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Drug Therapy Guidelines 
 

                                                                                             
 

  Applicable* 

Trogarzo™ (ibalizumab-uiyk) 

Medical Benefit x Effective: 8/1/22 

Pharmacy- Formulary 1  Next Review: 9/23 

Pharmacy- Formulary 2  Date of Origin: 6/18 

Pharmacy- Formulary 3/Exclusive  Review Dates: 6/18, 9/18, 9/19, 9/20, 9/21, 6/22 

Pharmacy- Formulary 4/AON  

 

I. Medication Description 

 
Trogarzo (ibalizumab-uiyk) is a CD4-directed post-attachment HIV-1 inhibitor. Ibalizumab-uiyk, a recombinant 

humanized monoclonal antibody, blocks HIV-1 from infecting CD4+ T cells by binding to domain 2 of CD4 and 

interfering with post-attachment steps required for the entry of HIV-1 virus particles into host cells and 

preventing the viral transmission that occurs via cell-cell fusion. In combination with other antiretrovirals, 

Trogarzo is indicated for the treatment of human immunodeficiency virus type 1 (HIV-1) infection in heavily 

treatment-experienced adults with multidrug resistant HIV-1 infection failing their current antiretroviral 

regimen.  

 

II. Position Statement 

 

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

request.  

 

III. Policy 

  

Coverage of Trogarzo is available when the following criteria have been met: 

• Member is at least 18 years of age AND 

• The medication is prescribed by an Infectious Disease/HIV specialist AND 

• Complete documentation has been provided (including laboratory reports) containing ALL of the 

following information: 

o Diagnosis of HIV-1 infection has been confirmed AND 

o Member has demonstrated viral resistance to at least one agent from each of the following 

classes of antiretroviral medications (as a single agent or in combination products): 

▪ Non-Nucleoside Reverse Transcriptase Inhibitors (NNRTI) 

▪ Nucleoside Reverse Transcriptase Inhibitors (NRTI) 

▪ Protease Inhibitors (PI) AND 

o Member has been treated with appropriate antiretroviral combination therapy and  has recently 

failed therapy as attested by an HIV specialist (detailed progress notes with all previous 

therapies tried required) AND 

o Prescriber confirms member was adherent to previously prescribed regimen(s) AND 

o Trogarzo will not be used as monotherapy (optimized background antiretroviral regimen has 

been prescribed, containing at least one antiretroviral agent that demonstrates full viral 

sensitivity/susceptibility).  
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IV. Quantity Limitations 

  

• Coverage of Trogarzo will be available as follows: 

o 14 vials (2,800 mg) covered in the first 28 days to accommodate induction dosing 

o 8 vials (1,600 mg) covered every 28 days in subsequent months to accommodate maintenance 

dosing 

V. Coverage Duration 

 

Initial coverage will be granted for a period of 6 months. 

 

VI. Coverage Renewal Criteria 

 

• Coverage may be renewed in 6-month increments when the following criteria have been met: 
o Member has achieved a clinically significant viral response to therapy as indicated by reduced or 

undetectable viral load AND 
o Prescriber confirms member is adherent with complete antiretroviral drug regimen AND 
o No evidence of unacceptable toxicity from the drug. 

 
VII. Billing/Coding Information 

 

• Trogarzo is available as a single-dose 2 mL vial containing 200 mg/1.33 mL (150 mg/mL) of ibalizumab-

uiyk solution for dilution and infusion. 

• J1746: 1 billable unit = 10mg 

• Pertinent diagnosis- Human immunodeficiency virus [HIV] disease: B20 

 

VIII. Summary of Policy Changes 

  

• 8/15/18: new policy 

• 11/1/18: no policy changes 

• 1/3/19: updated billing/coding information 

• 11/15/19: no policy changes 

• 1/1/21: no policy changes 

• 11/29/21: no policy changes 

• 8/1/22: no policy changes 
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*These guidelines are not applicable to benefits covered under Medicare Advantage. Medicare Advantage benefit coverage requests are reviewed in accordance with 

the guidance set forth in Chapter 15 Section 50 of the Centers for Medicare & Medicaid Services Medicare Benefit Policy Manual. 

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.  

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. 


