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Krystexxa (pegloticase)

Override(s) Approval Duration
Prior Authorization 1 year
Quantity Limit

Medications Quantity Limit
Krystexxa (pegloticase) May be subject to quantity limit

APPROVAL CRITERIA

Initial requests for Krystexxa (pegloticase) may be approved if the following criteria are met:

I.  Individual is 18 years of age or older; AND
[I.  Individual has 1 or more of the following (Sundy 2011):
A. Three or more gout flares in the previous 18 months; OR
B. One or more tophus present; OR
C. History of chronic gouty arthropathy, defined clinically or radiographically as joint
damage due to gout;
AND
lll.  Individual has a baseline serum uric acid of 6 mg/dL or greater prior to initiating
Krystexxa (pegloticase) (Khanna 2012);
AND
IV. Individual has failed to respond to, is intolerant of, or has a medical contraindication to
one or more of the following conventional therapies (Khanna 2012):
A. A xanthine oxidase inhibitor (allopurinol or febuxostat); OR
B. Combination therapy of 1 xanthine oxidase inhibitor given with a uricosuric agent
(for example, probenecid).

Continuation requests for Krystexxa (pegloticase) may be approved if the following criterion is
met:

I. There is confirmation of clinically significant improvement in clinical signs and symptoms
of disease (including but not limited to reduction in serum uric acid level, gout flare
reduction, tophus resolution, reduction in joint pain) (Sundy 2011).

Krystexxa (pegloticase) may not be approved for the following:

.  All other indications not included above; OR
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II.  Individual has asymptomatic hyperuricemia; OR
[ll.  Individual has a known glucose-6-phosphate dehydrogenase (G6PD) deficiency.
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