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1. POLICY DISCLAIMER

Johns Hopkins Health Plans (JHHP) provides a full spectrum of health care products and services for Advantage MD,

Employer Health Programs, Johns Hopkins Health Plan of VirginiaInc., Priority Partners, and US Family Health Plan. Each
line of business possesses its own unique contract, benefits, regulations, and regulators' clinical guidelines that supersede the
information outlined in this policy.

1. POLICY

For Advantage MD: refer to: Medicare Coverage Database

*  National Coverage Determination (NCD) 220.5 Ultrasound Diagnostic Procedures
. No Local Coverage Determinations (LCDs) identified (Accessed 01/04/2024)

For Johns Hopkins Health Plan of Virginia, Inc. (JHHPVA): refer to: Medicare Coverage Database

*  National Coverage Determination (NCD) 220.5 Ultrasound Diagnostic Procedures
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. No Local Coverage Determinations (LCDs) identified (Accessed 01/04/2024)

For Priority Partners (PPMCO) refer to: Code of Maryland Regulations

. No specific information islocated at COMAR 10.67.01 — 10.67.13 (Accessed 01/04/2024)

For Uniformed Services Family Health Plan (USFHP), refer to: Tricare Policy Manuals

*  TRICARE Policy Manual 6010-63-M, April 2021. Chapter 5, Section 2.1 Diagnostic Ultrasound

IV.POLICY CRITERIA

A. Genera Considerations for Medical Necessity

1

When benefits are provided under the member’ s contract, JHHP considers the provision of up to three (3) two
dimensional (2-D) prenatal obstetrical ultrasounds medically necessary during the course of a pregnancy for the
following indications:

Dating/Estimated gestational age
Nuchal translucency measurement
Screening for fetal anomalies
Additional medical necessity indications for 2-D prenatal ultrasounds include, but is not limited to, the following:
First trimester:

a
b.
C.

a

i.
ii.
iii.
iv.
V.
vi.
Vil.

Confirmation of intrauterine pregnancy

Suspected ectopic pregnancy

Evaluation of vagina bleeding, pelvic pain, or uterine masses
Multiple gestations

Assessment of fetal cardiac activity

Assessment of fetal anomalies such as anencephaly
Evaluation of suspected hydatiform mole

Second and third trimester:

i.
ii.
iii.
iv.
V.
Vi,
Vii.

viii.

iX.
X.
Xi.
Xii.

Xiii.

XiVv.
XV.

XVi.
XVii

Evaluation of fetal growth

Evaluation of vaginal bleeding, pelvic pain, pelvic mass, or uterine abnormality
Evaluation of cervical insufficiency

Adjunct to cervical cerclage

Assessment of fetal presentation

Adjunct to external cephalic version

Adjunct to amniocentesis or other procedure

Evaluation of discrepancy between uterine size and clinical dates
Evaluation of fetal well-being

Follow-up evaluation of placental location for suspected placenta previa
Suspected placental abruption

Evaluation of premature rupture of membranes and/or premature labor
Evaluation of abnormal biochemical markers

History of previous congenital anomaly

Follow-up evaluation of afetal anomaly

Evaluation of fetal condition in late registrants for prenatal care

. Assessment for findings that may increase the risk for aneuploidy
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3. When benefits are provided under the member’s contract, JHHP considers a three-dimensional (3-D) prenatal
obstetrical ultrasound medically necessary for ANY of the following, when ordered by Maternal Fetal Medicine
specidists:

Diagnosis of fetal brain and general fetal head abnormalities

Prenatal diagnosis of cleft lip and cleft palate, fetal facial anomalies

Diagnosis of fetal ear anomalies

Neural tube defects

Fetal tumors

f.  Skeletal malformations

B. Documentation Requirements. (For PPMCO and USFHP also refer to Site of Service Section D)

1. Preauthorization isrequired with documentation to support medical necessity for the following:
a  Greater than 3, 2-D prenatal obstetrical ultrasoundsin the course of anon-high risk pregnancy, AND;
b.  All 3-D ultrasounds

2. Preauthorization is NOT required for the following:
a.  Prenatal ultrasound for an emergent or life-threatening condition.

