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Summary at= HPTN

Research question

- What barriers and facilitators to acceptability of long-acting
Injectable cabotegravir (CAB LA) do HPTN 084-01 participants

report?

Findings

« CAB LA s generally acceptable to this population, but barriers
still exist.

Importance

- Barriers and facilitators should be discussed with future clients as
part of the decision-making process around HIV prevention
product choice.

« These findings are highly relevant for current roll-out and
Implementation of CAB LA in sub-Saharan Africa.

( :\;\\\\“7””,;,/0 23 — 26 July - Brisbane and virtual ias2023.org
\\ O . T
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Study Context - b

» Adherence to dally oral HIV pre-exposure prophylaxis (PreEP) has
been low among African adolescent girls and young women
(AGYW).

 This population is critical to curbing the HIV epidemic.

« Along with other sociocultural factors, PrEP uptake and adherence
are a function of product acceptabillity.

» Understanding the acceptability barriers and facilitators faced by
AGYW in regard to long-acting HIV prevention products is critical
for successful implementation.



HPTN 084-01 — the LIFT trial 3 HPTN

Trials Network

 Single arm, open label, Phase 2b safety, tolerability, and acceptabllity
study

* N = 55 cisgender adolescents assigned female at birth (<18 years of
age)

* ~19 months on trial

3 high burden countries in Africa (South Africa, Uganda, Zimbabwe)

ClinicalTrials.gov: NCT04824131 e



Study Flow udb

Trials Network

Study Product

Step 1 Step 2 Step 3 « Step 1: Oral CAB 30
mg once daily

5 weeks 29 weeks 48 weeks
« Step 2: Intramuscular

Injections of 3 mL
(600mgQ)
administered in the
gluteal muscle

Daily Pill Shot Every 8 Weeks Daily Pill or Shot Every 8 Weeks

CAB PIill CAB LA Shot Option of TDF/FTC Pill or Enroliment in CAB LA » Step 3: Oral
OLE (Open Label Extension) Study TDF/FTC
(300mg/200mg) once
*In step 2, the first two shots are four weeks apart and 8 weeks apart after that dai |y or move to 084

OLE for CAB LA

Graphics designed by Wits RHI and modified by FHI 360 084-01 Schema Infographic V3.0 | 3 September 2021



Additional Acceptability Results

Trials Network

As presented at CROI (Feb 2023):.

« CAB LA was found to be safe and tolerable, with no discontinuations of
product due to adverse events.

 Participants found CAB LA to be acceptable and expressed interest In
future use.

» Results from CASI at Week 17 (3 injections) presented.

* Most participants (92%) chose to continue CAB LA over TDF/FTC
when given a choice.

* We present additional acceptabllity results gleaned through the HPTN
084-01 qualitative interviews.



Methods -1 dlN

Trials Network

* In-depth interviews
* Purposive sampling
« 15 participants (5 ea. site)
15 parent/guardians (5 ea. site)
Sites followed Qualitative Manual (SSP)
Oct 2021-July 2022
Coding completed Jan-March 2023
« Analysis March-June 2023

« Team of 5 coders

* NVivo 12
« Group consensus on codebook development and code meaning

* Thematic analysis
* Focused on acceptability code
» Coding queries
* 9 memos used in this analysis -




Emergent Themes - Barriers

* |ISRs (injection site reactions)
* Injection site pain

 Fear of the injection
* Side effects



(Barriers: injection pain)

So there are times where you feel
less painful and there are times
where you feel painful?

“It’'s always painful. It depends on
which doctor gives me the
Injection.”

eeeeeeeeeeeee
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(Barriers: fear of the injection, side effects)

“The injection is scary.”

“Aah on the day | had the injection
| felt anxious and when | saw It
being held, | was afraid. And as
for the pills you just take one and
there Is no way that when you
take the pill, maybe because |
have never vomited because of
the pill.” ~ Spilhaus ppt i HPTN

eeeeeeeeeeeee
rrrrrrrrrrrrr




Emergent Themes - Facilitators .

Trials Networ k

 Lack of adherence challenges
* Discretion (vs. dally oral tablets)
* Knowledge of efficacy

* Administration mode
* Needle size (1% inch)
* Site of administration (gluteal muscle)
« Familiarity due to use of injectable contraceptives

» Parent/guardian buy-in

12



(Facilitator: lack of adherence challenges)

“The injection is better because if
you chose the PrEP pills, you
would sometimes forget them
and the injection Is unforgettable
because you get injected for
maybe a month and the pain last
for two days, the injection Is

better.” ~Ward 21 ppt
i HOLN,




(Facilitator: no worry about contracting HIV)

“I have not worried about it.”

‘Because | had started using
CAB and I rely on it.”

~ Spilhaus ppt

.JL HPTN

TINth




(Facilitator: parent/guardian buy-in)

When this study has ended, what are
the chances that you will encourage
your daughter to use an HIV

= prevention method?

E “There is a huge chance...100
percent.”

What would you like her to use?
“To use the injection.”

~ Spilhaus p/g i HPTN

eeeeeeeeeeeee
rrrrrrrrrrrr




Conclusions <t HPTN

[ Trials Network

* Findings
« Barriers include ISRs (injection site pain), fear of the injection, and side effects.

 Facilitators include lack of adherence challenges, discretion, knowledge of efficacy, _
gdm!nlstratlon mode, familiarity due to use of injectable contraceptives, and parent/guardian
uy-in.

« CAB LA s generally acceptable in this population
* Most (92%) chose to stay on CAB LA by joining the HPTN 084 OLE when given the choice.
« Benefits generally outweighed the pain of the injection.

 Choice matters

« HIV prevention product is not “one size fits all”.
« Some participants still preferred oral tablets for various reasons.
« We need multiple options in our HIV prevention toolkKit.

* These barriers and facilitators should be discussed with future clients as part of
the decision-making process around HIV prevention product choice.

16



Thank you
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+1 919-321-3493
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