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Non-Discrimination Statement and Multi-Language Interpreter Services information are located at
the end of this document.

Coverage for services, procedures, medical devices and drugs are dependent upon benefit
eligibility as outlined in the member's specific benefit plan. This Evidence-Based Criteria must be
read in its entirety to determine coverage eligibility, if any.

This Evidence-Based Criteria provides information related to coverage determinations only and
does not imply that a service or treatment is clinically appropriate or inappropriate. The provider
and the member are responsible for all decisions regarding the appropriateness of care. Providers
should provide BCBSAZ complete medical rationale when requesting any exceptions to these
guidelines.

The section identified as “Description” defines or describes a service, procedure, medical device
or drug and is in no way intended as a statement of medical necessity and/or coverage.

The section identified as “Criteria” defines criteria to determine whether a service, procedure,
medical device or drug is considered medically necessary or experimental or investigational.

State or federal mandates, e.g., FEP program, may dictate that any drug, device or biological
product approved by the U.S. Food and Drug Administration (FDA) may not be considered
experimental or investigational and thus the drug, device or biological product may be assessed
only on the basis of medical necessity.

Evidence-Based Criteria are subject to change as new information becomes available.

For purposes of this Evidence-Based Criteria, the terms "experimental” and "investigational” are
considered to be interchangeable.

BLUE CROSS®, BLUE SHIELD® and the Cross and Shield Symbols are registered service marks
of the Blue Cross and Blue Shield Association, an association of independent Blue Cross and
Blue Shield Plans. All other trademarks and service marks contained in this guideline are the
property of their respective owners, which are not affiliated with BCBSAZ.
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Description:

Autism spectrum disorder (ASD) is a biologically based neurodevelopment disorder characterized by
persistent deficits in social communication and social interaction and restricted, repetitive patterns of
behavior, interests, and activities. ASD can range from mild social impairment to severely impaired
functioning: as many as half of individuals with autism are non-verbal and have symptoms that may
include debilitating intellectual disabilities, inability to change routines, and severe sensory reactions.

Diagnosis of ASD in the United States generally occurs in two steps: developmental screening followed
by comprehensive diagnostic evaluation if screened positive.

Digital health technologies is a broad term that includes categories such a 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
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).

This policy includes only those digital technologies that are intended to be used for diagnostic application
(detecting presence or absence of a condition, the risk of developing a condition in the future, or
treatment response [beneficial or adverse]) and meet the following 3 criterion:

= 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.

= Must have received marketing clearance or approval by the U.S. Food and Drug Administration either
through the de novo premarket process or 510(k) process or pre-market approval and

= Must be prescribed by a health care provider.

The Canvas Dx (formerly known as Cognoa App) is a prescription diagnostic aid to health care
professionals considering the diagnosis of ASD in individuals 18 months through 72 months of age at risk
for developmental delay. Canvas Dx incorporates 3 separate inputs. The individual’s caregiver uses a
smartphone application to fill out a caregiver questionnaire which asks about the child’s behavior and
development. The individual’s caregiver also uses the smartphone application to make video recordings
of behavior at home. A lightly trained video analyst reviews these videos of the child recorded by the
parent/caregiver and completes a questionnaire. Finally, a health care professional meets with the child
and a parent/caregiver and completes an online questionnaire via a health care provider portal. Canvas
Dx utilizes a machine-learning algorithm that receives the 3 independent inputs and produces results.
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Criteria:

>

Prescription digital health technologies for diagnostic application as a diagnostic aid for autism
spectrum disorder that have received clearance for marketing by the U.S. Food and Drug
Administration are considered experimental or investigational when any ONE or more of the
following criteria are met:

1.
2.
3.
4

5.

Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug
Administration); or

Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or
Insufficient evidence to support improvement of the net health outcome; or

Insufficient evidence to support improvement of the net health outcome as much as, or more
than, established alternatives, or

Insufficient evidence to support improvement outside the investigational setting

These applications include, but are not limited to:

Canvas Dx

Resources:

Literature reviewed 09/03/24. We do not include marketing materials, poster boards and non-
published literature in our review

Resources prior to 10/03/23 may be requested from the BCBSAZ Medical Policy and Technology
Research Department.

1.

Abbas H, Garberson F, Liu-Mayo S, Glover E, Wall DP. Multi-modular Al Approach to Streamline
Autism Diagnosis in Young Children. Sci Rep. Mar 19 2020;10(1):5014. doi:10.1038/s41598-020-
61213-w

American Academy of Pediatrics. Autism Spectrum Disorder: Links to Commonly Used Screening
Instruments and Tools (AAP Toolkits). Accessed May 17, 2024.
https://publications.aap.org/toolkits/pages/asd-screening-tools

American Psychiatric Association. Diagnostic and Statistical Manual of Mental Disorders (DSM-
5). 5th ed. American Psychiatric Association; 2013.