C. Exclusions:

1. Unless specific benefits are provided under the member’ s contract, JHHP considers ANY of the following services
not medically necessary because they do not meet Technology Evaluation Criteria (TEC) as defined in CM S01.00
Medical Palicy Introduction:

a.  Four dimensiona (4-D) ultrasounds
b. Prenatal obstetrical ultrasound for the determination of gender of the fetus for nonmedical reasons
c. Prenatal obstetrical ultrasound done solely to provide an image of the fetus for parents
D. Siteof Service- Prenatal Obstetrical Ultrasounds (Applicable to PPMCO and USFHP ONLY
1. Free-Sanding Facilities (Non-Regulated Space): JHHP considers free-standing facilities to be an appropriate place
of service for most obstetrical prenatal ultrasounds. (Refer to Definitions section)
a.  Greater than 3, 2 D prenatal ultrasounds require preauthorization for members without a high risk pregnancy,
regardless of site of service.
b. Memberswith ahigh risk pregnancy diagnosis are not subject to the limit of 3, 2-D prenatal obstetrical
ultrasounds, and preauthorization is NOT required when performed in a free-standing facility (Refer to
Appendix A)

2. Outpatient Hospital Setting (Regulated Space): Prenatal obstetrical ultrasounds may be performed in an outpatient
hospital setting with documentation to support the medical necessity of the site of service. (Refer to Definitions
section)

a.  2-D prenatal obstetrical ultrasoundsin the course of a high risk pregnancy or non-high risk pregnancy are
permitted in an outpatient hospital setting with preauthorization for ANY of the following indications:
i.  Thereisno in-network free-standing facility within the Plans access standards able to perform the
requested obstetrical prenatal ultrasound. (Refer to Definitions section)
ii. Prenatal obstetrical ultrasound is being performed by a network maternal fetal specialist whose officeisin
an outpatient hospital setting.
iii. Prenatal obstetrical ultrasound is ordered for amember with one of the diagnoses on the Exception List.
(Refer to Appendix B - Exceptions to Outpatient Hospital Setting (Regulated Space) Redirection List)
iv. Oneof the prenatal obstetrical ultrasounds on the Exception List has been ordered. (Refer to Appendix B -
Exceptions to Outpatient Hospital Setting (Regulated Space) Redirection List)
Note: The high-risk diagnosislist isintended to identify when > than 3, 2-D prenatal ultrasounds are
permitted. It is not intended to allow al prenatal ultrasoundsin regulated space. Criteriain section 2. a.
above must be met for regul ated space.
b.  Preauthorizationis NOT required for the following when done in an outpatient hospital setting:

®aooTw
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i. Prenatal obstetrical ultrasounds related to an emergent or life-threatening condition

V.DEFINITIONS
Site of Service

. Freestanding Facility (Non-Regulated Space): A freestanding medical facility means a health care facility that is
physically separated from the hospital or hospital grounds (Maryland Health Care Commission, 2017). It is a stand-alone
center that furnishes health care services and that is neither integrated with, nor a department of, a hospital (Law Insider,
2020). Place of Service (POS) examples; Office (11), Mobile Unit (15), ASC (24), Independent Clinic (49), Federally
Qualified Health Center (FQHC) (50) (Centers for Medicare & Medicaid Services, 2024). (For the purposes of this policy
aprenatal obstetrical ultrasound performed in an obstetrician's or perinatologist's office not in regulated space would be
considered freestanding.)

o Off Campus-Outpatient Hospital (Regulated Space): A portion of an off-campus hospital provider based department
which provides diagnostic, therapeutic (both surgical and nonsurgical), and rehabilitation services to sick or injured
persons who do not require hospitalization or institutionalization (POS 19) (Centers for Medicare & Medicaid Service,
2024).

. On Campus-Outpatient Hospital (Regulated Space): A portion of ahospital's main campus which provides diagnostic,
therapeutic (both surgical and nonsurgical), and rehabilitation servicesto sick or injured persons who do not require
hospitalization or institutionalization (POS 22) (Centers for Medicare & Medicaid Services, 2024).

