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Background
Data from two randomized clinical trials (RCTs) showed that 
injectable long-acting cabotegravir (CAB-LA for PrEP) was 
effective in reducing HIV acquisition across populations. Recent 
US FDA regulatory approval paves the way for introduction  and  
approval is being sought in several low- and middle-income 
countries (LMIC). However, implementation experience outside 
trial settings is limited. As countries consider CAB-LA for PrEP 
introduction, effective, real world service delivery option 
remains uncertain. Additionally, there are outstanding questions 
for populations not included in the trials. Global coordination is 
critical to addressing the evidence gap. 
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Description
In 2020, under Biomedical Prevention Implementation 
Collaborative (BioPIC), over 100 global health experts 
developed a comprehensive introduction strategy for CAB. 
Using this roadmap, country landscaping for CAB-LA 
introduction, and lessons from oral PrEP implementation, AVAC 
and WHO co-convened 50 researchers, donors, implementers 
and civil society in September 2021 to:

identify common questions and evidence gaps related 
to CAB-LA across contexts and partners;

define the implementation science agenda for CAB-LA, and

agree on mechanism(s) for future coordination.
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Figure 2: Planned implementation study priority 
populations 

Planned implementation studies cover a range of populations, 
however the majority focus on men who have sex with men 
(MSM), followed by transgender women and adolescent girls and 
young women (AGYW). Some studies include more than one 
population group. Gaps for pregnant and breastfeeding people 
(PBFP), female sex workers, transgender men and cisgender 
women remain.  

Figure 3: Planned implementation study population sizes 

Nearly half of the planned studies will enroll less than 500 
participants, with 4 still determining the study size. Three studies 
will includes more than 5,000 participants; two of which are 
based in South Africa and one which is regional across five 
countries in East and Southern Africa.  Seven studies plan to 
offer CAB for PrEP at health facilities while four will deliver CAB 
through community-based models. The remaining studies will 
focus on mobile clinics, pharmacy delivery and private providers 
and one study plans to compare offer CAB through a range of 
delivery models. 
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Conclusions
The geographic distribution and range of populations of planned 
implementation studies is encouraging. However, some 
populations, namely, PBFP, FSWs, transgender men and people 
who use drugs are not well represented. Although most of the 
studies are small, a few will focus on addressing critical 
implementation issues such as testing, which unless resolved 
will impede access in lower- and middle-income countries. A 
plan for larger, ambitious, real world studies, with clear 
pathways towards translation into national programs, should be 
developed, once these initial questions have been answered. 

The need for enhanced coordination has never been greater to 
accelerate global access to CAB-LA as an additional PrEP choice. 
BioPIC has established an open-source clearinghouse to 
improve knowledge sharing on CAB-LA implementation. 
Ongoing coordination with WHO, civil society and other key 
stakeholders will also fast-track adoption of evidence-based 
policies and wide scale implementation.

Lessons Learned 
CAB-LA-related questions were identified, including: defining optimal 
and feasible HIV testing strategies that expand access; delivery 
models for CAB-LA; integration with family planning and antenatal 
care services; and how to embed CAB-LA in overall demand 
generation for HIV prevention choices. 

Current and planned implementation research for CAB-LA have been 
mapped to identify gaps in populations, geographies, and delivery 
approaches. 

Figure 1: Map of Planned Implementation Studies on CAB for 
PrEP 

As of June 2022, stakeholder consultation identified a total of 14 
planned implementation studies: four studies in South Africa, two 
in the US, two in Brazil, one regional study in East and Southern 
Africa and one in West and Central Africa and one study each in 
Australia, France, Thailand and Viet Nam respectively. 
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