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Application

This Medical Policy only applies to the state of Indiana.

Coverage Rationale

For medical necessity clinical coverage criteria, refer to the Indiana Health Coverage Programs Provider Reference Module:
Genetic Testing.

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 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
0016M Oncology (bladder), mRNA, microarray gene expression profiling of 219 genes, utilizing formalin-fixed

paraffin-embedded tissue, algorithm reported as molecular subtype (luminal, luminal infiltrated, basal,
basal claudin-low, neuroendocrine-like)

0285U Oncology, response to radiation, cell-free DNA, quantitative branched chain DNA amplification, plasma,
reported as a radiation toxicity score

0287U Oncology (thyroid), DNA and mRNA, next-generation sequencing analysis of 112 genes, fine needle
aspirate or formalin-fixed paraffin-embedded (FFPE) tissue, algorithmic prediction of cancer recurrence,
reported as a categorical risk result (low, intermediate, high
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CPT Code
0288U

0296U

0297U

0298U

0299U

0300U

0306U

0307U

0313U

0314U

0315U

0326U

0329U

0331U

81228

81229

Description

Oncology (lung), mRNA, quantitative PCR analysis of 11 genes (BAG1, BRCA1, CDC6, CDK2AP1,
ERBBS3, FUT3, IL11, LCK, RND3, SH3BGR, WNT3A) and 3 reference genes (ESD, TBP, YAP1), formalin-
fixed paraffin-embedded (FFPE) tumor tissue, algorithmic interpretation reported as a recurrence risk
score

Oncology (oral and/or oropharyngeal cancer), gene expression profiling by RNA sequencing at least 20
molecular features (e.g., human and/or microbial mMRNA), saliva, algorithm reported as positive or
negative for signature associated with malignancy

Oncology (pan tumor), whole genome sequencing of paired malignant and normal DNA specimens,
fresh or formalin-fixed paraffin-embedded (FFPE) tissue, blood or bone marrow, comparative sequence
analyses and variant identification

Oncology (pan tumor), whole transcriptome sequencing of paired malignant and normal RNA
specimens, fresh or formalin-fixed paraffin-embedded (FFPE) tissue, blood or bone marrow, comparative
sequence analyses and expression level and chimeric transcript identification

Oncology (pan tumor), whole genome optical genome mapping of paired malignant and normal DNA
specimens, fresh frozen tissue, blood, or bone marrow, comparative structural variant identification

Oncology (pan tumor), whole genome sequencing and optical genome mapping of paired malignant and
normal DNA specimens, fresh tissue, blood, or bone marrow, comparative sequence analyses and
variant identification

Oncology (minimal residual disease [MRD]), next-generation targeted sequencing analysis, cell-free
DNA, initial (baseline) assessment to determine a patient specific panel for future comparisons to
evaluate for MRD

Oncology (minimal residual disease [MRD]), next-generation targeted sequencing analysis of a patient-
specific panel, cell-free DNA, subsequent assessment with comparison to previously analyzed patient
specimens to evaluate for MRD

Oncology (pancreas), DNA and mRNA next-generation sequencing analysis of 74 genes and analysis of
CEA (CEACAMS) gene expression, pancreatic cyst fluid, algorithm reported as a categorical result (i.e.,
negative, low probability of neoplasia or positive, high probability of neoplasia)

Oncology (cutaneous melanoma), mRNA gene expression profiling by RT-PCR of 35 genes (32 content
and 3 housekeeping), utilizing formalin-fixed paraffin-embedded (FFPE) tissue, algorithm reported as a
categorical result (i.e., benign, intermediate, malignant)

Oncology (cutaneous melanoma), mRNA gene expression profiling by RT-PCR of 35 genes (32 content
and 3 housekeeping), utilizing formalin-fixed paraffin.embedded (FFPE) tissue, algorithm reported as a
categorical result (i.e., benign, intermediate, malignant)

Targeted genomic sequence analysis panel, solid organ neoplasm, cell-free circulating DNA analysis of
83 or more genes, interrogation for sequence variants, gene copy number amplifications, gene
rearrangements, microsatellite instability and tumor mutational burden

Oncology (neoplasia), exome and transcriptome sequence analysis for sequence variants, gene copy
number amplifications and deletions, gene rearrangements, microsatellite instability and tumor
mutational burden utilizing DNA and RNA from tumor with DNA from normal blood or saliva for
subtraction, report of clinically significant mutation(s) with therapy associations

Oncology (hematolymphoid neoplasia), optical genome mapping for copy number alterations and gene
rearrangements utilizing DNA from blood or bone marrow, report of clinically significant alterations

Cytogenomic (genome-wide) analysis for constitutional chromosomal abnormalities; interrogation of
genomic regions for copy number variants, comparative genomic hybridization [CGH] microarray
analysis

Cytogenomic (genome-wide) analysis for constitutional chromosomal abnormalities; interrogation of
genomic regions for copy number and single nucleotide polymorphism (SNP) variants, comparative
genomic hybridization (CGH) microarray analysis
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CPT Code Description

81277 Cytogenomic neoplasia (genome-wide) microarray analysis, interrogation of genomic regions for copy
number and loss-of-heterozygosity variants for chromosomal abnormalities

81504 Oncology (tissue of origin), microarray gene expression profiling of > 2000 genes, utilizing formalin-fixed
paraffin-embedded tissue, algorithm reported as tissue similarity scores

81519 Oncology (breast), mRNA, gene expression profiling by realtime RT-PCR of 21 genes, utilizing formalin-
fixed paraffin embedded tissue, algorithm reported as recurrence score

81522 Oncology (breast), mRNA, gene expression profiling by RT-PCR of 12 genes (8 content and 4
housekeeping), utilizing formalin-fixed paraffin-embedded tissue, algorithm reported as recurrence risk
score

81523 Oncology (breast), mRNA, next-generation sequencing gene expression profiling of 70 content genes

and 31 housekeeping genes, utilizing formalin-fixed paraffin-embedded tissue, algorithm reported as
index related to risk to distant metastasis

CPT is a registered trademark of the American Medlical 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 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 November 9, 2021)

References

Indiana Health Coverage Programs, Provider Reference Module. Genetic Testing. Version 4.0. Available at:
https://www.in.gov/medicaid/providers/files/genetic-testing.pdf. Accessed December 17, 2021.

Policy History/Revision Information

Date Summary of Changes
07/01/2022 Applicable Codes
e Updated list of applicable CPT codes to reflect quarterly edits:
o Added 0326U, 0329U, and 0331U
o Revised description for 0016M

Supporting Information
e Archived previous policy version CS152IN.06

Instructions for Use

This Medical Policy provides assistance in interpreting UnitedHealthcare standard benefit plans. When deciding coverage, the
federal, state or contractual requirements for benefit plan coverage must be referenced as the terms of the federal, state or
contractual requirements for benefit plan coverage may differ from the standard benefit plan. In the event of a conflict, the
federal, state or contractual requirements for benefit plan coverage govern. Before using this policy, please check the federal,
state 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 may also use tools developed by third parties, such as the InterQual’ criteria, to assist us in administering
health benefits. The UnitedHealthcare Medical Policies 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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