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This Medical Policy only applies to the state of Ohio. Any requests for services that are stated as unproven or services for
which there is a coverage or quantity limit will be evaluated for medical necessity using Ohio Administrative Code 5160-1-
01.

Coverage Rationale

Genetic testing for cardiac disease is proven and medically necessary in certain circumstances. For medical
necessity clinical coverage criteria, refer to the InterQual® CP: Molecular Diagnostics:

e Familial Hypercholesterolemia (FH)

¢ Genetic Testing for Hereditary Cardiomyopathy

¢ Long QT Syndrome (LQTS)

¢ Marfan Syndrome

Click here to view the InterQual® criteria.

Medical Records Documentation Used for Reviews

Benefit coverage for health services is determined by the federal, state, or contractual requirements, and applicable laws
that may require coverage for a specific service. Medical records documentation may be required to assess whether the
member meets the clinical criteria for coverage but does not guarantee coverage of the service requested.

The patient's medical record must contain documentation that fully supports the medical necessity for the requested
services. This documentation includes, but is not limited to, relevant medical history, physical examination, and results of
pertinent diagnostic tests or procedures. Documentation supporting the medical necessity should be legible, maintained in
the patient's medical record, and must be made available upon request.

Applicable Codes

The following list(s) of procedure and/or diagnosis codes is provided for reference purposes only and may not be all
inclusive. Listing of a code in this policy does not imply that the service described by the code is a covered or non-covered
health service. Benefit coverage for health services is determined by federal, state, or contractual requirements and
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applicable laws that may require coverage for a specific service. The inclusion of a code does not imply any right to
reimbursement or guarantee claim payment. Other Policies and Guidelines may apply.

CPT Code Description

0237U Cardiac ion channelopathies (e.g., Brugada syndrome, long QT syndrome, short QT syndrome,
catecholaminergic polymorphic ventricular tachycardia), genomic sequence analysis panel including
ANK2, CASQ2, CAV3, KCNE1, KCNE2, KCNH2, KCNJ2, KCNQ1, RYR2, and SCN5A, including
small sequence changes in exonic and intronic regions, deletions, duplications, mobile element
insertions, and variants in non-uniquely mappable regions

0401U Cardiology (coronary heart disease [CHD]), 9 genes (12 variants), targeted variant genotyping,
blood, saliva, or buccal swab, algorithm reported as a genetic risk score for a coronary event
0439U Cardiology (coronary heart disease [CHD]), DNA, analysis of 5 single-nucleotide polymorphisms

(SNPs) (rs11716050 [LOC105376934], rs6560711 [WDR37], rs3735222 [SCIN/LOC107986769],
rs6820447 [intergenic], and rs9638144 [ESYT2]) and 3 DNA methylation markers (cg00300879
[transcription start site {TSS200} of CNKSR1], cg09552548 [intergenic], and cg14789911 [body of
SPATC1L]), gPCR and digital PCR, whole blood, algorithm reported as a 4-tiered risk score for a 3-
year risk of symptomatic CHD

0440U Cardiology (coronary heart disease [CHD]), DNA, analysis of 10 single-nucleotide polymorphisms
(SNPs) (rs710987 [LINC010019], rs1333048 [CDKN2B-AS1], rs12129789 [KCND3], rs942317
[KTN1-AS1], rs1441433 [PPP3CA], rs2869675 [PREX1], rs4639796 [ZBTB41], rs4376434
[LINC00972], rs12714414 [TMEM18], and rs7585056 [TMEM18]) and 6 DNA methylation markers
(cg03725309 [SARS1], cg12586707 [CXCL1, cg04988978 [MPO], cg17901584 [DHCR24-DT],
€g21161138 [AHRR], and cg12655112 [EHD4]), gPCR and digital PCR, whole blood, algorithm
reported as detected or not detected for CHD

0466U Cardiology (coronary artery disease [CAD]), DNA, genome-wide association studies (564856 single-
nucleotide polymorphisms [SNPs], targeted variant genotyping), patient lifestyle and clinical data,
buccal swab, algorithm reported as polygenic risk to acquired heart disease

81410 Aortic dysfunction or dilation (e.g., Marfan syndrome, Loeys Dietz syndrome, Ehler Danlos
syndrome type |V, arterial tortuosity syndrome); genomic sequence analysis panel, must include
sequencing of at least 9 genes, including FBN1, TGFBR1, TGFBR2, COL3A1, MYH11, ACTAZ2,
SLC2A10, SMAD3, and MYLK