Canvas Dx Website. Accessed May 17, 2024. https://canvasdx.com/
Dawson G, Bernier R. A quarter century of progress on the early detection and treatment of

autism spectrum disorder. Dev Psychopathol. Nov 2013;25(4 Pt 2):1455-72.
doi:10.1017/S0954579413000710
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Hyman SL, Levy SE, Myers SM, Council On Children With Disabilities SOD, Behavioral P.
Identification, Evaluation, and Management of Children With Autism Spectrum Disorder.
Pediatrics. Jan 2020;145(1)doi:10.1542/peds.2019-3447

International Medical Device Regulators Forum. Software as a Medical Device (SaMD): Key
Definitions. 2013. Accessed May 17, 2024. http://www.imdrf.org/docs/imdrf/final/technical/imdrf-
tech-131209-samd-key-definitions-140901.pdf.

Kleinman JM, Ventola PE, Pandey J, et al. Diagnostic stability in very young children with autism
spectrum disorders. J Autism Dev Disord. Apr 2008;38(4):606-15. doi:10.1007/s10803-007-0427-
8

Leigh JP, Grosse SD, Cassady D, Melnikow J, Hertz-Picciotto |. Spending by California's
Department of Developmental Services for Persons with Autism across Demographic and
Expenditure Categories. PLoS One. 2016;11(3):e0151970. doi:10.1371/journal.pone.0151970

Lipkin PH, Macias MM, Council On Children With Disabilities SOD, Behavioral P. Promoting
Optimal Development: Identifying Infants and Young Children With Developmental Disorders
Through Developmental Surveillance and Screening. Pediatrics. Jan
2020;145(1)doi:10.1542/peds.2019-3449

Maenner MJ, Shaw KA, Bakian AV, et al. Prevalence and Characteristics of Autism Spectrum
Disorder Among Children Aged 8 Years - Autism and Developmental Disabilities Monitoring
Network, 11 Sites, United States, 2018. MMWR Surveill Summ. Dec 3 2021;70(11):1-16.
doi:10.15585/mmwr.ss7011a1

Megerian JT, Dey S, Melmed RD, et al. Evaluation of an artificial intelligence-based medical
device for diagnosis of autism spectrum disorder. NPJ Digit Med. May 5 2022;5(1):57.
doi:10.1038/s41746-022-00598-6

National Institute for Health and Care Excellence (NICE). Evidence standards framework for
digital health technologies. 2021. Accessed May 17, 2024.
http://www.nice.org.uk/corporate/ecd7/chapter/section-a-evidence-for-effectiveness-standards

Randall M, Egberts KJ, Samtani A, et al. Diagnostic tests for autism spectrum disorder (ASD) in
preschool children. Cochrane Database Syst Rev. Jul 24 2018;7(7):CD009044.
doi:10.1002/14651858.CD009044.pub2
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Coding:

CPT:

No specific CPT code

History: Date: Activity:

Medical Policy Panel 09/03/24 Review with revisions
Medical Policy Panel 10/03/23 Review with no revisions
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Medical Director (Dr. Deering) 11/13/22 Development

Policy Revisions:
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Non-Discrimination Statement:

Blue Cross Blue Shield of Arizona (BCBSAZ) complies with applicable Federal civil rights laws
and does not discriminate on the basis of race, color, national origin, age, disability or sex.
BCBSAZ provides appropriate free aids and services, such as qualified interpreters and written
information in other formats, to people with disabilities to communicate effectively with us.
BCBSAZ also provides free language services to people whose primary language is not English,
such as qualified interpreters and information written in other languages. If you need these
services, call (602) 864-4884 for Spanish and (877) 475-4799 for all other languages and other aids
and services.

If you believe that BCBSAZ has failed to provide these services or discriminated in another way
on the basis of race, color, national origin, age, disability or sex, you can file a grievance with:
BCBSAZ'’s Civil Rights Coordinator, Attn: Civil Rights Coordinator, Blue Cross Blue Shield of
Arizona, P.O. Box 13466, Phoenix, AZ 85002-3466, (602) 864-2288, TTY/TDD (602) 864-4823,
crc@azblue.com. You can file a grievance in person or by mail or email. If you need help filing a
grievance BCBSAZ’s Civil Rights Coordinator is available to help you. You can also file a civil
rights complaint with the U.S. Department of Health and Human Services, Office for Civil Rights
electronically through the Office for Civil Rights Complaint Portal, available at
https://ocrportal.hhs.gov/ocr/portal/lobby.jsf, or by mail or phone at: U.S. Department of Health
and Human Services, 200 Independence Avenue SW., Room 509F, HHH Building, Washington, DC
20201, 1-800-368-1019, 800-537-7697 (TDD). Complaint forms are available at
http://www.hhs.gov/ocr/office/file/index.html

Multi-Language Interpreter Services:

Spanish: 5i usted, o alguien a quien usted esta ayudando, tiene preguntas acerca de Blue Cross Blue Shield of Arizona,
tiene derecho a obtener ayuda e informacion en su idioma sin costo alguno. Para hablar con un intérprete, llame al
602-B64-4884.

