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LOB:   MCAL 
Duration of Approval:    New: Six months; COC: One year 
Quantity Limit: Per FDA-Approved/Compendia-Supported Dosing   
MCG Available: No 
DHCS Drug Policy: No 

 

 
PA CRITERIA FOR APPROVAL: 
New Therapy 
1. The member has a diagnosis for a Food and Drug Administration (FDA)-approved indication (refer to package insert 

under References) OR a compendia-supported (Drugdex or American Hospital Formulary Service [AHFS]) indication  
AND  

2. The medication is prescribed by a neurologist, geneticist or metabolic specialist AND 
3. The diagnosis of arginase-1 deficiency (ARG1D) is confirmed by ONE of the following (a, b or c): 

a. Elevated plasma arginine levels above the upper limit of normal reference range 
b. Genetic test confirming pathogenic variants of ARG-1 gene 
c. Enzyme assay confirming reduction of arginase activity (i.e., < 1% of normal) in erythrocytes  
AND 

4. Requested medication will be used in conjunction with dietary protein restriction 
 
Continuation of Therapy 
1. The member has a diagnosis for an FDA-approved indication (refer to package insert under References) OR a 

compendia-supported (Drugdex or AHFS) indication AND  
2. The medication is prescribed by a neurologist, geneticist or metabolic specialist AND 
3. Documentation is provided showing positive response to therapy (e.g., decreased plasma arginine levels, reduction 

in symptoms and/or improvement from baseline) AND 
4. Requested medication will be used in conjunction with dietary protein restriction 
 
OTHER INFORMATION: 
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P&T APPROVAL HISTORY: 
August 2026 P&T Drug Review. 

Requires Prior Authorization (PA) 
Loargys (pegzilarginase-nbln) injection 

HCPCS Description Brand name 
J3590 Unclassified biologics Loargys 
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