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Prior Authorization Required

If REQUIRED, submit supporting clinical documentation pertinent to service request to the FAX Yes X No []
numbers below

Notification Required

Yes L1 N
IF REQUIRED, concurrent review may apply es ©

Applies to:
Commercial Products
Harvard Pilgrim Health Care Commercial products; 800-232-0816

Tufts Health Plan Commercial products; 617-972-9409
CareLink®™ — Refer to CareLink Procedures, Services and ltems Requiring Prior Authorization

Public Plans Products

Tufts Health Direct — A Massachusetts Qualified Health Plan (QHP) (a commercial product); 888-415-9055
Tufts Health Together — MassHealth MCO Plan and Accountable Care Partnership Plans; 888-415-9055
Tufts Health RITogether — A Rhode Island Medicaid Plan; 857-304-6404

Tufts Health One Care --A dual-eligible product; 857-304-6304

Senior Products

1 Harvard Pilgrim Health Care Stride Medicare Advantage; 866-874-0857

[ Tufts Health Plan Senior Care Options (SCO), (a dual-eligible product); 617-673-0965
[ Tufts Medicare Preferred HMO, (a Medicare Advantage product); 617-673-0965

[ Tufts Medicare Preferred PPO, (a Medicare Advantage product); 617-673-0965

Note: While you may not be the provider responsible for obtaining prior authorization or notifying Point32Health, as a
condition of payment you will need to ensure that any necessary prior authorization has been obtained and/or Point32Health
has received proper notification. If notification is required, providers may additionally be required to provide updated clinical
information to qualify for continued service.

Overview

Scoliosis is a spinal deformity characterized by lateral and rotational curvature of the spine. The most common form of
scoliosis is idiopathic scoliosis, which occurs in approximately 3 percent of individuals under age 16, most often in the early
adolescent years. The majority of adolescents do not display progressive curves, but a subset of individuals with adolescent
idiopathic scoliosis may exhibit a rapid progression of curvature. Prevention and/or correction of curve progression caused
by idiopathic scoliosis includes non-operative (e.g., external bracing, scoliosis specific exercises) and surgical (e.g. spinal
fusion, growing rods, anterior vertebral body tethering) options.

The primary goal of nonoperative treatment of adolescent idiopathic scoliosis (AlS) is to prevent curve progression. For AIS
individuals with growth remaining and a curve magnitude between 25 and 45 degrees, conservative treatment with a rigid
thoracolumbosacral orthosis (TLSO) is indicated. Brace wear for at least 13 hours per day is indicated until skeletal maturity
to limit curve progression

Anterior vertebral body tethering (AVBT) is a non-fusion surgical option for the treatment of idiopathic scoliosis. To date, the
FDA has given humanitarian device exemption approval for one such device, The Tether™ - Vertebral Body Tethering
System. Anchors and vertebral body screws are placed on the convex side of the spinal curve and the tether, a flexible
tensioning cord made of synthetic polymer, is then secured along the convex side of the vertebrae. The tether provides
tension across the convex side which partially straightens the spinal curvature. After surgery, the tether continues to correct
the spinal curvature as the adolescent continues to grow.

Anchors and vertebral body screws are placed laterally from a thoracoscopic or thoracotomy approach into the vertebral
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body on the convex side of a spinal deformity. A polymer tensioning cord is secured to the vertebral body screws and
provides a lateral tension band across the convex side of the spine. This tension partially corrects the curvature, and
subsequently can arrest or correct the deformity through modulation of remaining spinal growth.

The Plan uses guidance from the Centers for Medicare and Medicaid Services (CMS) and MassHealth for coverage
determinations for its Dual Product Eligible plan members. CMS National Coverage Determinations (NCDs), Local Coverage
Determinations (LCDs), Local Coverage Articles (LCAs) and documentation included in the Medicare manuals and
MassHealth Medical Necessity Determinations are the basis for coverage determinations. When CMS and MassHealth do
not provide guidance, the Plan internally developed medical necessity guidelines are used. CMS and MassHealth coverage
guidelines are not established for this service.

For the service of Anterior Vertebral Body Tethering (AVBT), evidence is sufficient for coverage. AVBT is done with a
Tethering System, which received FDA approval in April 2019. AVBT is a treatment option for members who do not respond
to conservative non-surgical treatments, such as external bracing, to help correct spinal curvature as a result of idiopathic
scoliosis. This FDA approval is based on the results from the clinical trials showing a reduction in the curvature of the spine
and expected benefits outweigh the risks for use of this device for treatment of select skeletally immature patients with
progressive pediatric idiopathic scoliosis. The Tethering System allows access to a new treatment option to improve quality
of life and has the benefit that the system continues to correct the spinal curvature as the member continues to grow.

The use of this criteria in the utilization management process will ensure access to evidence based clinically appropriate
care. See References section below for all evidence accessed in the development of these criteria.

