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Considerations for Implementation of Long-Acting Cabotegravir and 
Rilpivirine (Cabenuva) Use in Clinical Practice 

Summary 

• This document provides information describing implementation of treatment with long-

acting cabotegravir plus rilpivirine (CAB+RPV LA, Cabenuva) into clinical practice through 

4 key topics of implementation below. 

• Important Safety Information can be found in the Prescribing Information and also at Our 

HIV Medicines. 

To access additional scientific information related to ViiV Healthcare 
medicines, visit the ViiV US Medical Portal at viivhcmedinfo.com. 

For further information on guidance for implementation into clinical practice, please click here. 

INTRODUCTION 

Cabenuva is the first complete long-acting antiretroviral treatment regimen for those with HIV-1 who 
are virologically suppressed (HIV-1 RNA <50 copies/mL) on a current stable antiretroviral regimen 
with no history of treatment failure and no known or suspected resistance to either cabotegravir or 
rilpivirine.1 Cabenuva is co-packaged into a kit containing cabotegravir extended-release injectable 
suspension with rilpivirine extended-release injectable suspension. Prior to administration, patients 
may receive an optional oral lead-in (OLI)  of Vocabria (cabotegravir 30 mg tablets) and Edurant 
(rilpivirine 25 mg tablets) once daily with a meal for ~1 month (at least 28 days) as a tolerability check 
prior to starting long-acting therapy as shown in Figure 1 and Figure 2 below (see Dosing and 
Administration for full details). 1 

Figure 1. Optional Oral Lead-In and IM Injection Monthly Dosing Schedule1 

 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
* OLI is optional and may be used to assess tolerability of CAB+RPV prior to injections; IM = intramuscular; 
OLI = oral lead-in; ART = antiretroviral therapy; CAB = cabotegravir tablets; RPV = rilpivirine tablets; CAB 
LA = long-acting cabotegravir injection; RPV LA = long-acting rilpivirine injection; Q1M = once-monthly  
 

 

 

 

 

https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Cabenuva/pdf/CABENUVA-PI-PIL-IFU2-IFU3.PDF
https://viivhealthcare.com/en-us/viiv-hiv-medicines/medications-and-treatments/
https://viivhealthcare.com/en-us/viiv-hiv-medicines/medications-and-treatments/
https://www.viivhcmedinfo.com/?MIContent=ViiVRSP
https://viivhcmedinfo.com/content/dam/cf-viiv/viiv-hc-medinfo/master/pdfs/guidance-cabenuva-implementation.pdf
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Figure 2. Optional Oral Lead-In and IM Injection Every-2-Month Dosing Schedule1 

 
 
* OLI is optional and may 
 used to assess tolerability of CAB+RPV prior to injections; IM = intramuscular; OLI = oral lead-in; ART = 
antiretroviral therapy; CAB = cabotegravir tablets; RPV = rilpivirine tablets; CAB LA = long-acting 
cabotegravir injection; RPV LA = long-acting rilpivirine injection; Q2M = every-2-months  
 

This document provides information describing implementation of treatment with Cabenuva into 
clinical practice through 4 key topics of implementation below. Please consider this information along 
with how your clinic currently operates and be sure to incorporate any new information that may 
become available. 
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PATIENT SELECTION 

• Cabenuva is indicated for virologically suppressed (HIV-1 RNA <50 copies/mL) adults with 

HIV-1 on a current stable regimen with no history of treatment failure and no known or 

suspected resistance to cabotegravir or rilpivirine.1 

• Cabenuva is contraindicated in patients with a previous hypersensitivity reaction to 

cabotegravir or rilpivirine and in patients receiving the following coadministered drugs 

which can result in significant decreases in cabotegravir and/or rilpivirine plasma 

concentrations:1   

o Anticonvulsants (carbamazepine, oxcarbazepine, phenobarbital, phenytoin) 

o Antimycobacterials (rifabutin, rifampin, rifapentine) 

o Glucocorticoid (systemic): Dexamethasone (more than a single-dose treatment) 

