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Drug Therapy Guidelines 
 

                                                                                              Applicable 

Krystexxa® (pegloticase) 

Medical Benefit x Effective: 12/5/22 

Pharmacy- Formulary 1  Next Review:  12/23 

Pharmacy- Formulary 2  Date of Origin: 4/1/11 

Pharmacy- Formulary 3/Exclusive  Review Dates: 3/11, 6/11, 9/11, 12/11, 3/12, 6/12, 6/13, 6/14, 

12/15, 12/16, 12/17, 12/18, 12/19, 12/20, 12/21, 10/22 Pharmacy- Formulary 4/AON  

 
I. Medication Description 
 

Pegloticase has a novel mechanism of action; it lowers uric acid concentrations by converting uric acid into 
allantoin, which is a benign metabolite that is easily excreted in the urine. Other traditional therapies for gout 
work by facilitating uric acid excretion or by inhibiting uric acid production.  Krystexxa is approved for the 
treatment of chronic gout in adult patients refractory to conventional therapy; this medication is not 
recommended for the treatment of asymptomatic hyperuricemia.  
 

II. Position Statement 
 

Coverage is determined through a prior authorization process with supporting clinical documentation for every 
request. 

 
III. Policy 
 
 Coverage is provided when the following criteria are met: 

• Member is at least 18 years of age AND 

• Presence of symptomatic gout with at least 3 gout flares within 18 months or gout tophus or gouty 
arthritis has been documented AND 

• Member has received at least a 3 month trial and failed on allopurinol therapy (failure to normalize uric 
acid to < 6 mg/dl), unless allopurinol therapy is contraindicated. 

 
IV. Quantity Limitations 

 
 Coverage is provided for up to the maximum dosage of the medication (8mg IV every 2 weeks). 
 

V. Coverage Duration 
 

Coverage is granted for 6 months and may be renewed.   
 
VI. Coverage Renewal Criteria 
 
 Coverage can be renewed based upon the following criteria: 

• Documented clinical efficacy is shown AND 

• Absence of unacceptable toxicity from the drug. 
 
VII. Billing/Coding Information 
 

• J2507 – 1 billable unit is 1mg 

• Pertinent indications: M10.00, M10.9, M10.40 
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VIII. Summary of Policy Changes 
 

• 9/15/13: moved from Abbreviated Criteria to own policy 

• 9/15/14: added drug specific renewal criteria and ICD10 coding; removed requirement for baseline uric acid 
level of 8 mg/dl 

• 7/1/15: formulary distinctions made 

• 3/15/16: no policy changes 

• 1/1/17: no policy changes 

• 1/1/18: updated age requirements 

• 1/15/19: no policy changes 

• 1/30/20: no policy changes 

• 2/26/21: updated renewal criteria to remove requirement that member remains symptomatic 

• 3/7/22: no policy changes 

• 12/5/22: no policy changes 
 
IX. References 

 
1. Clinical Pharmacology, accessed 9/2021. 
2. KrystexxaTM (pegloticase) injection for intravenous infusion.  Prescribing Information. Savient Pharm.  

Bridgewater NJ.  Revised 7/2022. 
 

The Plan fully expects that only appropriate and medically necessary services will be rendered.  The Plan reserves the right to conduct pre-payment and post-payment 
reviews to assess the medical appropriateness of the above-referenced therapies.  
 
Drug therapy initiated with samples will not be considered as meeting medical necessity for coverage for non-preferred or prior authorized medications.  
The preceding policy is a guideline to allow for coverage of the pertinent medication/product, and is not meant to serve as a clinical practice guideline. 

 


