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Key Takeaways

e Participants had a better overall injection experience with a single e Healthcare professionals (HCPs) reported a positive e Visible ISRs differed between LAls, with fewer
dose of long-acting cabotegravir (CAB LA) than long-acting administration experience, finding CAB LA less difficult ISR events and shorter ISR duration observed
lenacapavir (LEN LA) through 6 months, with participants to administer and associated with less noticeable with CAB LA compared with LEN LA through
consistently reporting CAB LA as more comfortable and less injection site reactions (ISRs) than LEN LA 6 months of follow-up

disruptive to their daily lives

ERYTHEMA AND HYPERPIGMENTATION EVENTS

Plain Lang uage Summary * Erythema and hyperpigmentation occurred less frequently with CAB LA vs LEN LA (Table)

* 6 months after receiving 1 dose each of 2 long-acting * Hyperpigmentation events were shorter lasting with CAB LA vs LEN LA (median [IQR], 29 [15-93] vs 78 [29-127] days), with 0 events ongoing at Month 6

injectables, cabotegravir (CAB LA) and lenacapavir with CAB LA vs 27% with LEN LA

(LEN LA), most participants shared they had a more * Erythema duration was comparable between arms

p05|F|\{e experlenc.e RIS LA.tr.1an LEN ITA . Table. Summary of Erythema and Hyperpigmentation Events Representative Case of Erythema and Hyperpigmentation in 1 Participant
* Participants experienced fewer visible injection site Through Month 6 Over Time

reactions with CAB LA compared with LEN LA
CAB LA LEN LA

ISR Parameter (n=61) (n=62)

Day 3 post-injection (Participant A)

Introduction CABLA ___ LENLA-rightinjection  LEN LA left injection
Eryth B A ; v
* |nitial patient and healthcare professional (HCP) experience rythema K
with long-acting injectables (LAls) is a key differentiator that Events, n 7 54

may influence LAl selection and persistence’-

« Prior CLARITY findings showed that after a single dose of Grade, n (%)

each LAI, administered sequentially, ISRs were less frequent, Grade 1 4 (57 44 (82 : RS v : 2 :
visible, and shorter term with CAB LA versus LEN LA, a (57) (82) No ISR Erythema, grade 1 , Erythema, grade 1 ,
difference that persisted through up to 6 months>5® Grade 2 3 (43) 9 (17) Surface area = 18.4 cm Surface area = 13.0 cm
- . . Day 28/29 post-injection (Participant A)
* Here, we report participant and HCP experiences with each G S S
LAl up to Day 190 (6 months) rade 3 0 1(2) _ CAB LA LEN LA - r|gh|nject|n LEN LA - left injection
Duration, days, median (IQR 8 (6-17 9.5 (5-14 3
Methods y (IQR) (6-17) (5-14)
* CLARITY Compared a Single dose each of CAB LA Max?mum surface area, Cm2, 18.4 (126-330) 13.7 (92-225)
(1 intramuscular gluteal injection) and LEN LA (2 subcutaneous median (IQR)
ab_domlnal injections) in p_eople without HIV (Figure 1). Hyperpigmentation »
Primary results have previously been reported®® , , , ,
No ISR Hyperpigmentation, grade 1 Hyperpigmentation, grade 1
* Participants were adults aged =18 years without HIV, and with Events, n 5 59 Surface area = 19.0 cm? Surface area = 11.5 cm?
BMI 18-32 kg/m2. Exclusion criteria included any important e . Day 175 post-injection? (Participant A)
e : rade, n
comorbidities/infections and substanc-e use (%) LEN LA — right injection LEN LA - left injection
Secondary and Exploratory Endpoints Grade 1 5 (100) 59 (100) - e e
* Participant surveys were completed on Days 8, 22, 43, and ‘
190 (Figure 1) Duration, days, median (IQR) 29 (15-93) 78 (29-127)
* HCP surveys were comp!ete_d at Day 22 to understand Events ongoing at Day 190, 0 (0) 16 (27)
experiences with each injection type n (%)
* Investigators reported ISR incidence, severity, and duration of . . - . .
ISRs post-injection using the Division of AIDS (DAIDS) criteria Ma)cjl'muzrll Qslg;'face area, cm?,  18.0(0.8-18.8) 8.8 (4.0-20.0) Hygﬁ;gg;n gfgztfg’g'fmdf ! ”yg’ﬁ{f‘;'%;“ eniation. 9 Lar:ze 1
median ' '

* 2D imaging was performed on all injection sites during
planned study visits for 2 weeks post-injection, regardless 2Images were only collected for visible ISRs after Day 29.
of ISR occurrence; visible ISRs were imaged at subsequent
visits until resolution

IMPACT OF ISRs ON PARTICIPANTS
Figure 1. Study Design

Open-label, single-center, crossover study (N=63)

