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OVERVIEW

Digital health technologies is a broad term that includes categories such as mobile health, health information
technology, wearable devices, telehealth and telemedicine, and personalized medicine. These technologies
span a wide range of uses, from applications in general wellness to applications as a medical device, and
include technologies intended for use as a medical product, in a medical product, as companion diagnostics,
or as an adjunct to other medical products (devices, drugs, and biologics). The scope of this review includes
only those digital technologies that are intended to be used for therapeutic application and meet the following
3 criteria: 1) Must meet the definition of "Software as a medical device" which states that software is intended
to be used for a medical purpose, without being part of a hardware medical device or software that stores or
transmits medical information. 2) Must have received marketing clearance or approval by the U.S. Food and
Drug Administration (FDA) either through the de novo premarket process or 510(k) process or pre-market
approval and 3) Must be prescribed by a healthcare provider. This review will assess whether a digital therapy
in the form of a computer game can improve attention in children with ADHD.

S

MEDICAL CRITERIA
Not applicable

PRIOR AUTHORIZATION
Not applicable

POLICY STATEMENT

Medicare Advantage Plans

The use of EndeavorRx for all indications including attention-deficit/hyperactivity disorder is not covered as
the evidence is insufficient to determine the effects of the technology on health outcomes.

Commercial Products

The use of EndeavorRx for all indications including attention-deficit/hyperactivity disorder is considered not
medically necessary as the evidence is insufficient to determine the effects of the technology on health
outcomes.

COVERAGE
Benefits may vary between groups and contracts. Please refer to the appropriate Benefit Booklet, Evidence of
Coverage, or Subscriber Agreement for applicable not medically necessary/not covered benefits/coverage.

BACKGROUND

Attention-deficit/hyperactivity disorder (ADHD) is a chronic condition characterized by cote symptoms of
hyperactivity, impulsivity, and inattention, which are considered excessive for the person’s age. Both the
International Classification of Mental and Behavioral Disorders 10t edition (ICD-10) and the Diagnostic and
Statistical Manual of Mental Disorders 5% edition (DSM-5) require that the symptoms are reported or observed
in several settings and that the symptoms of ADHD affect psychological, social, and/or
educational/occupational functioning. Prevalence estimates for ADHD vary from 7.2% to 15.5% of children.

For children younger than 17 years of age, the DSM-5 requites at least 6 symptoms of hyperactivity-impulsivity
or at least 6symptoms of inattention. The combined type requires a minimum of 6 symptoms of hyperactivity-
impulsivity plus at least 6symptoms of inattention. The symptoms must 1) occur often, 2) be present in more

500 EXCHANGE STREET, PROVIDENCE, RI 02903-2699 MEDICAL COVERAGE POLICY | 1
(401) 274-4848 WWW.BCBSRI.COM



than 1 setting, 3) persist for at least 6months, 4) be present before 12 years of age, 5) impair function in
academic, social, or occupational activities, and 6) be excessive for the developmental level of the child.

Treatment may include environmental adjustments, behavioral and psychological interventions, and
medications. In some children, these treatments do not sufficiently address symptoms. In others, there may be
resistance by the parents to treat children with medications, or there may be other barriers to obtaining
established therapies. EndeavorRx is proposed to address these barriers with improved access to care and
minimal side effects. The therapy is based on research showing that impairments in attention and cognitive
control are associated with lower activation of frontal, frontopatietal, and ventral attention networks.
Previously, a game-like intervention was shown to improve cognitive performance and alter the
electroencephalogramin the prefrontal cortex in older adults. The similarity between cognitive control in older
adults and attention deficits in ADHD led to the development of EndeavorRx for the treatment of ADHD in
children.

Regulatory Status

In April 2020, EndeavorRx (Akili Interactive Labs) received marketing clearance by the U.S. Food and Drug
Administration (FDA) through the De Novo premarket review process (DEN200026). EndeavorRx is a
prescription device that is indicated to “improve attention function as measured by computer-based testing in
children ages 8-12 years old with primarily inattentive or combined type ADHD, who have a demonstrated
attention issue. Patients who engage with EndeavorRx demonstrate improvements in a digitally assessed
measure Test of Variables of Attention (TOVA) of sustained and selective attention and may not display
benefits in typical behavioral symptoms, such as hyperactivity.” EndeavorRx is intended to be used as part of
a therapeutic program that may include clinician-directed therapy, medication, and/or educational programs.

For individuals who are children ages 8 to 12 years with ADHD who receive EndeavorRx the evidence
includes a pivotal randomized controlled trial (RCT) and an open label study. Relevant outcomes are
symptoms, functional outcomes, quality of life, and treatment-related morbidity. The pivotal RCT compared
outcomes of EndeavorRx® (AKL-T01) with a word game that targeted different cognitive abilities

(digital control intervention). Although the experimental treatment group had significantly greater
improvement on a computerized test of attention, both the experimental and control groups improved to a
similar extent on parent and clinician assessments. The clinical significance of an improvement in a
computerized test of attention without a detectable improvement in behavior by parents and clinicians is
uncertain. A second open label study compared EndeavorRx plus stimulant medication with EndeavorRx
alone. This study design does not permit conclusions about the adjunctive treatment effect of EndeavorRx as
both study arms received EndeavorRx. An appropriate study design would be comparing EndeavorRx plus
stimulant medication versus stimulant medication alone. A number of questions remain concerning the
efficacy of this treatment, and additional studies to assess the effect of the digital therapy in adolescents and
in children on stimulant medication have recently been completed but not yet published. The evidence is
insufficient to determine that the technology results in an improvement in the net health outcome.

CODING
Medicare Advantage Plans and Commercial Products
A9291 Prescription digital cognitive and/or behavioral therapy, FDA-cleared, per course of treatment

RELATED POLICIES

Digital Health Therapies for Substance Abuse Disorders
Digital Health Technologies-Diagnostic Applications
Digital Health Technologies-Therapeutic Applications

PUBLISHED

Provider Update, October 2023
Provider Update, October 2022
Provider Update, November 2021
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“““““““““““““““““““““““““ CLICK THE ENVELOPE ICON BELOW TO SUBMIT COMMENTS

This medical policy is made available to you for informational purposes only. It is not a guarantee of payment or a substitute for your medical
judgment in the treatment of your patients. Benefits and eligibility are determined by the member's subscriber agreement or member certificate
and/or the employer agreement, and those documents will supersede the provisions of this medical policy. For information on member-specific
benefits, call the provider call center. If you provide services to a member which are determined to not be medically necessary (or in some cases
medically necessary setvices which are non-covered benefits), you may not charge the member for the services unless you have informed the member
and they have agreed in writing in advance to continue with the treatment at their own expense. Please refer to your participation agreement(s) for
the applicable provisions. This policy is cutrent at the time of publication; however, medical practices, technology, and knowledge are constantly
changing. BCBSRI reserves the right to review and revise this policy for any reason and at any time, with or without notice. Blue Cross & Blue Shield
of Rhode Island is an independent licensee of the Blue Cross and Blue Shield Association.
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