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CLINICAL BENEFIT XI MINIMIZE SAFETY RISK OR CONCERN.

X MINIMIZE HARMFUL OR INEFFECTIVE INTERVENTIONS.

[0 ASSURE APPROPRIATE LEVEL OF CARE.

[0 ASSURE APPROPRIATE DURATION OF SERVICE FOR INTERVENTIONS.

X ASSURE THAT RECOMMENDED MEDICAL PREREQUISITES HAVE BEEN MET.
[0 ASSURE APPROPRIATE SITE OF TREATMENT OR SERVICE.
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. PoLicy

Screening for vertebral fractures using dual-energy x-ray absorptiometry or biomechanical
computed tomography is considered investigational. There is insufficient evidence to support
a general conclusion concerning the health outcomes or benefits associated with this
procedure.

Cross-Reference:
MP 5.037 Whole Body Dual X-Ray Absorptiometry to Determine Body
Composition

PRODUCT VARIATIONS Top

This policy is only applicable to certain programs and products administered by Capital Blue
Cross and subject to benefit variations as discussed in Section VI. Please see additional
information below.

FEP PPO: Refer to the FEP Medical Policy Manual. The FEP Medical Policy manual can be
found at:
https://www.fepblue.org/benefit-plans/medical-policies-and-utilization-management-
guidelines/medical-policies.

DESCRIPTION/BACKGROUND Top
VERTEBRAL FRACTURE ASSESSMENT
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Per the Bone Health and Osteoporosis Foundation (BHOF) — formerly the National
Osteoporosis Foundation, vertebral fracture in an adult aged 50 years or older is diagnostic of
osteoporosis, even in the absence of a bone density diagnosis. The presence of a single
vertebral fracture signified a 5-fold increased risk for additional vertebral fractures and a 2- to 3-
fold increased risk for hip or other fractures. Unfortunately, most vertebral fractures are
subclinical and/or completely asymptomatic. As a result, they may go undiagnosed for many
years. At the same time, a high proportion of women with asymptomatic vertebral fractures have
bone mineral density (BMD) levels that would not warrant treatment based on BMD alone. The
finding of a previously unrecognized vertebral fracture may change a patient’s diagnostic
classification, alter fracture risk calculations, and determine treatment decisions. Proactive
investigation is required to detect these fractures so that further bone damage can be
prevented.

Only 20% to 30% of vertebral fractures are recognized clinically; the rest are discovered
incidentally on lateral spine radiographs. Lateral spine radiographs have not been
recommended as a component of risk assessment for osteoporosis because of the cost,
radiation exposure, and the fact that the radiograph would require a separate procedure in
addition to the bone mineral density study using dual-energy x-ray absorptiometry. However,
several densitometers with specialized software can perform vertebral fracture assessment
(VFA) in conjunction with dual-energy x-ray absorptiometry. The lateral spine scan is performed
by using a rotating arm. Depending on the densitometer used, the patient can either stay in the
supine position after the bone density study or is required to move to the left decubitus position.

Vertebral fracture assessment differs from radiologic detection of fractures because VFA uses a
lower radiation exposure and can detect only fractures, while traditional radiograph images can
detect other bone and soft tissue abnormalities in addition to spinal fractures. Manufacturers
have also referred to this procedure as instant vertebral assessment, radiographic vertebral
assessment, dual-energy vertebral assessment, or lateral vertebral assessment.

For both lateral spine radiographs and images with densitometry, vertebral fractures are
assessed visually. A number of grading systems have been proposed, and the Genant semi
guantitative method is commonly used. This system grades deformities from | to I, with grade |
(mild) representing a 20% to 24% reduction in vertebral height, grade Il (moderate) representing
a 25% to 39% reduction in height, and grade Il (severe) representing a 40% or greater
reduction in height. The location of the deformity within the vertebrae may also be noted. For
example, if only the mid height of the vertebrae is affected, the deformity is defined as an
endplate deformity; if both the anterior and mid heights are deformed, it is a wedge deformity;
and if the entire vertebrae is deformed, it is classed as a crush deformity. A vertebral deformity
of at least 20% loss in height is typically considered a fracture. Accurate interpretation of both
lateral spine radiographs and VFA imaging dependent on radiologic training. Thus, device
location and availability of appropriately trained personnel may influence diagnostic accuracy.
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BIOMECHANICAL COMPUTED TOMOGRAPHY

Biomechanical computed tomography (BCT) is another method of performing VFA which also
minimizes radiation exposure. Previously obtained CT scans can be used for BCT analysis in
many cases. Exceptions include spinal images performed with contrast and images in which
metal is present in the transverse plane of the bone of interest. Analysis is performed in a
centralized laboratory, to which clinicians must send CT scans. The BCT calculation involves a
non-linear finite element analysis to simulate a fracture event, with outputs including T-score
and Z-score of the femoral neck and hip, femoral strength, vertebral strength, vertebral
trabecular volume, and vertebral Z-score. Patients are classified as high risk if fragile bone
strength (defined as <3000 to 6500 Newtons depending on patient sex and location [hip or
spine]) or osteoporosis at the hip or spine is found. The classification of increased risk is
assigned if low bone strength or low bone mass is identified at the hip or spine.

