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nor does it apply to Medicare.  Note that market specific restrictions or transition-of-care benefit 
limitations may apply. 

 
 

Trogarzo (ibalizumab-uiyk) 
 

Override(s) Approval Duration 
Prior Authorization 1 year 

 
Medications 
Trogarzo (ibalizumab-uiyk) Injection 
 

 
 
APPROVAL CRITERIA 
 
Requests for Trogarzo (ibalizumab-uiyk) may be approved if the following criteria are met: 
 

I. Individual is using to treat human immunodeficiency virus (HIC) infection; AND 
II. Individual has a viral load of > 1000 copies/mL; AND  

III. Individual has a history of at least 6 months on antiretroviral treatment; AND 
IV. Individual is receiving a failing antiretroviral regimen or has failed and is off therapy; AND 
V. Individual has documented resistance to at least one antiretroviral agent from  three 

different classes as measured by resistance testing (FDA Summary, 2018); AND 
VI. Individual is using in combination with other antiretroviral agents and has documentation 

of full viral sensitivity/susceptibility to at least one antiretroviral agent (other than 
Trogarzo) as determined by resistance testing. 

 

Trogarzo (ibalizumab-uiyk) may not be approved for the following: 

I. Individuals who has received immunomodulating therapy within the 12 weeks of initiating 
treatment with Trogarzo (for example, interferon, systemic steroids or systemic 
chemotherapy) (NCT00784147); OR 

II. Individuals being treated for an acute infection secondary to HIV infection (NCT00784147). 
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State Specific Mandates 
State name 
N/A  

Date effective 
N/A 

Mandate details (including specific bill if applicable) 
N/A 
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