o Herbal product: St John’s wort (Hypericum perforatum)  

o See Prescribing Information for Vocabria and Edurant for drug interaction information 

with oral formulations 

• There are insufficient human data on the use of Cabenuva during pregnancy to adequately 

assess a drug-associated risk of birth defects and miscarriage.1 Individuals who are pregnant 

or of childbearing potential should understand the benefit-risk of using Cabenuva. 
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• Patients should understand the importance of adherence to the required monthly dosing 

visits.1 

PRACTICE PREPARATION   

• Storage Requirements: Clinics need to be able to receive cold-chain shipments and have 

processes in place to manage deliveries; store Cabenuva in the refrigerator at 2°C to 8°C 

(36°F to 46°F) in the original carton until ready to use.1 Do not freeze. The medicines cannot 

be cycled into and out of the refrigerator.2 

• Scheduling: For those involved with scheduling, it is important to understand the monthly 

or every-2-month target treatment date for injections and the +/- 7-day treatment window.1 

See Dosing and Administration for more details. 

• Room/Space Requirements: Consider a private room for administering the gluteal 

injections. Alternate locations outside the primary clinic for injections may also be good 

options. 

• Acquisition: Determine the preferred method for product acquisition (specialty pharmacy 

or buy and bill); this may be dictated by the payer (See Access and Acquisition).   

For additional considerations for clinic preparation, see Other Considerations.  

ACCESS AND ACQUISITION 

Healthcare providers can acquire the OLI and Cabenuva through select specialty pharmacies and/or 
specialty distributors or wholesalers as outlined below. Additional information is available at 
https://cabenuvahcp.com/getting-started/ordering/. 

• The 30-day OLI (Vocabria and Edurant) is provided by TheraCom Pharmacy.  

o The provider submits the prescription to TheraCom and the OLI can be dispensed to the 

patient or to the clinic (see Dosing and Administration for when to start the OLI). 

• There are two options to acquire Cabenuva injections, the selection of which may be based 

on third-party payer requirements: 

o Through a specialty pharmacy (“white bagging”): the provider submits the 

prescription, the pharmacy processes the claim and ships Cabenuva to the provider 

performing the administration, OR 

o By ordering through a specialty distributor or wholesaler (“buy and bill”): the 

provider or clinic purchases Cabenuva and bills the third-party payer once Cabenuva is 

administered to the patient.  

• Oral therapy used to replace planned missed injections (beyond the +7-day window) is 

acquired from two different pharmacies.  

o Vocabria is only available from TheraCom Pharmacy.  

o TheraCom Pharmacy will not dispense Edurant to cover planned missed injections. The 

clinician would send a prescription to a local pharmacy. 

ViiVConnect is an optional service that offers assistance such as benefits verifications, prior 
authorization and appeals support, financial assistance programs,* and coordinating shipment of the 
OLI for patients who have been prescribed Cabenuva. Enrollment is not required to access Cabenuva 
or the oral lead-in. Additional information is available at https://www.viivconnect.com/. 

*Subject to eligibility, program terms and conditions. ViiVConnect programs do not constitute health insurance. 

https://cabenuvahcp.com/getting-started/ordering/
https://www.viivconnect.com/
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DOSING AND ADMINISTRATION 

Optional Oral Lead-In (OLI) Period 1 

• The healthcare provider and patient may decide to use an oral lead-in with oral cabotegravir 

and oral rilpirivine prior to the initiation of injections to assess the tolerability of 

cabotegravir or rilpivirine, or the patient may proceed directly to injection without the use of 

an oral lead-in. 

• If oral lead-in is used, the recommended oral lead-in daily dose is one 30-mg tablet of 

Vocabria (cabotegravir) and one 25-mg tablet of rilpivirine taken once daiy with a meal for 

approximately 1 month (at least 28 days), followed by intramuscular initiation injections of 

Cabenuva. See Tables 1 and 2 for recommended monthly or every-2-month intramuscular 

injection dosing schedule for Cabenuva. 

