Cabotegravir and Rilpivirine Implementation Study in European Locations (CARISEL): Examining Healthcare Staff Attitudes During a Hybrid Il
Implementation-Effectiveness Trial Implementing Cabotegravir + Rilpivirine Long-Acting Injectable (CAB + RPV LA) for People Living With HIV

Introduction

Cabotegravir (CAB) plus rilpivirine (RPV) is the first complete long-acting (LA) regimen
recommended by treatment guidelines®2 for the maintenance of HIV-1 virologic suppression.

Intramuscular CAB + RPV LA administered monthly3-> or every 2 months® may address some
challenges associated with daily oral antiretroviral therapy, such as fear of inadvertent disclosure,
anxiety related to staying adherent, and the daily reminder of HIV status.

CARISEL (NCT04399551) is a Phase 3b, multicenter, open-label, hybrid type 11l implementation-
effectiveness trial that examines the acceptability, appropriateness, and feasibility of CAB + RPV
LA injections and implementation support in HIV centers across Belgium, France, Germany, the
Netherlands, and Spain.

This interim qualitative analysis summarizes staff study participant (SSP) perspectives on
CAB + RPV LA implementation at Month (M)1 and M5.

Methods

SSPs from 18 clinics across Belgium, France, Germany, the Netherlands, and Spain completed
semi-structured qualitative interviews, informed by the Exploration, Preparation, Implementation,
Sustainment framework,” on CAB + RPV LA implementation.

* At Month 1, 70 SSPs were interviewed from five countries, 34 for Enhanced Implementation (Arm-E) and

36 for Standard Implementation (Arm-S); most were nurses or physicians, and two SSPs had hybrid
nurse/administrative roles.

Participants in CARISEL were enrolled during the SARS-CoV-2 (COVID-19) pandemic, which
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Figure 2. SSP Characteristics

Occupation of SSPs at Months 1 and 5

* SSP characteristics are shown in Figure 2.

Figure 3. Acceptability

Most commonly reported facilitators at M1 (N=70)

has disrupted healthcare service delivery globally and presents potential challenges to starting
patients on this novel LA regimen.

* M1 and M5 interview transcripts were analyzed for thematic trends using ATLAS.ti, a data
analysis software used for qualitative research.

« Atheory-driven approach yielded a thematic analysis for outcomes categorized by the Proctor®
implementation outcomes framework.

* CARISEL is a two-arm study with centers randomized to Arm-E and Arm-S implementation arms

to understand the level of support needed for successful implementation (Figure 1).

* CARISEL is also a single-arm switch study for patient study participants.

Figure 1. CARISEL Study Design
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Figure 4. Barriers to Feasibility
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concerns

* At M1, the most common anticipated implementation barriers included scheduling, staff, and

storage concerns (Figure 4).
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» At M1, the discretion and freedom of CAB + RPV LA was the top facilitator of acceptability.
* At M5, 75% (n=51/68) of SSPs described that their patients felt happy and/or excited (Figure 3).

“Not having to take medication every day, having some
freedom, with quite a long window of time before the next
injection. That's very attractive — it means they don't have to

be reminded every day that they're ill.”
Physician, Arm-E, France (M1)
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Pharmacist, Arm-E, Germany (M1)
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Figure 5. Facilitators of Feasibility
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Figure 6. Top Five Patient Needs Met by CAB + RPV LA

Top five most frequently reported
needs met at M1 (N=70)

1. No need to take pills every day 1. No need to think about and/or carry pills
2. Increased adherence 2. Need for discreet treatment

3. More discreet treatment 3. No need to take medication daily

4. No need to worry/think about taking the pills 4. Need for increased treatment adherence
5. No daily reminder of HIV status 5. Need for not being reminded of HIV status

CAB, cabotegravir; LA, long-acting; M, month; RPV, rilpivirine.
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At M1, SSPs reported that the elimination of daily oral therapy burden was the top need met by
CAB + RPV LA (Figure 6).

Overall, adherence, convenience, discretion, and decreased stigma were reasons that SSPs
believed CAB + RPV LA was a good fit for their patients.

“There is a benefit especially for the patients who... don't
ake their medication very well. They forget it. There are lots
of patients who forget it like two, three, four times a month.
For those patients, it's very convenient that they only have

to come every 2 months for an injection, and for the rest,
they don't have to think about the medication anymore.”
Nurse, Arm-S, Belgium (M1)
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Conclusions

* Qualitative data from SSPs showed that the elimination of worry about taking pills and daily
HIV reminders, as well as increased treatment discretion, were factors supporting the need
for, and benefit of, CAB + RPV LA treatment for people living with HIV.

* SSPs reported their patients were positive about taking CAB + RPV LA.

* At M1, scheduling, staffing, and storage were identified as potential concerns related to the
feasibility of implementation. By M5, these were no longer reported as top concerns.

e This study began during the COVID-19 pandemic; many SSPs reported COVID-19
mitigation strategies were a facilitator for implementation.

* Qualitative interim data through M5 of the CARISEL study suggest that SSPs across five
European countries find CAB + RPV LA implementation acceptable, appropriate, and
feasible, even during the COVID-19 pandemic.
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* No previous experience with cold chain storage

. . . * At M1, minimal concerns about the feasibility of implementation by clinic staff were noted.
CAB, cabotegravir; LA, long-acting; RPV, rilpivirine.

* At M5, the ease of implementing CAB + RPV LA during the COVID-19 pandemic was a facilitator
for overall implementation in European clinics (Figure 5).
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* More facilitators related to appropriateness of CAB + RPV LA were reported vs. barriers (Table 1).
» Both barriers and facilitators of appropriateness changed as staff gained more experience with CAB + RPV LA.
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“It's not hard to administer. But it wouldn't be logistically
feasible to have all our patients come for injectable

“It will disrupt things a bit, because it's a new method of
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_ ) i of treatment
*Dose 1 was received at Month 1, dose 2 at Month 2, with the remaining doses Q2M thereafter.
Arm-E, enhanced arm; Arm-S, standard arm; CAB, cabotegravir; LA, long-acting; MSL, medical scientific liaison; OLI, oral lead-in; Q2M, every 2 months; RPV, rilpivirine;
SSP, study staff participant; SWAT, skilled wrap around team.
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