81411 Aortic dysfunction or dilation (e.g., Marfan syndrome, Loeys Dietz syndrome, Ehler Danlos
syndrome type IV, arterial tortuosity syndrome); duplication/deletion analysis panel, must include
analyses for TGFBR1, TGFBR2, MYH11, and COL3A1

81413 Cardiac ion channelopathies (e.g., Brugada syndrome, long QT syndrome, short QT syndrome,
catecholaminergic polymorphic ventricular tachycardia); genomic sequence analysis panel, must
include sequencing of at least 10 genes, including ANK2, CASQ2, CAV3, KCNE1, KCNE2, KCNH2,
KCNJ2, KCNQ1, RYR2, and SCN5A

81414 Cardiac ion channelopathies (e.g., Brugada syndrome, long QT syndrome, short QT syndrome,
catecholaminergic polymorphic ventricular tachycardia); duplication/deletion gene analysis panel,
must include analysis of at least 2 genes, including KCNH2 and KCNQ1

81439 Hereditary cardiomyopathy (e.g., hypertrophic cardiomyopathy, dilated cardiomyopathy,
arrhythmogenic right ventricular cardiomyopathy), genomic sequence analysis panel, must include
sequencing of at least 5 cardiomyopathy-related genes (e.g., DSG2, MYBPC3, MYH7, PKP2, TTN)

81479 Unlisted molecular pathology procedure

81493 Coronary artery disease, mMRNA, gene expression profiling by real-time RT-PCR of 23 genes,
utilizing whole peripheral blood, algorithm reported as a risk score

CPT® is a registered trademark of the American Medical Association

U.S. Food and Drug Administration (FDA)

This section is to be used for informational purposes only. FDA approval alone is not a basis for coverage.

Laboratories that perform genetic tests for cardiac disease are regulated under the Clinical Laboratory Improvement
Amendments (CLIA) Act of 1988. More information is available at:
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http://www.fda.gov/medicaldevices/deviceregulationandguidance/ivdrequlatoryassistance/ucm124105.htm.
(Accessed April 25, 2025)

Refer to the following website for a list of nucleic acid-based tests/platforms that have been cleared or approved by the
FDA'’s Center for Devices and Radiological Heath: https://www.fda.gov/medical-devices/in-vitro-diagnostics/nucleic-acid-
based-tests. (Accessed April 25, 2025)

References

Ohio Administrative Code/5160/Chapter 5160-1-01. Medicaid medical necessity: definitions and principles. Available at:
https://codes.ohio.gov/ohio-administrative-code/rule-5160-1-01. Accessed June 17, 2025.

Policy History/Revision Information

Date Summary of Changes
03/01/2026 Medical Records Documentation Used for Reviews
+ Added language to indicate:

o Benefit coverage for health services is determined by the federal, state, or contractual
requirements, and applicable laws that may require coverage for a specific service

o Medical records documentation may be required to assess whether the member meets the
clinical criteria for coverage but does not guarantee coverage of the service requested

o The patient's medical record must contain documentation that fully supports the medical
necessity for the requested services

o This documentation includes but is not limited to relevant medical history, physical
examination, and results of pertinent diagnostic tests or procedures

o Documentation supporting the medical necessity should be legible, maintained in the
patient's medical record, and must be made available upon request

Supporting Information
¢ Updated Clinical Evidence and References sections to reflect the most current information
e Archived previous policy version CS0480OH.D

Instructions for Use

This Medical Policy provides assistance in interpreting UnitedHealthcare standard benefit plans. When deciding coverage,
the federal, state (Ohio Administrative Code [OAC]) or contractual requirements for benefit plan coverage must be
referenced as the terms of the federal, state (OAC) or contractual requirements for benefit plan coverage may differ from
the standard benefit plan. In the event of a conflict, the federal, state (OAC) or contractual requirements for benefit plan
coverage govern. Before using this policy, please check the federal, state (OAC) or contractual requirements for benefit
plan coverage. UnitedHealthcare reserves the right to modify its Policies and Guidelines as necessary. This Medical
Policy is provided for informational purposes. It does not constitute medical advice.

UnitedHealthcare uses InterQual® for the primary medical/surgical criteria, and the American Society of Addiction
Medicine (ASAM) for substance use, in administering health benefits. If InterQual® does not have applicable criteria,
UnitedHealthcare may also use UnitedHealthcare Medical Policies, Coverage Determination Guidelines, and/or Utilization
Review Guidelines that have been approved by the Ohio Department for Medicaid Services. The UnitedHealthcare
Medical Policies, Coverage Determination Guidelines, and Utilization Review Guidelines are intended to be used in
connection with the independent professional medical judgment of a qualified health care provider and do not constitute
the practice of medicine or medical advice.
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