• If an oral lead-in is used (can be sent to patient or provider), the start date is determined by a 

discussion between the HCP and patient for seamless transition from OLI to injections. 

o It is recommended to have the patient choose a date between the 1st and 28th to be their 

monthly or every-2-month target treatment date for injection visits.  

Monthly Injections1 

• Initiation injection doses (orange and gold kit in Figure 3) given on the last day of OLI (if 

used):  

o Single dose of 600 mg cabotegravir (3 mL) AND 

o Single dose of 900 mg rilpivirine (3 mL) 

• Continuation injections (blue and gray kit in Figure 2) given every month after initiation 

doses:  

o Single dose of 400 mg cabotegravir (2 mL) AND 

o Single dose 600 mg rilpivirine (2 mL) 

• There is a +/- 7-day window around the target treatment date. 

Every-2-Month Injections1 

• 2 Initiation injection doses given consecutively one month apart for two months (Month 2 

and 3). Initiate injections on the last day of OLI (if used): 

o Single dose of 600 mg cabotegravir (3 mL) AND 

o Single dose of 900 mg rilpivirine (3 mL) 

• Continuation injections given every-2-months after 2 consecutive initiation doses (starting at 

Month 5):  

o Single dose of 600 mg cabotegravir (3 mL) AND 

o Single dose 900 mg rilpivirine (3 mL) 

• There is a +/- 7-day window around the target treatment date. 
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Figure 3. Cabenuva Dosing Kits 

 

Preparation and Administration Considerations1 

Below are some preparation and administration considerations for Cabenuva. Please click here to see 
the full Instructions for Use. 

• Two separate injections are administered during the same visit into the ventrogluteal site (on 

opposite sides or 2 cm apart) using the z-track technique.  

o The dorsogluteal site is an alternate injection site option 

• Allow 15 minutes for vials to come to room temperature before drawing medication into the 

syringe for injection, and 

• Observe patient for 10 minutes after the injections to ensure no adverse reactions 

• Vials are stable at room temperature for up to six hours. If not used within six hours, they 

must be discarded. Medications can remain in syringes for up to two hours before injecting. 

If two hours are exceeded, the medication, syringes, and needles must be discarded. The 

medicines cannot be cycled into and of out the refrigerator.2 

• 23 gauge 1.5” needles are included in the kit; alternate needles (cabotegravir: 21-25 gauge, 

rilpivirine: 21-23 gauge) can be used. 

• For higher BMI individuals (e.g., >30 kg/m2), consider a 2-inch needle available at 

http://www.fisherhealthcare.com/2inchsafetyneedle 

Management of Missed Injections for the Monthly Dosing Regimen1 

• If a patient plans to miss a scheduled injection dose by >7 days, daily oral Vocabria and oral 

rilpivirine are recommended to replace up to 2 consecutive monthly injections, or any other 

fully suppressive oral antiretroviral regimen may be used until injections are resumed. If oral 

therapy will continue for >2 months, an alternative regimen should be used.  

o Begin oral therapy ~1 month after the last injection dose and continue until injection 

dosing is restarted as follows: 

➢ If the time since the missed target treatment date is ≤ 1 month, resume the 2 

mL continuation doses as soon as possible 

➢ If the time since the missed target treatment date is > 1 month, reinitiate 

with the initial 3 mL injection doses followed by the 2 mL continuation doses 

every month thereafter 

https://gsksource.com/pharma/content/dam/GlaxoSmithKline/US/en/Prescribing_Information/Cabenuva/pdf/CABENUVA-PI-PIL-IFU2-IFU3.PDF
http://www.fisherhealthcare.com/2inchsafetyneedle
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• If a patient misses their monthly injection visit by > 7 days and does not take oral therapy 

in the interim, reassess the patient’s determination to continue therapy and follow Table 

3 of the Prescribing Information for Cabenuva. The monthly target date will need to be 

re-evaluated based on the length and timing of the dosing delay. 