Mawvajo: Dii kwa'é atah nilinigii Blue Cross Blue Shield of Arizona haada yit'éego bina'idilkidgo &i doodago Haida bija
anilyeedigii t'aadoo le’e yina'iditkidgo beehaz’danii halg dii t'aa hazaadk’ehji haka a’doowolgo bee haz'a doo bagh
linigsé. Ata’ halne'igil koj’ bich'f hodiilnih 877-475-4799.
Chinese: SN DMEETEFREMHEHE, SMHAEATBEMATE Blue Cross Blue Shield of Arizona 77 BRI
B CHEINRBRLUSHMBESIINEBMAR. AW —fLMER, HRER EUHBEAT 8774754799,
Vietnamese: Néu quy vi, hay ngudi ma quy vi dang gidp d&, o ciu hdi vé Blue Cross Blue Shield of Arizana guy vi s
oo guyin duge gidp va oo thém thong tin bang ngdn ngi cia minh mién phi. D& ndi chuyén vdi mat thang dich vién,
xin goi 877-475-4799.
Arabic:

i gladll g iz bosall e L peacdl 3201 i <Blue Cross Blue Shield of Arizona o sead il il il 2ol 5l ol 0

BIT-475-4799, o Joatl pa fie e Soatll 3312300 5 n e Sliale iy gy gl
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Multi-Lanquage Interpreter Services:

Tagalog: Kung ikaw, o ang iyong tinutulangan, ay may mga katanungan tungkol sa Blue Cross Blue Shield of Arizona,
may karapatan ka na makakuha ng tulong at impormasyon sa ivong wika ng walang gastos. Upang makausap ang
isang tagasalin, tumawag sa 877-475-4759,

Korean: IH2F A&l L= Ha2 =10 2= HE AFE 0| Blue Cross Blue Shield of Arizona Ml &1 &H 2 20|
AL ABl= JHE T2 EES A6IE HHE HE REEQ S &= 2= A0 UsLICHL 22 H
ESAER WIS s 877-475-4759 £ FHEISI & A 2.

French: 5i vous, ou gquelgu'un que vous &tes en train d'aider, a des questions a propos de Blue Cross Blue Shield of
Arizona, vous avez le droit d'obtenir de I'aide et l'information dans votre langue 4 aucun colt, Pour parler 4 un
interpréte, appelez 877-475-4799.

German: Falls Sie oder jemand, dem Sie helfen, Fragen zum Blue Cross Blue Shield of Arizona haben, haben 5ie das
Recht, kostenlose Hilfe und Informationen in lhrer Sprache zu erhalten. Um mit einem Dolmetscher zu sprechen,
rufen Sie bitte die Nummer 877-475-47599 an,

Russian: Ecau y Bac MK AMLA, KOTOPOMY Bbl NOMOTaETe, MMEITCA BONpockl No nosogy Blue Cross Blue Shield of
Arizona, TO Bbl MMEETE NPAED Ha BECNAATHOE NONYYEHHE NOMOLLM W WHDOPMaUKMK HA Bawem A3ke, [lns pasroeopa
C NEPEBOAMMKOM NOSBOHKTE Mo Tenadory 877-475-4795.

lapanese: Z&AHR, T EEHOROME Y OF TL. Blue Cross Blue Shield of Arizona (22T ZERAAS
CEVWELES, CRFOERTHR—FERTEY. @HEAFLEUTLAIENTEET. HEXH
hUERA, BREEFESHNDIESE, 8774754799 FTHBE =L
Farsi:
g 48 3y gl | gl B 281 43303 4 Blue Cross Blue Shield of Arizona s 53 Jlss ¢ e Sl gl 4 Lad 48 o8 1y ke S0
BT7-475-4799 spbed Sl 2 8505 ukag | 24 o g ekl
el Jesla ela]
Assyrian;
ebdass ihese . easticd . esel tBlue Cross Blue Shield of Arizona ses t5ees .sasdscl . she ~esieep Mogdd o o oosbed o1
BTT-475-4799 oaw eshs Ab . ame 148 Jasd Shes g mh fmopmed Buliis  sseswhs Jhasbaems [hdm

Serbo-Croatian: Ukolike Vi il neko kome Vi pomaiete ima pitanje o Blue Cross Blue Shield of Arizona, imate pravo da
besplatno dobijete pomod i informacije na Vatem jeziku, Da biste razgovarali sa prevodiocem, nazovite 877-475-4739,

Thai: WINANL WIDAUMAMATAITILWABUA IO IULAEIAU Blue Cross Blue Shield of Arizona
anuananaslasuaummvwaauasuaua Tua e 1adralaTnoluneTdae waronuaty Tws 877-475-4799
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