Clinical Guideline Coverage Criteria

The Plan considers anterior vertebral body tethering as medically necessary when documentation confirms ALL of the
following:

1. Idiopathic scoliosis of thoracic and/or lumbar spine
2. Radiographic imaging confirms the following:

a. Major Cobb angle of 35 to 65 degrees and osseous structure is dimensionally adequate to accommodate
screw fixation; and

b. Cobb angle decreases in magnitude below 30 degrees on bending films
3. Progressive curvature that has not responded to one of the following conservative treatment options:

a. Failed external bracing defined as curvature progression greater than 5 degrees despite external brace
wear; or

b. External bracing is not/no longer indicated secondary to skeletal maturity or severe scoliosis (greater than
45 degrees); or

c. Documentation of intolerance to external brace wear as prescribed despite reasonable efforts to improve
brace fit, comfort, and brace wear compliance

4. Radiographic imaging confirms skeletal immaturity, defined as at least one of the following:
a. Risser grade 0-2 and under; or
b. Sanders Skeletal Maturation Stage (SMS) less than 5
5. Tethering device must be FDA approved; and
6. Qualified orthopedic/spine specialist trained and with experience in AVBT technique has completed in person
evaluation and has documented member’s suitability for AVBT and the rationale for AVBT procedure; and

7. Anterior vertebral body tethering procedure will be performed by qualified orthopedic/spine specialist trained and
with experience in AVBT technique at a facility with appropriate experience and expertise in AVBT procedure

Limitations

The Plan will not cover AVBT for the following:

Skeletal maturity achieved with no spinal growth remaining

Congenital scoliosis

Hyperkyphosis (40-50 degrees)

Kyphosis in the lumbar spine or at the thoracolumbar junction

Vertebral or chest wall deformity malformation in addition to scoliosis (e.g., pectus excavatum, severe rib
prominence defined as trunk rotation greater than 20 degrees as measured by scoliometer)

Previous surgery at the spinal levels where scoliotic curve(s) exist, unless related to prior tether correction
Member is non-ambulatory
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8. Altered muscle function as a result of progressive neuromuscular disease

Codes

The following code(s) require prior authorization:
Table 1: CPT/HCPCS Codes

Code Description

22836 Anterior thoracic vertebral body tethering, including thoracoscopy, when performed; up to 7
vertebral segments

22837 Anterior thoracic vertebral body tethering, including thoracoscopy, when performed; up to 8
vertebral segments

0656T Vertebral body tethering, anterior; up to 7 vertebral segments

0657T Vertebral body tethering, anterior; up to 8 or more vertebral segments
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Approval And Revision History

March 16, 2022: Reviewed by the Medical Policy Approval Committee (MPAC) for effective date May 1, 2022.
Subsequent endorsement date(s) and changes made:
November 16, 2022: Reviewed by MPAC, renewed without changes
November 16, 2023: Reviewed by MPAC, renewed without changes
November 2023: Rebranded Unify to One Care, updated overview, and coding updated per AMA CPT® the
following codes were added: 22836 and 22837 effective January 1, 2024
December 1, 2023: Reviewed and approved by the UM Committee
November 21, 2024: Reviewed by MPAC, renewed without changes, effective January 1, 2025
e December 13, 2024: Reviewed and approved by the UM Committee, effective January 1, 2025

Background, Product and Disclaimer Information

Medical Necessity Guidelines are developed to determine coverage for benefits and are published to provide a better
understanding of the basis upon which coverage decisions are made. We make coverage decisions using these guidelines,
along with the Member’s benefit document, and in coordination with the Member’s physician(s) on a case-by-case basis
considering the individual Member's health care needs.

Medical Necessity Guidelines are developed for selected therapeutic or diagnostic services found to be safe and proven
effective in a limited, defined population of patients or clinical circumstances. They include concise clinical coverage criteria
based on current literature review, consultation with practicing physicians in our service area who are medical experts in
the particular field, FDA and other government agency policies, and standards adopted by national accreditation
organizations. We revise and update Medical Necessity Guidelines annually, or more frequently if new evidence becomes
available that suggests needed revisions.

For self-insured plans, coverage may vary depending on the terms of the benefit document. If a discrepancy exists between
a Medical Necessity Guideline and a self-insured Member’s benefit document, the provisions of the benefit document will
govern. For Tufts Health Together (Medicaid), coverage may be available beyond these guidelines for pediatric members
under age 21 under the Early and Periodic Screening, Diagnostic and Treatment (EPSDT) benefits of the plan in accordance
with 130 CMR 450.140 and 130 CMR 447.000, and with prior authorization.

Treating providers are solely responsible for the medical advice and treatment of Members. The use of this guideline is not
a guarantee of payment or a final prediction of how specific claim(s) will be adjudicated. Claims payment is subject to
eligibility and benefits on the date of service, coordination of benefits, referral/authorization, utilization management
guidelines when applicable, and adherence to plan policies, plan procedures, and claims editing logic.
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