Acute observation phase: (Day 1-29) N Follow-up: (Day 29 to Week ZB). 7 Day
' ' Days After
partcipants _| (a%ﬁﬂm 4 sﬁu mqm ® @ > Injection 43
randomized 1:1 (3‘;‘25‘ ';'TM) ”
Vist 0ay) ' 5 15 2 o e Day 8 or Day 22 Visit Outcomes Day 43 Visit Outcomes Month 6 Visit Outcomes
e ) e onsnes sy peres , , * Participants self-reported less noticeable * More participants described ISRs with * Participants continued to describe
Explosten | 1op-pored axprnces A v _ ISRs with CAB LA injections, and lower CAB LA (76%, 45/59) as “very ISRs as “very acceptable or totally
s ! a0 ooy 28 iRy negative impacts on self-perception and acceptable or totally acceptable” at acceptable” with CAB LA (70%,
social activities, compared with LEN LA Day 43, vs LEN LA (44%, 26/59) 42/60) vs LEN LA (37%, 22/60)
Results
. . a
Participant and HCP Baseline Demographics I find the ISRs on my body noticeable
* 63 participants (33% female, 38% Hispanic or Latine, and [ ] ® o o ® o
o : .
29% Black or African American) were enrolled 230/0 61 % 1 7 Yo 62 o 1 20/o 57(yo m
* Four HCPs (1 each self-identified as a physician, nurse, CAB LA LEN LA
medical assistant, and other) completed the HCP CAB LA LEN LA CAB LA LEN LA
questionnaire (13/57) (35/57) (10/60) (37/60) (7/60) (34/60)
THE PARTICIPANT INJECTION EXPERIENCE | have concerns about how the injection would fit into my daily life®
Post-injection Outcomes 7 Days After Each Injection CAB LA CAB LA b CAB LA b
(Day 8 and/or Day 22) (9/57) @ (11/60) 18” (11/60) 18

* Participants reported a more comfortable, easy, and
positive experience with CAB LAvs LEN LA LEN LA LEN LA LEN LA 38%
(19/57) (21/60) (23/60)
| felt comfortable during the injection process
| have avoided social activitiesc because of visible ISRs
58% W @47%
CAB LA LEN LA - -
(33/57) (27/57) - ﬁ
12% it 28% 17% | 277 127\ 5 25%

Receiving the injection was easy CAB LA LEN LA CAB LA LEN LA CAB LA LEN LA
95% CAB LA (7/57) (16/57) (10/60) (16/60) (7/60) (15/60)
(54/57)
7 4% LEN LA . r .
(42/57) | have avoided intimacy with a regular partner due to ISRs
) ) )
i i injecti o ) o o o )
I had a good overall experience with the injection 9 /0 1 6 A) 1 0 A) 1 5 /0 8 /0 1 2 /0
VS 'S VS
CAB LA CAB LA - LEN LA CAB LA - LEN LA CAB LA - LEN LA
(52/57) (5/57) (9/57) (6/60) (9/60) (5/60) (7/60)
LEN LA
(42/57) alncludes participants who answered “very noticeable” and “noticeable.” bIf it was one of the options a participant could use to prevent an iliness. °Examples of social activities provided to participants included
swimming, wearing certain clothes, and sex.
It took less than 1 minute from start to
finish to receive the actual injection(s)?
THE HCP INJECTION EXPERIENCE
o 0 , - .
70 /o 28 %o * Overall, HCPs reported greater ease during administration of CAB LA vs LEN LA at Day 22
CAB LA LEN LA * 3/4 reported CAB LA required less time to administer than LEN LA
(40/57) (16/57) « No HCPs reported having difficulty with administering or managing participants receiving CAB LA, whereas 3/4 had difficulty with LEN LA administration and 2/4
had difficulty managing participants on LEN LA
I was able to return to my usual daily * Less HCPs described participants’ ISRs as noticeable after CAB LA injections (2/4) than after LEN LA injections (4/4)
activities® immediately after injection appointment )
0
88" 72%
CAB LA LEN LA Conclusions
(50/57) (41/57)
* Visible ISRs occurred less frequently with CAB LA compared with LEN LA through 6 months of follow-up
Month 6 Visit Outcomes * Erythema was shorter lasting with both CAB LA and LEN LA, while hyperpigmentation persisted for a longer duration with LEN LA (27% of events still ongoing at
* Most participants (72%, 43/60) felt positive about the Month 6 vs 0 events with CAB LA)
CAB LA injection compared with 42% (25/60) for LEN * In the 6 months following a single dose each of CAB LA and LEN LA, more participants reported noticeable ISRs and avoidance of social activities or
LA injections intimacy related to LEN LA vs CAB LA injections
4 * Most participants described CAB LA injections as shorter (<1 minute), easier, and a “good” overall experience than LEN LA injections. HCPs reported that CAB LA
alnjections took 1-3 minutes for 28% (16/57; CAB LA) and 56% (32/57; LEN LA) of was faster and easier to administer than LEN LA
participants; 4-5 minutes for 2% (1/57; CAB LA) and 12% (7/57; LEN LA); and ° ; ; e ; ; ; ; ; s A ) BTH
over 5 minutes for 0% (0/57; GAB LA) and 4% (2/57: LEN LA). "Examples of daily These !'esults coqtrlbute to our upderstandlng of the injection experience with LAls and how these experiences may influence an individual’s willingness
activities included going back to work, social events, exercise, and driving. to receive or continue an LAl regimen
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