Regulatory Status

Additional software is needed to perform VFA with a densitometer, and it must be cleared for
marketing by the U.S. Food and Drug Administration through the 510(k) process. Products
cleared for marketing include, but are not limited to, GEHC DXA Bone Densitometers with
enCORE version 18, Aria, GE Lunar DXA Bone Densitometers with enCORE version 17, TBS
iNsight, QCT Pro Asynchronous Calibration Module Clingct, and Encore Version 16 Software for
GE Lunar DXA bone densitometers. Food and Drug Administration product code KGI.

RATIONALE Top

Summary of Evidence

For individuals who are at risk of having vertebral fractures but are not known to have them who
receive VFA with densitometry by dual-energy x-ray absorptiometry, the evidence includes
diagnostic accuracy studies and subgroup re-analyses of treatment studies. Relevant outcomes
are test accuracy, test validity, and morbid events. There is a lack of direct evidence from
screening trials that use densitometry with VFA improves health outcomes. Because direct
evidence was not available, a chain of evidence was sought. Evidence was examined on the
diagnostic accuracy of VFA in non-osteoporotic patients (i.e., those not already eligible for
treatment), the ability of VFA to identify patients for treatment who would not otherwise be
identified, and the effectiveness of treatment in this population. Diagnostic accuracy studies
have reported variable findings; recent studies have suggested higher diagnostic accuracy of
VFA overall compared with standard radiographs than older studies. Studies have found that
VFA can identify patients without osteoporosis who may be appropriate candidates for treatment
according to recommendations from the National Osteoporosis Foundation. However, there is
limited evidence on the effectiveness of treatment in this population. No treatment data have
been published in patients whose vertebral fracture had been identified using VFA software with
densitometry. The evidence is insufficient to determine the effects of the technology on health
outcomes.
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For individuals who are at risk of having vertebral fractures but are not known to have them who
receive VFA with biomechanical computed tomography (BCT), the evidence includes
retrospective studies. Relevant outcomes are test accuracy, test validity, and morbid events.
The available studies have demonstrated that BCT has similar efficacy to DXA in detecting
osteoporosis. There is a lack of direct evidence from clinical trials that the use of BCT for VFA
improves health outcomes. No treatment data have been published on patients whose vertebral
fractures were identified using BCT. The evidence is insufficient to determine that the
technology results in an improvement in the net health outcome.

DEFINITIONS Top

BONE DENSITY OR BONE MINERAL DENSITY (BMD) is the average mineral concentration of a
specimen of bone, skeletal mass. Bone mineral density is reduced in osteopenia and
osteoporosis.

DuUAL X-RAY ABSORPTIOMETRY (DXA) is probably the most commonly used technique to
measure BMD, because of its ease of use, low radiation exposure, and its ability to measure
BMD at both the hip and spine. DXA generates two x-ray beams of different energy levels to
scan the region of interest and measure the difference in attenuation as the low- and high-
energy beams pass through the bone and soft tissue.

DISCLAIMER Top

Capital Blue Cross’ medical policies are used to determine coverage for specific medical
technologies, procedures, equipment, and services. These medical policies do not constitute
medical advice and are subject to change as required by law or applicable clinical evidence
from independent treatment guidelines. Treating providers are solely responsible for medical
advice and treatment of members. These polices are not a guarantee of coverage or
payment. Payment of claims is subject to a determination regarding the member’s benefit
program and eligibility on the date of service, and a determination that the services are
medically necessary and appropriate. Final processing of a claim is based upon the terms of
contract that applies to the members’ benefit program, including benefit limitations and
exclusions. If a provider or a member has a question concerning this medical policy, please
contact Capital Blue Cross’ Provider Services or Member Services.

CODING INFORMATION Top

Note: This list of codes may not be all-inclusive, and codes are subject to change at any time.
The identification of a code in this section does not denote coverage as coverage is determined
by the terms of member benefit information. In addition, not all covered services are eligible for
separate reimbursement.
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Investigational; therefore, not covered for:

Procedure Codes

77085 | 77086 | 0743T | |
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IX. PoLicy HISTORY Top

MP 5.046 | 08/31/2020 Consensus Review. No change to the policy statement. Background
reviewed and references updated.

10/27/2021 Consensus Review. Policy statement unchanged. FEP language
updated. Background, Rationale and References updated.

12/22/2022 Major Review. VFA is now MN with criteria. Added INV statement re:
TBS and associated procedure codes placed into coding table. Updated
background, rationale, coding table and references.

09/05/2023 Administrative Update. Added new osteoporosis ICD-10 codes
(M80.0BXX and M80.8BXX series). Effective date 10/01/2023.

10/17/2023 Consensus Review. No change to policy statement. Updated
rationale and references.

12/18/2024 Minor Review. Vertebral fracture assessment now investigational.
Trabecular bone score no longer discussed, codes 77089, 77090, 77091, 77092
moved to MP 4.002. Biomechanical computed tomography added to
investigational statement. Updated background, rationale, and references.

06/10/2025 Administrative Update. Removing the Benefit Variations and
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| | updating the Disclaimer.

Top
Health care benefit programs issued or administered by Capital Blue Cross and/or its
subsidiaries, Capital Advantage Insurance Company®, Capital Advantage Assurance
Company® and Keystone Health Plan® Central. Independent licensees of the BlueCross
BlueShield Association. Communications issued by Capital Blue Cross in its capacity as
administrator of programs and provider relations for all companies.
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