
a champion leaves?

Children’shealtkg@ UT Southwestern

Children’s Medical Center Medical Center

Privileged and Confidential 22



Summary points

 The CPG identifies evidence from efficacy studies and does not modify Key Action
Statements based on the constraints of healthcare structure

« AOM needs to be available in pediatrics:

— Many adolescents (and children) have obesity have current and future chronic
health conditions. Many have severe obesity

— Lifestyle interventions are beneficial but inadeguate when obesity is severe

« AOM should be used
— Price and availability challenges are similar to those in adult medicine

— Lifestyle support is part of AOM treatment but is hard to implement, with insurance
structure one important barrier

Children’shealtkg@ UT Southwestern
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Future directions

* Improve affordability of AOM and improve insurance coverage (state by state for
Medicalid)

« Implement IHBLT outside current healthcare structure, with insurance coverage

— CDC is leading some initiatives in this area
— CDC has developed a list of high quality IHBLT

« Support training primary pediatric providers to prescribe medication and ensure
patients receive appropriate lifestyle support

« Conduct studies of AOM and mental health, eating disorder risk, muscle mass, and
bone health, especially when/if AOM is approved for pre-adolescents

Children’shealtkg@ UT Southwestern
Children’s Medical Center Medical Center

Dallas, Texas Privileged and Confidential 24



Children’shealtf%@ UT Southwestern

Children’s Medical Center Medical Center

Thank you

Dallas, Texas Privileged and Confidential



	Slide 1: Clinical practice guidelines around anti-obesity medications: pediatrics 
	Slide 2: The prevalence of childhood obesity over the time
	Slide 3: U.S. Childhood Obesity Epidemic
	Slide 4: Significant increases for obesity, severe (class 2) obesity and very severe (class 3) obesity in children 1999-2016
	Slide 5: Absolute numbers
	Slide 6:  Released January 2023
	Slide 7: Clinical Practice Guideline process and scope
	Slide 8: Clinical Practice Guideline process and scope
	Slide 9: Comment on language in Key Action Statements
	Slide 10: Treatment Key Action Statement: Overview
	Slide 11: Treatment Key Action Statement: Health Behavior and Lifestyle
	Slide 12: Evidence for comprehensive behavior-based programs for childhood obesity
	Slide 13: Characteristics of comprehensive, intensive behavior and lifestyle interventions (IHBLT) 
	Slide 14: Impact of IHBLT on BMI measures and co-morbidities
	Slide 15: Treatment Key Action Statement: Pharmacotherapy
	Slide 16: Weight-loss medications with FDA approval in adolescents
	Slide 17: Success and Harms of pharmaceutical treatment of pediatric obesity
	Slide 18: Should…but Can’t?
	Slide 19: Should…but Can’t?
	Slide 20: Implementation and equity
	Slide 21: Healthcare coverage for U.S. children (< 18 years) in 2022
	Slide 22: RE AIM applied to obesity treatment
	Slide 23: Summary points
	Slide 24: Future directions
	Slide 25: Thank you

