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Protocolfor Cabenuva® (cabotegravir/rilpivirine) Injectable
Approved July 2021
Background:

Cabenuva, is a two-drug co-packagedproduct of cabotegravir, a humanimmunodeficiency virus
type-1(HIV-1) integrase strand transfer inhibitor (INSTI), and rilpivirine, an HIV-1non-nucleoside
reverse transcriptase inhibitor (NNRTI), is indicated as a complete regimen for the treatment of
HIV-1infectionin adults to replace the current antiretroviral regimen in those who are virologically
suppressed (HIV-1RNA less than 50 copies per mL) on a stable antiretroviralregimen with no
history of treatment failure and with no known or suspected resistance to either cabotegravir or
rilpivirine

Criteriafor approval:
1. Patient meets ONE of the following conditions (A or B):
A. Initialtherapy-Patient mustmeet the following:

a.  Patientis > 18 years of age
b. Patient has HIV type-1 (HIV-1) infection
c. Patient has HIV-1 RNA < 50 copies/mL (viral suppression)
d. According to the prescriber, the patient has completed, or will complete, and is tolerating or
will tolerate approximately 1 month of therapy (lead-in) with Vocabria (cabotegravir tablets) +
Edurant (rilpivirine tablets”

e. Patient is currently receiving antiretrovirals for the treatment of HI'V-1 with a stable regimen (>
4 months)
f. Patient has no documented history of suspected resistance to cabotegravir or rilpivirine

B. Patientis currently receiving Cabenuva and meets the following:
a. Patient has HIV type-1(HIV-1) infection; AND
b. Patient has HIV-1RNA <50 copies/mL (viralsuppression)
2. Medicationis prescribed by or in consultation with a physician who is experienced in the
treatment of HIV infection”
3. Accordingtothe prescriber, the patient meets ONE of the following (a or b):
a. Patient has difficulty maintaining compliance with a daily antiretroviral regimen for
HIV1; OR
b. Patient has severe gastrointestinalissues that may limit absorption or tolerance of
oral medications
4. Patientdoes not have any contraindications to therapy
5. Medicationis prescribed in accordance with Food and Drug Administration (FDA) established
indication and dosing regimens or in accordance with medically appropriate off-label
indication and dosing according to American Hospital Formulary Service, Micromedex,
Clinical Pharmacology, Wolters Kluwer Lexi-Drugs (Lexicomp), nationalguidelines, or other
peer-reviewed evidence

Initial Approval Duration: 6 months
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Continuation of therapy:

1. Medicationis prescribed by or in consultation with a physician who specializesin the
treatment of HIV infection or Infectious disease

2. Patient has not experienced a virologic failure while on Cabenuva, defined as two consecutive
plasmaHIV-1RNA levels greaterthan or equal to 200 copies per mL

3. Medicationis prescribed in accordance with Food and Drug Administration (FDA) established
indication and dosing regimens or in accordance with medically appropriate off-label
indication and dosing according to American Hospital Formulary Service, Micromedex,
Clinical Pharmacology, Wolters Kluwer Lexi-Drugs (Lexicomp), nationalguidelines, or other
peer-reviewed evidence

Renewal Approval Duration: 6 months
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