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Policy:

This policy stands to show the criteria for and preferencing of agents within the therapeutic class of Uric Acid Agents, also known as Gout Agents.  At the time of creation of this policy, there is one agent to be reviewed: Krystexxa (pegloticase)-J2507.  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.  This policy crosses benefits, and portions attributed to the part D benefit will be handled by the PBM (at this time OptumRx) while those under part B will be handled by our TPA, nirvanaHealth.









Summary:

· All agents injected in the office will require prior authorization review for medical necessity
· Medical record must indicate maximized use of oral part D formulary agents found here (i.e. allopurinol, colchicine, febuxostat): https://welcome.optumrx.com/rxexternal/external-prescription-drug-list?type=PDPClientFormulary&var=X25ETEGD&infoid=X25ETEGD&clientCode=ETHOEDL 
· [bookmark: _Hlk190865049]If the requested agent is for injected allopurinol or colchicine the case can be reviewed for medical necessity and use of prior pharmacy agents (at least 3 months of use) and may be approved.
· If the requested agent is for Krystexxa, the case can be reviewed for medical necessity, the use of prior pharmacy agents, and trial and lack of clinical response to injected allopurinol or colchicine and may be approved.
· 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 indications not FDA approved or supported by documentation of compendial acceptance provided by the requesting provider

Preferencing:
Preferred Agents: Oral Part D formulary agents
Secondary Agents: Injectable allopurinol or colchicine
Tertiary Agents: Krystexxa

Agents:

HCPCS: J0206, J0760, J2507

KRYSTEXXA (pegloticase) is a PEGylated uric acid specific enzyme indicated for the treatment of chronic gout in adult patients refractory to conventional therapy.

Limitations of Use: KRYSTEXXA is not recommended for the treatment of asymptomatic hyperuricemia. 

DOSAGE AND ADMINISTRATION
• Recommended Dosage: The recommended dosage is KRYSTEXXA 8 mg every two weeks given as an intravenous infusion, co-administered with weekly methotrexate 15 mg orally. KRYSTEXXA alone may be used in patients for whom methotrexate is contraindicated or not clinically appropriate.
• Methotrexate with folic acid or folinic acid supplementation should be initiated at least 4 weeks prior to initiating, and throughout treatment with KRYSTEXXA.
• Discontinue oral urate-lowering agents before starting KRYSTEXXA.
• Monitor serum uric acid levels before each infusion.
• Pre-medicate patients with antihistamines and corticosteroids.
• KRYSTEXXA must be diluted prior to use.
• Do not administer as an intravenous push or bolus. The KRYSTEXXA admixture should only be administered by intravenous infusion over no less than 120 minutes via gravity feed, syringe-type pump, or infusion pump.

[bookmark: cl_c_1][bookmark: cl_c_2][bookmark: cl_c_3][bookmark: cl_c_4][bookmark: cl_c_5][bookmark: cl_c_6]Krystexxa may be indicated when ALL the following are present:
· Age 18 years or older
· [bookmark: cl_c_16]Chronic symptomatic gout, as indicated by 1 or more of the following:
· [bookmark: cl_c_27][bookmark: cl_c_28]Gout tophus present 
· History of Gouty Arthritis
· [bookmark: cl_c_29]Two or more gout flares in the previous twelve months
· [bookmark: cl_c_30][bookmark: cl_c_31][bookmark: cl_c_32]Conventional therapy for gout is not appropriate, as indicated by ALL the following:
· [bookmark: cl_c_33]Serum uric acid has not normalized with conventional therapy. 
· [bookmark: cl_c_34]Xanthine oxidase inhibitors at maximum medically appropriate dose cannot be administered due to 1 or more of the following:
· Gout signs and symptoms are not adequately controlled with xanthine oxidase inhibitors (e.g., allopurinol, febuxostat).
· Xanthine oxidase inhibitors (e.g., allopurinol, febuxostat) are contraindicated.
· [bookmark: cl_c_35][bookmark: cl_c_36][bookmark: cl_c_37]Glucose-6-phosphate dehydrogenase deficiency is not an issue, as indicated by 1 or more of the following:
· Patient at high risk for glucose-6-phosphate dehydrogenase deficiency (e.g., of Mediterranean or African ancestry) has been screened for glucose-6-phosphate dehydrogenase deficiency and found to be normal.
· Patient is not at high risk for glucose-6-phosphate dehydrogenase deficiency.
· No concomitant use of oral urate-lowering agents





Duration of approval:

Initial authorization: Length requested, length specified in the indication above (if applicable), or 12 months, whichever is shortest

Reauthorization: Length requested, length specified in the indication above (if applicable), or 12 months, whichever is shortest

Exception Criteria:

· Exceptions may need to be reviewed on multiple levels depending on the agent requested: documentation of inadequate response, contraindication, adverse event or otherwise must be demonstrated for a preferred agent if requesting a secondary agent, and for preferred and secondary agents if requesting a tertiary agent.
· Coverage for a secondary or tertiary agent will be considered if there is 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.
· The PBM is responsible for processing Part D prior authorizations, redeterminations, exceptions and otherwise.  Please consult the most current formulary and prior authorization criteria for content.

Reference(s): 

· Krystexxa package insert. https://www.hzndocs.com/KRYSTEXXA-Prescribing-Information.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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