Management of Missed Injections for the Every-2-Month Dosing Regimen1 

• If a patient plans to miss a scheduled injection dose by >7 days, daily oral Vocabria and oral 

rilpivirine are recommended to use for up to 2 months to replace 1 missed injection visit, or 

any other fully suppressive oral antiretroviral regimen may be used until injections are 

resumed. If oral therapy will continue for >2 months, an alternative regimen should be used.  

o Begin oral therapy ~2 months after the last injection dose and continue until 

injection dosing is restarted as follows: 

➢ If the time since the missed target treatment date is ≤ 1 month, resume the 3 

mL continuation doses as soon as possible 

➢ If the time since the missed target treatment date is > 1 month, reinitiate 

with the initial 3 mL injection dose, followed by the second 3 mL initiation 

dose 1 month later, then continue every 2 months thereafter. 

• If a patient misses their every-2-month injection visit by > 7 days and does not take oral 

therapy in the interim, reassess the patient’s determination to continue therapy and 

follow Table 4 of the Prescribing Information for Cabenuva. The monthly target date will 

need to be re-evaluated based on the length and timing of the dosing delay. 

OTHER CONSIDERATIONS 

Considerations for Clinic Preparation 

The considerations below are learnings from CUSTOMIZE, an implementation-effectiveness study to 
inform clinical practice around implementation of Cabenuva.3 Some of this information may be useful 
for varying clinic types. For additional information on CUSTOMIZE, please click here for Office Staff 
Perspectives and here for Patient Perspectives. 

Scheduling 

• Consider using clinical staff who understand the importance of the monthly or every-2-

month target treatment date for injections and the +/- 7-day treatment window for 

scheduling appointments. 

o Schedule appointments on the same target date each month where possible 

o If an appointment cannot be scheduled on the target date, consider scheduling in the 

early part of the dosing window; this allows for further rescheduling (if needed) within 

the window without missing a dose.  

o An appointment reminder system helps patients keep scheduled appointments 

• A patient tracking system is an important consideration to flag patients who have missed 

their scheduled appointment. 

Storage Considerations 

• Some clinics may need to purchase a refrigerator and a good thermometer; a standard 4.5 cu 

ft “mini fridge” can hold approximately 24 kits of Cabenuva. 

• Establish synergies and ways of working between clinic and pharmacy if applicable (e.g., pull 

kit from refrigerator when patient arrives, transport from pharmacy to clinic). 

https://d201nm4szfwn7c.cloudfront.net/5f95dbd7-245e-4e65-9f36-1a99e28e5bba/10f287e8-dd5d-4dcc-b24e-3b1efdff6206/10f287e8-dd5d-4dcc-b24e-3b1efdff6206_viewable_rendition__v.pdf
https://d201nm4szfwn7c.cloudfront.net/5f95dbd7-245e-4e65-9f36-1a99e28e5bba/3970bde5-8ffd-46ee-9754-fb41fae848d1/3970bde5-8ffd-46ee-9754-fb41fae848d1_viewable_rendition__v.pdf
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Room/Space Considerations 

• Rooms dedicated to walk-in patients may be good for rescheduled appointments. 

• Days with fewer providers (more rooms available) may be beneficial for injection days. 

Staff Injection Education Considerations 

• Consider educating more than one health care provider in the event of vacation, sick day, or 

other absence. 

 

 Trademarks are property of their respective owners. 

 

Some information contained in this response may not be included in the approved Prescribing 
information. This response is not intended to offer recommendations for administering this 
product in a manner inconsistent with its approved labeling. Please note that reports of 
adverse events in the published literature often lack causality assessments and may contain 
incomplete information; therefore, conclusions about causality generally cannot be drawn. 

In order for ViiV Healthcare to monitor the safety of our products, we encourage healthcare 
professionals to report adverse events or suspected overdoses to the company at 877–844–
8872. Please consult the attached Prescribing Information. 

This response was developed according to the principles of evidence-based medicine and, 
therefore, references may not be all-inclusive. 
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