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Member-specific benefits take precedence over medical policy and benefits may vary across plans. Refer
to the individual’s benefit plan for details .

Purpose:
This policy addresses Screening for Fetal Aneuploidy.

Description & Definitions:
Screening for Fetal Aneuploidy is Noninvasive prenatal testing (NIPT) or screening.

Noninvasive prenatal testing (NIPT) is a non-invasive screening tool for detecting fetal chromosomal abnormalities such
as trisomy 21 (Down Syndrome), trisomy 18 (Edward Syndrome), and trisomy 13 (Patau Syndrome). Circulating cell-free
fetal DNA (cfDNA) crosses the placenta and can be isolated in maternal plasma. As early as 8-10 weeks of gestation
these fetal DNA fragments can comprise 6-10% of the total cell free DNA in maternal plasma. NIPT has been shown to be
a highly accurate screening test with high sensitivity (99%) and specificity (99.5%), which can be used from 10 weeks in
pregnancy to determine risk of trisomy 21. It can also be used to screen for the other common chromosomal aneuploidies,
trisomy 18 (Edwards syndrome) and trisomy 13 (Patau syndrome). The positive predictive value and negative predictive
value of NIPT varies by maternal age.

Maternal serum analysis for free R-human chorionic gonadotropin (hCG) and pregnancy-associated plasma protein A
(PAPP-A) levels may also be used to screen for fetal aneuploidy. This test is usually done between gestational weeks 11—
14 and can be completed in a single combined test or in a multistep process. An ultrasound may be performed to measure
nuchal translucency (thickness of the space between the back of the fetal neck and overlying skin). A second trimester
screen of maternal serum may be performed independently or in conjunction with the first trimester screen. The results of
these tests, and consideration of maternal age, are used to calculate specific risk for fetal chromosomal disorders. If these
results demonstrate a significant probability of a fetal abnormality, invasive testing such as amniocentesis or chorionic
villus sampling (CVS), may be performed. Maternal serum alpha-fetoprotein may also inform the fetal risk of neural tube
defects.

For purposes of this policy, these various forms of hCG are considered interchangeable: free beta subunit of hCG, total
hCG, or hyperglycosylated hCG (also known as invasive trophoblast antigen [ITA]).

Criteria:
Screening for Fetal Aneuploidy is considered medically necessary for 1 or more of the following:

e Non-invasive prenatal testing (NIPT) to screen for fetal trisomy 13, 18 and 21 once per preghancy is
considered medically necessary for 1 or more of the following tests:
o Individual has a viable pregnancy after 10 weeks but prior to 20 weeks gestation.
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o

Individual has a viable pregnancy after 20 weeks gestation when prenatal ultrasound findings
demonstrate fetal anomalies consistent with trisomy 13, 18, or 21.

First-trimester nuchal translucency (NT) testing alone (without serum analyte screening) is considered
medically necessary for ALL of the following:

@)
@)

Individual is pregnant with more than one fetus.
When performed in a setting of demonstrated ultrasound credentialing and ongoing quality
monitoring.

Screening for Fetal Aneuploidy is considered not medically necessary for any use other than those indicated in
clinical criteria, to include but not limited to:
Noninvasive prenatal testing (NIPT) including but not limited to the following:

o

O O O O O O O

@)

screening for a sex-chromosome aneuploidy

vanishing twin syndrome

screening for other chromosomal disorder other than those specified above

screening for microdeletions

single-gene disorders

whole genome NIPT

when used to determine genetic cause of miscarriage (e.g., missed abortion, incomplete
abortion)

screening for non-medical traits (e.g., biologic sex)

Noninvasive screening schemes for fetal aneuploidy including but not limited to the following:

o First-trimester serum analyte testing (hCG and PAPP-A) alone without NT measurement
o First-trimester ultrasound assessment of the nasal bone
o First-trimester maternal plasma levels of follistatin-related gene protein
o First-trimester maternal serum A disintegrin and metalloprotease 12 (ADAM12-S) level
o First-trimester maternal serum anti-Mullerian hormone level
o First-trimester maternal serum placental growth factor level
o Maternal fetal-derived circular RNA (circRNAs)
o Maternal plasma microRNA
o Ultrasound evaluation of the right subclavian artery (RSA)
Coding:
Medically necessary with criteria:
Coding Description
81420 Fetal chromosomal aneuploidy (eg, trisomy 21, monosomy X) genomic sequence analysis panel,
circulating cell-free fetal DNA in maternal blood, must include analysis of chromosomes 13, 18, and
21
81508 Fetal congenital abnormalities, biochemical assays of two proteins (PAPP-A, hCG [any form]),
utilizing maternal serum, algorithm reported as a risk score
81509 Fetal congenital abnormalities, biochemical assays of three proteins (PAPP-A, hCG [any
form], DIA), utilizing maternal serum, algorithm reported as a risk score
81510 Fetal congenital abnormalities, biochemical assays of three analytes (AFP, uE3, hCG [any

formy]), utilizing maternal serum, algorithm reported as a risk score
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81511 Fetal congenital abnormalities, biochemical assays of four analytes (AFP, uE3, hCG [any
form], DIA) utilizing maternal serum, algorithm reported as a risk score (may include
additional results from previous biochemical testing)

81512 Fetal congenital abnormalities, biochemical assays of five analytes (AFP, uE3, total hCG,
hyperglycosylated hCG, DIA) utilizing maternal serum, algorithm reported as a risk score

Considered Not Medically Necessary:

Coding Description

None
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Special Notes: *

This medical policy expresses Sentara Health Plan’s determination of medically necessity of services, and they are based
upon a review of currently available clinical information. Medical policies are not a substitute for clinical judgment or for
any prior authorization requirements of the health plan. These policies are not an explanation of benefits.

Medical policies can be highly technical and complex and are provided here for informational purposes. These medical
policies are intended for use by health care professionals. The medical policies do not constitute medical advice or
medical care. Treating health care professionals are solely responsible for diagnosis, treatment and medical advice.
Sentara Health Plan members should discuss the information in the medical policies with their treating health care
professionals. Medical technology is constantly evolving and these medical policies are subject to change without notice,
although Sentara Health Plan will notify providers as required in advance of changes that could have a negative impact on
benefits.
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