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Background:
Gout is a crystalline arthropathy predominantly observed in patients 30 to 50 years old, and the condition is much
more common in men than in women. Gout is a condition caused by the over-production or under-excretion of uric
acid, resulting in the deposition of monosodium urate crystals in the joints or soft tissue. The disease is often, but
not always, associated with increased blood uric acid levels. Symptoms of gout include recurrent inflammatory
arthritis that can lead to permanent joint destruction; the development of tophi which can be painful when inflamed
and limit joint mobility, and uric acid urolithiasis. Individuals with asymptomatic hyperuricemia do not require
specific treatment; however, attempts should be made to decrease their urate levels by encouraging them to make
dietary and lifestyle modifications (e.g., a low carbohydrate, high protein and unsaturated fat diet). Acute gout most
commonly affects the first metatarsal joint of the foot, but the small joints of the hands, wrists and elbows may also
be involved.

Medical necessity
Drug

Medical Necessity

Febuxostat (Uloric®)
Lesinurad (Zurampic®)
Lesinurad/allopurinol (Duzallo®)
Pegloticase (Krystexxa®)

Febuxostat, Lesinurad, Lesinurad/allopurinol, and Pegloticase may be
considered medically necessary when used for the treatment of
symptomatic hyperuricemia associated with gout

Clinical policy:
Drug

Clinical Criteria

Febuxostat (Uloric®)
Lesinurad (Zurampic®)
Lesinurad/allopurinol (Duzallo®)

Uloric, Zurampic and Duzallo may be covered when ALL of the following are
met:
1. Diagnosis of symptomatic hyperuricemia associated with gout
confirmed by ONE of the following:
a. Measurement of blood uric acid levels
b. Measurement of erythrocyte sedimentation rate
c. Polarized light microscopy for identification of crystal in
synovial fluids obtained from joints or bursas (as well as
material aspirated from tophaceous deposits, if any)
d. Magnetic resonance imaging for gouty tophus
2. Greater than or equal to (≥) 3 gout flares in the previous 18 months
that were inadequately controlled by colchicine, corticosteroids, or
non-steroidal anti-inflammatory drugs (NSAIDs), or at least 1 gout
tophus or gouty arthritis
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3. History of failure (normalize serum uric acid to less than 6 mg/dL),
contraindicated or intolerant to at least 3 months of allopurinol at
maximum tolerated dose.
4. Medications known to precipitate gout attacks have been
discontinued/changed when possible
5. For febuxostat (Uloric®) only
a. NO history of cardiovascular disease (e.g. non-fatal myocardial
infarctions (MI), and non-fatal strokes)
b. ONE of the following:
i. For symptomatic hyperuricemia associated with gout
dose less than or equal to (≤) 80mg per day
ii. For prophylaxis of increased uric acid level, in patients
receiving chemotherapy and at intermediate to high
risk of tumor lysis syndrome
1) Dose less than or equal to (≤) 120mg per day
for 7 to 9 days, starting 2 days prior to
chemotherapy (off-label)
2) Dose less than or equal to (≥) 60mg per day for
6 to 14 days, starting 24 hours prior to
chemotherapy (off-label)
6. For Zurampic only
a. Used in combination with xanthine oxidase inhibitor (e.g.
allopurinol, Uloric)
b. Less than or equal to (≤) 200mg per day
7. For Duzallo only
a. No history of severe renal impairment (CrCl <30 mL/min)
Approve for 12 months

Criteria (Reauthorization)
Confirmation of a positive clinical response
Pegloticase (KRYSTEXXA®)

Approve for 12 months
Krystexxa may be covered when ALL of the following are met:
1. Diagnosis of symptomatic hyperuricemia associated with gout
confirmed by ONE of the following:
a. Measurement of blood uric acid levels
b. Measurement of erythrocyte sedimentation rate
c. Polarized light microscopy for identification of crystal in
synovial fluids obtained from joints or bursas (as well as
material aspirated from tophaceous deposits, if any)
d. Magnetic resonance imaging for gouty tophus
2. Greater than or equal to (≥) 3 gout flares in the previous 18 months
that were inadequately controlled by colchicine, corticosteroids or nonsteroidal anti-inflammatory drugs (NSAIDs), or the patient has at least 1
gout tophus or gouty arthritis
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3. History of failure (normalize serum uric acid to less than 6 mg/dL),
contraindicated or intolerant to at least 3 months of xanthine oxidase
inhibitor (e.g. allopurinol, Uloric) at maximum tolerated dose, AND
Zurampic plus either allopurinol or Uloric; or Duzallo.
4. Medications known to precipitate gout attacks have been
discontinued/changed when possible
5. NO history of G6PD deficiency.
6. 8mg IV every 2 weeks
Approve for 12 months

Criteria (Reauthorization)
Confirmation of positive clinical response.
Approve for 12 months

Dosage and quantity limits
Drug Name

Dose and Quantity Limits

Colchicine

2.4mg per day; #120 capsules per 30-day supply

Febuxostat (ULORIC®)

80mg per day; #30 tablets for 30-day supply

Lesinurad (ZURAMPIC®)

200mg per day; #30 tablets for 30-day supply

Pegloticase (KRYSTEXXA®)

8mg (1mL) infusion every 2 weeks; 26 infusions per year

Coding:
HCPCS Code

Description

J2507

Injection, Pegloticase, 1 mg
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