PPM CO Access Standards: A member’stravel time for access to radiology should not exceed the following:

a  Inurban areas, within 15 minutes or 10 miles
b.  Insuburban areas, within 30 minutes or 20 miles; and
c. Inrurd areas, within 40 minutes or 30 miles

VI.BACKGROUND
The American College of Obstetrics and Gynecol ogy recommends an ultrasound study for all pregnant patients. The timing
and frequency of the studies depend on the indication for the examination (ACOG, 2016). The use of low-powered obstetrical
ultrasound has proved useful for the assessment of anatomic fetal development and growth, screening for evidence of
aneuploidy or screening for other obstetrical abnormalities, such as amniotic fluid volume and cervical or placental concerns
(Selec Health, 2016). Although ultrasonography is safe for the fetus when used appropriately, it should only be used when
thereisavalid medical indication and the lowest possible ultrasound exposure settings that obtain adequate image quality are
employed and remain consistent with the as |ow-as reasonably-achievable (ALARA) principle (AIUM, 2019). The number
of ultrasounds in pregnancy has increased from 1.5 examinations per pregnancy in the mid-1990s to 2.7 ultrasounds per
pregnancy in the mid-2000s and in 2014 the usage in the United States is reported to average 5.2 ultrasounds per pregnancy
(Siddique, 2009).

Evidence of Impact:

Routine use of ultrasound in low risk populationsin early pregnancy (< 24 weeks) hasimproved gestational dating, leading
to fewer postdate inductions, increased detection of multiple gestations, and enhanced detection of fetal anomalies (Cochrane,
2015). In alow risk population after 24 weeks of gestation, there is weak evidence to demonstrate at a population level the
impact of obstetrical ultrasounds on perinatal morbidity and mortality or on mean birth weight.

Systematic studies of evidence found in the medical literature demonstrate the use of ultrasound in low- risk patients

caused adjustment in the estimated date of delivery by more than 10 days in a significant percentage of pregnancies from
clinical assessment alone. Based upon these studies, such an adjustment occurred in 11 percent to 24 percent of pregnancies.
Appropriate dating isimportant to be able to distinguish intrauterine growth restriction (IUGR). In IUGR, the incorporation
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of umbilical artery doppler velocimetry to standard antepartum testing has been shown to reduce the rate of perinatal death by
29%. Moreover, differencesin Apgar scores, neonatal intensive care unit (NICU) admissions or newborn mortality rates have
been demonstrated on a population level as aresult of ultrasound screening during pregnancy.

Nabhan and Faris (2010) performed a meta-analysis for the Cochrane Database and found insufficient evidence to support
reducing maternal anxiety over pregnancy outcomes by providing feedback from ultrasound examinations.

Ultrasound is an energy source that can induce thermal changesin tissues. Studies on the safety of ultrasound on the fetus have
not found harmful effects despite concerns over the repeated application of this energy source during pregnancy.

Women whose ultrasounds demonstrate a fetal anomaly have a higher rate of termination of the pregnancy than those whose
ultrasounds are normal. This has been found in small-sample-sized studies. Legislation in a number of states has taken the
position that women having elective abortions must see afetal ultrasound prior to the procedure. Policy statements from pro-
abortion and anti-abortion advocacy groups purportedly demonstrate women's decision-making as either not influenced or
greatly influenced by such studies. However, thereis little high-quality scientific evidence on such decision-making. What
isclear isthat in continuing pregnancies, when afetal anomaly or fetus suspected of aneuploidy is detected, there is better
coordinated care of that mother/baby pair. Special considerations include the timing and number of ultrasound studies in obese
patients and pregnancies with multiple gestations (Reddy et al., 2014)

VII. CODING DISCLAIMER

cpT® Copyright 2024 American Medical Association. All rights reserved. CPT is aregistered trademark of the American
Medical Association.

Note: The following CPT/HCPCS codes are included below for informational purposes and may not be all inclusive. Inclusion
or exclusion of a CPT/HCPCS code(s) below does not signify or 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’ s 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 of payment. Other policies and coverage determination guidelines may apply. .

Note: All inpatient admissions require pre-authorization.

Adherence to the provision in this policy may be monitored and addressed

through post payment data analysis and/or medical review audits

Advantage MD: Regulatory guidance supersedes JHHP Medical Policies. If there are no statutes, regulations, NCDs,
LCDs, or LCAS, or other CM S guidelines, apply the Medical Palicy criteria.

