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When requesting Cabenuva® (cabotegravir and rilpivirine extended-release injectable
suspensions), the individual requiring treatment must be diagnosed with the following
FDA-approved indication and meet the specific coverage guidelines and applicable safety
criteria for the covered indication.

FDA-approved indication

Cabenuva is indicated as a complete regimen for the treatment of HIV-1 infection in
adults and adolescents 12 years of age and older and weighing at least 35 kg to replace
their current antiretroviral (ARV) regimen in those who are virologically suppressed
(HIV-1 RNA < 50 copies/mL) on a stable ARV regimen with no history of treatment
failure and with no known or suspected resistance to cabotegravir or rilpivirine.

Coverage Guidelines

Human Immunodeficiency Virus Type-1 (HIV-1), Treatment
The individual must meet all of the following criteria for initial approval:

e Patient is greater than or equal to 12 years of age and weighs greater than or equal
to 35 kg; AND

e Patient has HIV-1 RNA < 50 copies/mL (viral suppression); AND

e Patient was treated with a stable regimen (= 4 months) of antiretrovirals prior to
initiating Cabenuva or one month lead-in with Vocabria (cabotegravir tablets); AND

e Patient has difficulty maintaining compliance with daily antiretroviral regimen OR has
severe gastrointestinal issues that may limit absorption or tolerance of oral
medications; AND

e The medication is prescribed by or in consultation with a physician who specializes
in treatment of HIV infection

The individual must meet the following criteria for renewal:
e Patient has HIV-1 RNA < 50 copies/mL (viral suppression)

Approval duration (initial and renewal): 12 months
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Dosing Recommendation

Once Monthly Dosing:

After an oral lead-in is used, initiation injections should be administered on the last day of
oral lead-in. The recommended initiation injection doses of Cabenuva in individuals is a
single 600-mg (3-mL) intramuscular injection of cabotegravir and a single 900-mg (3-ml)
intramuscular injection of rilpivirine.

After the initiation injection doses are given, the recommended continuation injection dose
of Cabenuva is a single 400-mg (2-mL) intramuscular injection of cabotegravir and a
single 600-mg (2mL) intramuscular injection of rilpivirine every month.

Once Every 2 Month Dosing:

After an oral lead-in is used, initiation injections should be administered on the last day of
oral lead-in. The recommended initiation injection doses of Cabenuva in individuals is a
single 600-mg (3-mL) intramuscular injection of cabotegravir and a single 900-mg (3-ml)
intramuscular injection of rilpivirine given 1 month apart for 2 consecutive months.

After the initiation injection doses are given, the recommended continuation injection dose

of Cabenuva is a single 600-mg (3-mL) intramuscular injection of cabotegravir and a
single 900-mg (3mL) intramuscular injection of rilpivirine every 2 months.
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