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Disclaimer

Highmark Health Options medical policy is intended to serve only as a general reference resource
regarding coverage for the services described. This policy does not constitute medical advice and is not
intended to govern or otherwise influence medical decisions.

POLICY STATEMENT

Highmark Health Options may provide coverage under medical surgical benefits of the Company’s
Medicaid products for medically necessary orthopedic applications of stem-cell therapy.

This policy is designed to address medical necessity guidelines that are appropriate for the majority of
individuals with a particular disease, iliness, or condition. Each person’s unique clinical circumstances
warrant individual consideration, based upon review of applicable medical records.

The gqualifications of the policy will meet the standards of the National Committee for Quality Assurance
(NCQA) and the Delaware Department of Health and Social Services (DHSS) and all applicable state and
federal regulations.

DEFINITIONS

Highmark Health Options (HHO) — Managed care organization serving vulnerable populations that have
complex needs and qualify for Medicaid. Highmark Health Options members include individuals and
families with low income, expecting mothers, children, and people with disabilities. Members pay nothing
to very little for their health coverage. Highmark Health Options currently services Delaware Medicaid:
Delaware Healthy Children Program (DHCP) and Diamond State Health Plan Plus members.

Mesenchymal Stem Cells (MSCs) — Have the capability to differentiate into a variety of tissue types,
including musculoskeletal tissues. MSCs are associated with the blood vessels within bone marrow,
synovium, fat, and muscle, where they can be mobilized for endogenous repair as occurs with healing of
bone fractures. Stimulation of endogenous MSCs is the basis of procedures such as bone marrow
stimulation (e.g., microfracture) and harvesting/grafting of autologous bone for fusion.

PROCEDURES

Prior authorization is required.

Highmark Health Options is an independent licensee of the Blue Cross Blue Shield Association, 1
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ALL the following orthopedic applications are considered experimental investigational and therefore
noncovered because the safety and/or effectiveness of this service cannot be established by the available

published peer-reviewed literature (not an all-inclusive list):

e Mesenchymal stem cell therapy includes use in repair or regeneration of musculoskeletal tissue:

o Nonsurgical injection treatments, including but not limited to:
= Regennex® Procedure; or

o Allograft bone products containing viable stem cells, including but not limited to
demineralized bone matrix (DBM) with stem cells, including but not limited to:

= Allostem® (Allosource); or

= Allsync with Biosurge ™ Kit; or

= Allosync ™ Pure; or

=  Map3® (RTI Surgical); or

= Osteocel Plus® (NuVasive); or

= Stryker BIO* Viable Bone Matrix; or

= Trinity Evolution Matrix® (Orthofix); or
= Vivigen Bone Matrix; or

o Allograft or synthetic bone graft substitutes that must be combined with autologous blood or

bone marrow, including but not limited to:
= Allograft Bone Substitute DBX™; or
= CopiOs® Bone Void Filler; or
= DBX® Demineralized bone matrix putty, paste and mix; or
= Formagraft ™ Collagen Bone Graft Matrix; or
= Fusion Flex®; or
= |gnite®; or
= Integra MOZIAK ™ Osteoconducitive Scaffold-Putty; or
* Vitoss® Bioactive Foam Bone Graft Substitute.

POST-PAYMENT AUDIT STATEMENT

The medical record must include documentation that reflects the medical necessity criteria and is subject
to audit by Highmark Health Options at any time pursuant to the terms of your provider agreement.

PLACE OF SERVICE: INPATIENT/OUTPATIENT

Experimental/investigational (E/l) services are not covered regardless of place of service.

Orthopedic applications of stem cell therapy are typically an outpatient procedure which is only eligible for
coverage as an inpatient procedure in special circumstances, including, but not limited to, the presence of
a comorbid condition that would require monitoring in a more controlled environment such as the inpatient

setting.

CODING REQUIREMENTS

CPT codes Description

20932

Allograft, includes templating, cutting, placement and internal fixation, when performed,;
osteoarticular, including articular surface and contiguous bone (list separately in
addition to code for primary procedure).

20933

Allograft, includes templating, cutting, and placement and internal fixation, when
performed; hemicortical intercalary, partial (i.e., hemicylindrical) (list separately in
addition to code for primary procedure).

Highmark Health Options is an independent licensee of the Blue Cross Blue Shield Association,
an association of independent Blue Cross Blue Shield Plans.
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Allograft, includes templating, cutting, and placement and internal fixation, when
20934 performed; intercalary, complete (i.e. cylindrical) (list separately in addition to code for
primary procedure).

REIMBURSEMENT

Participating facilities will be reimbursed per their Highmark Health Options contract.
POLICY SOURCES

American Association of Orthopedic Surgeons — 2020

A 2020 guideline from American Association of Orthopedic Surgeons on the management of
glenohumeral joint OA, endorsed by several other societies, states that injectable biologics such as stem
cells cannot be recommended in the treatment glenohumeral joint OA. There was consensus from the
panel that better standardization and high-quality evidence from clinical trials is needed to provide
definitive evidence on the efficacy of biologics in glenohumeral OA. The strength of evidence was rated
as no reliable scientific evidence to determine benefits and harms.

American College of Rheumatology/Arthritis Foundation - 2019

Stem cell injections are strongly recommended against in patients with knee and/or hip OA. There is
concern regarding the heterogeneity and lack of standardization in available preparations of stem cell
injections, as well as techniques used. This treatment has not been evaluated in hand OA and, therefore,
no recommendation is made regarding OA of the hand.

American Association of Neurological Surgeons — 2014.

The American Association of Neurological Surgeons guidelines on fusion procedures for degenerative
disease of the lumbar spine relevant to this evidence review have indicated that “The use of
demineralized bone matrix (DBM) as a bone graft extender is an option for 1- and 2-level instrumented
posterolateral fusions. Demineralized Bone Matrix: Grade C (poor level of evidence).
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