Johns Hopkins Health Plan of VirginiaInc. (JHHPVA): Regulatory guidance supersedes JHHP Medical Policies. If there
are no statutes, regulations, NCDs, LCDs, or LCAS, or other CM S guidelines, apply the Medical Policy criteria.

Priority Partners (PPMCO): Regulatory guidance supersedes JHHP Medical Policy. If there are no criteriain COMAR
regulations, or other State guidelines, apply the Medical Policy criteria.

US Family Health Plan (USFHP): Regulatory guidance supersedes JHHP Medical Policy. If there are no TRICARE
policies, or other regulatory guidelines, apply the Medical Policy criteria.
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VIII. CODING INFORMATION

CPT® CODESARE FOR INFORMATIONAL PURPOSES ONLY

cpT® DESCRIPTION

CODES

76376 3D rendering with interpretation and reporting of computed tomography, magnetic resonance imaging,
ultrasound, or other tomographic modality with image postprocessing under concurrent supervision; not
requiring image postprocessing on an independent workstation

76377 3D rendering with interpretation and reporting of computed tomography, magnetic resonance imaging,
ultrasound, or other tomographic modality with image postprocessing under concurrent supervision;
requiring image postprocessing on an independent workstation

76801 Ultrasound, pregnant uterus, real time with image documentation, fetal and maternal evaluation, first
trimester (< 14 weeks 0 days), transabbdominal approach; single or first gestation

76802 Ultrasound, pregnant uterus, real time with image documentation, fetal and maternal evaluation, first
trimester, transabbdominal approach; each additional gestation.

76805 Ultrasound, pregnant uterus, real time with image documentation, fetal and maternal evaluation, after the
first trimester, transabdominal approach, single or first gestation.

76810 Ultrasound, pregnant uterus, real time with image documentation, fetal and maternal evaluation, after the
first trimester, transabdominal approach; each additional gestation.

76811 Ultrasound, pregnant uterus, real time with image documentation, fetal and maternal evaluation plus detailed
fetal anatomic examination, transabdominal approach, single or first gestation.

76812 Ultrasound, pregnant uterus, real time with image documentation, fetal and maternal evaluation plus detailed
fetal anatomic examination, transabdominal approach, each additional gestation.

76813 Ultrasound, pregnant uterus, real time with image documentation, first trimester fetal nuchal translucency
measurement, transabdominal or transvaginal approach, single or first gestation.

76814 Ultrasound, pregnant uterus, real timewith image documentation, first trimester
fetal nuchal translucency measurement, transabdominal or transvaginal approach, each additional gestation.

76815 Ultrasound, pregnant uterus, real time with image documentation, limited (e.g., Fetal heartbeat, placental
location, fetal position and/or qualitative amniotic fluid volume,1 or more fetuses.

76816 Ultrasound, pregnant uterus, real time with image documentation, follow-up (e.g., reevaluation of fetal
size by measuring standard growth parameters and amniotic fluid volume, reevaluation of organ system(s)
suspected or confirmed to be abnormal on a previous scan), transabdominal approach, per fetus.

76817 Ultrasound, pregnant uterus, real time with image documentation, transvaginal.

76818 Fetal biophysical profile; with non-stress testing

76819 Fetal biophysical profile; without non-stress testing

76820 Doppler velocimetry, fetal; umbilical artery

76821 Doppler velocimetry, fetal; middle cerebra artery

76825 Echocardiography, fetal, cardiovascular system, real time with image documentation (2D), with or without
M-mode recording;

© Copyright 2024 by The Johns Hopkins Health System Corporation and/or The Johns Hopkins University
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76826 Echocardiography, fetal, cardiovascular system, real time with image documentation (2D), with or without
M-mode recording; follow-up or repeat study
76827 Doppler echocardiography, fetal, pulsed wave and/or continuous wave with spectral display; complete
76828 Doppler echocardiography, fetal, pulsed wave and/or continuous wave with spectral display; follow-up or
repeat study

IX. REFERENCE STATEMENT
Analyses of the scientific and clinical references cited below were conducted and utilized by the Johns Hopkins Health Plans
(JHHP) Medical Policy Team during the devel opment and implementation of this medical policy. The Medical Policy Team
will continue to monitor and review any newly published clinical evidence and revise the policy and adjust the references
below accordingly if deemed necessary.
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