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Policy:

This policy stands to show the criteria for and preferencing of agents within the therapeutic class of Musculoskeletal Therapy Agents-Viscosupplements.  At the time of creation of this policy, there are fifteen agents to be reviewed: Inj., durolane 1 mg (Durolane)- J7318, Genvisc 850, inj, 1 mg (Genvisc)- J7320, Hyalgan supartz visco-3 dose (Hyalgan)- J7321, Hymovis injection 1 mg (Hymovis)- J7322, Euflexxa inj per dose (Euflexxa)-J7323, Orthovisc inj per dose (Orthovisc)-J7324, Synvisc or synvisc-one (Synvisc, Synvisc-one)-J7325, Gel-one (Gel-One)-J7326, Monovisc inj per dose (Monovisc)-J7327, Gelsyn-3 injection 0.1mg (Gelsyn-3)-J7328, Inj, Trivisc 1 mg (Trivisc)-J7329, Synojoynt, inj., 1 mg (Synojoynt)-J7331, Inj., triluron 1 mg (Triluron)-J7332.  The review includes review of product package inserts for FDA approved indications and limitations, ASP pricing files updated quarterly, any external evidence available through CMS approved compendia, NCD/LCD information, and the approved system used for clinical direction of the Utilization Management team for agents on the eternalHealth Medicare Part B Prior Auth list.  This information combined with a wholistic review of the members’ clinical profile will allow the eternalHealth team to arrive at a decision of clinical appropriateness and is not a guarantee of payment.






Summary:

· All agents injected in the office will require prior authorization review for medical necessity
· Medical record must indicate maximized use of over-the-counter agents such as acetaminophen, ibuprofen, or otherwise and part D formulary agents found here: https://welcome.optumrx.com/rxexternal/external-prescription-drug-list?type=PDPClientFormulary&var=X25ETEGD&infoid=X25ETEGD&clientCode=ETHOEDL
· [bookmark: _Hlk190865049]If requested agent is a single injection, and the request is for Durolane or Synvisc-One and meets medical necessity and the use of OTC and Part D agents, it can be approved.
· If requested agent is a single injection, and the request is for Gel-One or Monovisc, the agent must meet medical necessity, the use of OTC and Part D agents as well as failed response to Synvisc-One or Durolane
· If requested agent is a multiple-injection product, and the request is for Euflexxa or Synvisc and meets medical necessity and the use of OTC and Part D agents, it can be approved.
· If the requested agent is a multiple-injection product, and the request is for GelSyn-3, GenVisc850, Hyalgan, Hymovis, Orthovisc, Supartz FX, TriVisc, Triluron, or Visco-3, the agent must meet medical necessity, the use of OTC and Part D agents as well as failed response to Euflexxa or Synvisc
· An exception to step therapy will be considered if:
· There is specific documentation of inadequate response, contraindication, adverse event or otherwise demonstrated for a preferred agent if requesting a secondary agent, and for preferred and secondary agents if requesting a tertiary agent.
· Request contains documentation of a continuation of therapy within the past 365 days (if new) or if it is a reauthorization request.
· In either of the above situations, the product being used cannot be based on the use of samples or products provided through manufacturer patient assistance programs.


Exclusions:
· Requests for non-FDA approved or compendia-based indications.

Preferencing:
Required: Part D and OTC agent maximization
Preferred Agents: Durolane, Synvisc, Synvisc-One, Euflexxa
Secondary Agents: Gel-One, Gelsyn-3, GenVisc 850, Hyalgan, Hymovis, Monovisc, Orthovisc, Supartz FX, SynoJoynt, Triluron, Trivisc, Visco-3

Agents:

HCPCS: J7318, J7320, J73321, J7322, J7323, J7324, J7325, J7326, J7327, J7328, J7329, J7331, J7332

All of the above agents have the following FDA approved and compendia indications.  Any request outside of these indications will be assessed on an individual basis.  

FDA Approved Indications: 
· Treatment of pain in osteoarthritis of the knee in patients who have failed to respond adequately to conservative non-pharmacologic therapy and simple analgesics (e.g. acetaminophen, physical therapy)

Compendia Indications:
· Treatment of pain of arthropathy of the shoulder
· Treatment of subacromial impingement
· Treatment of temporomandibular joint disorder

Duration of approval:

Initial authorization: 
FDA approved indications and treatment of pain of arthropathy of the shoulder-Length requested to complete therapy, length specified in the indication above (if applicable), or 12 months, whichever is shortest.

Subacromial impingement or temporomandibular joint disorder-3 months.

Reauthorization: 
FDA approved indications and treatment of pain of arthropathy of the shoulder-Length requested to complete therapy, length specified in the indication above (if applicable), or 12 months, whichever is shortest.

Subacromial impingement or temporomandibular joint disorder-3 months.

Exception Criteria:

· Member has a documented inadequate response, contraindication, or intolerable adverse event to/from all preferred products
· There is documentation that the member is currently undergoing treatment with the requested agent, and coverage is required to complete the current course of treatment with documentation of use within the past 365 days in the medical record/claims.
· Documentation of exhaustion of use of part D medications and OTC agents.



Reference(s): 

· Durolane package insert. https://www.accessdata.fda.gov/cdrh_docs/pdf17/P170007D.pdf
· Euflexxa package insert. https://www.ferringusa.com/wp-content/uploads/sites/12/2024/04/EuflexxaPI-07-2016.pdf
· Gel-One package insert. https://www.accessdata.fda.gov/cdrh_docs/pdf8/p080020s020d.pdf
· Gelsyn-3 package insert. https://www.accessdata.fda.gov/cdrh_docs/pdf11/P110005d.pdf
· GenVisc 850 package insert. https://www.accessdata.fda.gov/cdrh_docs/pdf14/P140005d.pdf
· Hyalgan package insert. https://products.sanofi.us/hyalgan/hyalgan.pdf
· Hymovis package insert. https://www.accessdata.fda.gov/cdrh_docs/pdf15/P150010d.pdf
· Monovisc package insert. https://www.accessdata.fda.gov/cdrh_docs/pdf9/P090031c.pdf
· Orthovisc package insert. https://www.accessdata.fda.gov/cdrh_docs/pdf3/P030019c.pdf
· Supartz FX package insert. https://www.oakneepainrelief.com/wp-content/uploads/2019/09/Supartz_FX_IFU.pdf
· SynoJoynt package insert. https://www.accessdata.fda.gov/cdrh_docs/pdf17/P170016D.pdf
· Synvisc package insert. https://products.sanofi.us/synvisc/synvisc.html
· Synvisc One package insert. https://products.sanofi.us/synviscone/synviscone.html
· Triluron package insert. https://www.accessdata.fda.gov/cdrh_docs/pdf18/P180040D.pdf
· TriVisc package insert. https://orthogenrx.com/wp-content/uploads/2022/04/TriVisc-PI.pdf
· Visco-3 package insert. https://www.accessdata.fda.gov/cdrh_docs/pdf/P980044S027d.pdf
· eternalHealth Medicare Part B Prior Authorization List.  https://www.eternalhealth.com/wp-content/uploads/2022/10/eternalHealth_MA-Part-B-PA-List-eff-1-1-2025.pdf
· CMS ASP Pricing Files.  https://www.cms.gov/medicare/payment/part-b-drugs/asp-pricing-files
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