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Application

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

Whole exome sequencing (WES) and Whole genome sequencing (WGS) are proven and medically necessary in certain

circumstances. For medical necessity clinical coverage criteria, refer to the InterQual® CP: Molecular Diagnostics:

e Hereditary Hearing Loss

e Whole Genome Sequencing (WGS), Whole Exome Sequencing (WES), and Chromosomal Microarray (CMA) for Congenital
or Hereditary Disorders

INStructions fOr USE ..coevveiiiiiiiiiiii 3

Click here to view the InterQual’ criteria.

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 the member specific benefit plan document and 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.
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https://www.uhcprovider.com/content/provider/en/policies-protocols/sec_interqual-clinical-criteria.html
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medicaid-comm-plan/oh/chromosome-microarray-testing-oh-cs.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medicaid-comm-plan/oh/chromosome-microarray-testing-oh-cs.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medicaid-comm-plan/oh/molecular-oncology-companion-diagnostic-testing-oh-cs.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medicaid-comm-plan/oh/molecular-oncology-companion-diagnostic-testing-oh-cs.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medicaid-comm-plan/oh/molecular-oncology-hematologic-cancer-diagnosis-oh-cs.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medicaid-comm-plan/oh/molecular-oncology-hematologic-cancer-diagnosis-oh-cs.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medicaid-comm-plan/oh/molecular-oncology-hematologic-cancer-diagnosis-oh-cs.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medicaid-comm-plan/oh/molecular-oncology-testing-cancer-diagnosis-prognosis-treatment-decisions-oh-cs.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medicaid-comm-plan/oh/molecular-oncology-testing-cancer-diagnosis-prognosis-treatment-decisions-oh-cs.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medicaid-comm-plan/oh/molecular-oncology-testing-cancer-diagnosis-prognosis-treatment-decisions-oh-cs.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medicaid-comm-plan/oh/preimplantation-genetic-testing-oh-cs.pdf
https://www.uhcprovider.com/content/dam/provider/docs/public/policies/medicaid-comm-plan/oh/preimplantation-genetic-testing-oh-cs.pdf

CPT Code
0036U

0094U
0212U

0213U

0214U

0215U

0265U

0335U

0336U

0425U

0426U

81415
81416

81417

81425
81426

81427

Description

Exome (i.e., somatic mutations), paired formalin-fixed paraffin-embedded tumor tissue and normal
specimen, sequence analyses

Genome (e.g., unexplained constitutional or heritable disorder or syndrome), rapid sequence analysis

Rare diseases (constitutional/heritable disorders), whole genome and mitochondrial DNA sequence
analysis, including small sequence changes, deletions, duplications, short tandem repeat gene
expansions, and variants in non-uniquely mappable regions, blood or saliva, identification and
categorization of genetic variants, proband

Rare diseases (constitutional/heritable disorders), whole genome and mitochondrial DNA sequence
analysis, including small sequence changes, deletions, duplications, short tandem repeat gene
expansions, and variants in non-uniquely mappable regions, blood or saliva, identification and
categorization of genetic variants, each comparator genome (e.g., parent, sibling)

Rare diseases (constitutional/heritable disorders), whole exome and mitochondrial DNA sequence
analysis, including small sequence changes, deletions, duplications, short tandem repeat gene
expansions, and variants in non-uniquely mappable regions, blood or saliva, identification and
categorization of genetic variants, proband

Rare diseases (constitutional/heritable disorders), whole exome and mitochondrial DNA sequence
analysis, including small sequence changes, deletions, duplications, short tandem repeat gene
expansions, and variants in non-uniquely mappable regions, blood or saliva, identification and
categorization of genetic variants, each comparator exome (e.qg., parent, sibling)

Rare constitutional and other heritable disorders, whole genome and mitochondrial DNA sequence
analysis, blood, frozen and formalin-fixed paraffin-embedded (FFPE) tissue, saliva, buccal swabs or cell
lines, identification of single nucleotide and copy number variants

Rare diseases (constitutional/heritable disorders), whole genome sequence analysis, including small
sequence changes, copy number variants, deletions, duplications, mobile element insertions,
uniparental disomy (UPD), inversions, aneuploidy, mitochondrial genome sequence analysis with
heteroplasmy and large deletions, short tandem repeat (STR) gene expansions, fetal sample,
identification and categorization of genetic variants

Rare diseases (constitutional/heritable disorders), whole genome sequence analysis, including small
sequence changes, copy number variants, deletions, duplications, mobile element insertions,
uniparental disomy (UPD), inversions, aneuploidy, mitochondrial genome sequence analysis with
heteroplasmy and large deletions, short tandem repeat (STR) gene expansions, blood or saliva,
identification and categorization of genetic variants, each comparator genome (e.g., parent)

Genome (e.g., unexplained constitutional or heritable disorder or syndrome), rapid sequence analysis,
each comparator genome (e.g., parents, siblings)

Genome (e.g., unexplained constitutional or heritable disorder or syndrome), ultra-rapid sequence
analysis

Exome (e.g., unexplained constitutional or heritable disorder or syndrome); sequence analysis

Exome (e.g., unexplained constitutional or heritable disorder or syndrome); sequence analysis, each
comparator exome (e.g., parents, siblings) (List separately in addition to code for primary procedure)
Exome (e.g., unexplained constitutional or heritable disorder or syndrome); re-evaluation of previously
obtained exome sequence (e.g., updated knowledge or unrelated condition/syndrome)

Genome (e.g., unexplained constitutional or heritable disorder or syndrome); sequence analysis

Genome (e.g., unexplained constitutional or heritable disorder or syndrome); sequence analysis, each
comparator genome (e.g., parents, siblings) (List separately in addition to code for primary procedure)
Genome (e.g., unexplained constitutional or heritable disorder or syndrome); re-evaluation of previously
obtained genome sequence (e.g., updated knowledge or unrelated condition/syndrome)

CPT’ Is a registered trademark of the American Medical Association
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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 are regulated under the Clinical Laboratory Improvement Amendments (CLIA) Act of
1988. More information is available at:
https://www.fda.gov/medicaldevices/deviceregulationandguidance/ivdregulatoryassistance/ucm124105.htm.

(Accessed October 19, 2023)

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 December 5, 2023.

Policy History/Revision Information

Date Summary of Changes
05/01/2024 Title Change
e Previously titled Whole Exome and Whole Genome Sequencing (for Ohio Only)

Related Policies
e Added reference link to the Medical Policy titled:
o Molecular Oncology Companion Diagnostic Testing (for Ohio Only)
o Molecular Oncology Testing for Hematologic Cancer Diagnosis, Prognosis, and Treatment
Decisions (for Ohio Only)
Applicable Codes
e Added CPT codes 0425U, and 0426U

Supporting Information
e Updated FDA section to reflect the most current information
e Archived previous policy version CS1500H.A

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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