ZIDWeek

Efficacy and Safety of Once-Weekly Oral
Islatravir/Lenacapavir (ISL/LEN) Compared With
Bictegravir/Emtricitabine/Tenofovir Alafenamide (B/F/TAF)

or Standard of Care (SOC) in People With HIV-1 (PWH) and
Virologic Suppression: Week 48 Integrated Analysis From

the Phase 3 ISLEND-1 and ISLEND-2 Trials

Samir K Gupta', Amanda Clarke?, Beng Eu?, Chia-Jui Yang*, Hideta Nakamura®, Andrew Carr®, Ei Kinai”,
Thomas B Campbell®, Cynl Gaultier®, Paul Cook, Debbie Hagins'', Shu-Hsing Cheng'?, Eric Cua'?, lvan Chivite4,

Shan-Yu Liu'®, Ronald Leong'®, Fadi Shihadeh'5, Melissa Shaugnessy'8, Renée-Claude Mercier'®, Hadas Dvory-Sobol'3,
Cyril Llamoso®, Devi SenGupta'®, Moti N Ramgopal'”, for the ISLEND-1 and ISLEND-2 Study Teams

'Indiana University School of Medicine, Indianapolis, IN, USA; ?Royal Sussex County Hospital, University Hospitals Sussex NHS Foundation Trust, Brighton, UK
*Prahran Market Clinic, Prahran, VIC, Australia; “‘Far Eastern Memonial Hospital, New Taipei City, Taiwan; "University of the Ryukyus Hospital, Ginowan, Japan;
&St Vincent's Hospital, Sydney, NSW, Australia; "Tokyo Medical University Hospital, Tokyo, Japan; ®University of Colorado Anschuiz, Aurora, CO, USA;

*BIOS Clinical Research, Palm Springs, CA, USA: '“Brody School of Medicine at East Carolina University, Greenville, NC, USA;

""The Chatham CARE Center, Savannah, GA, USA; “Taoyuan General Hospital, Ministry of Health and Welfare, Taoyuan, Taiwan

2CHU de Nice, Hospital L'Archet, Nice, France; *“Hospital Clinic de Barcelona, Barcelona, Spain; '*Gilead Sciences, Inc., Foster City, CA, USA

"“Merck & Co., Inc., Rahway, NJ, USA; ""Midway Immunology and Research Center, Fort Pierce, FL, USA

IDWeek 2026; October 21-24, 2026; Washington, DC, USA




Samir K Gupta received grants (paid to their institution) and advisory/consulting fees from Gilead Sciences, Inc. and ViiV Healthcare.

Amanda Clarke received funds (paid to their institution) to run clinical trials for Gilead Sciences, Inc., Merck Sharp & Dohme, and ViiV Healthcare; and received
support to attend educational meetings from ViiV Healthcare in the last 36 months.

Beng Eu received advisory/consulting fees and honoraria from Gilead Sciences, Inc. and ViV Healthcare; and grants from ViiV Healthcare.

Chia-Jui Yang received honoraria from Gilead Sciences, Inc., GSK and Pfizer; and serves as a board member for the Taiwan AIDS Society.

Hideta Nakamura received advisory/consulting fees and honoraria from Gilead Sciences, Inc., Merck Sharp & Dohme, and ViiV Healthcare; and grants from
Gilead Sciences, Inc. and ViiV Healthcare.

Andrew Carr received advisory/consulting fees and grants from Gilead Sciences, Inc. and Merck Sharp & Dohme; and honoraria from Merck Sharp & Dohme.
Ei Kinai received advisory/consulting fees and honoraria from Gilead Sciences, Inc., Merck Sharp & Dohme, and ViiV Healthcare.

Thomas B Campbell and Eric Cua have nothing to disclose.

Cyril Gaultier received advisory/consulting fees and honoraria from Gilead Sciences, Inc. and Merck Sharp & Dohme.

Paul Cook received grants from Gilead Sciences, Inc., Pfizer, and National Institutes of Health.

Debbie Hagins received honoraria from Gilead Sciences, Inc. and Merck Sharp & Dohme; and consulting fees from Merck Sharp & Dohme.

Shu-Hsing Cheng received honoraria from AbbVie, Gilead Sciences, Inc., Johnson & Johnson, Merck Sharp & Dohme, and ViiV Healthcare; and consulting fees
from Gilead Sciences, Inc. and ViiV Healthcare.

Ivan Chivite received honoraria for lectures and/or advisory boards from Gilead Sciences, Inc. and ViiV Healthcare.

Shan-Yu Liu, Fadi Shihadeh, Renée-Claude Mercier, and Hadas Dvory-Sobol are employees and shareholders of Gilead Sciences, Inc.

Ronald Leong, Melissa Shaughnessy, and Cyril Llamoso are employees and shareholders of Merck Sharp & Dohme LLC, a subsidiary of Merck & Co., Inc.
(Rahway, NJ, USA).

Devi SenGupta is an employee and shareholder of Gilead Sciences, Inc.; co-chair of the International AIDS Society HIV Cure Industry Collaborative Group; and
board member of the San Francisco AIDS Foundation and the California HIV/AIDS Research Program.

Moti N Ramgopal received advisory/consulting fees from Abbott, AiCuris, Gilead Sciences, Inc., Merck Sharp & Dohme, Shionogi, and ViiV Healthcare; and
honoraria from AbbVie, Gilead Sciences, Inc., Merck Sharp & Dohme, and ViiV Healthcare.




Background and Objectives

e Once-weekly oral therapy represents a novel treatment option that may reduce treatment burden,
improve adherence, and expand therapeutic choice for PWH'2

e The combination of islatravir (ISL), a nucleoside reverse transcriptase translocation inhibitor,# and
lenacapavir (LEN), a capsid inhibitor,? is being developed as a once-weekly oral single-tablet regimen for
virologically suppressed PWH

e In the ISLEND-1 (double-blind; NCT06630286) and ISLEND-2 (open-label; NCT06630299) Phase 3
studies, switching to once-weekly oral ISL/LEN demonstrated noninferior efficacy to continuing daily
B/F/TAF or SOC after 48 weeks of treatment and was well tolerated’-

— Both studies enrolled populations that were diverse across key demographic factors at baseline,
including age, sex at birth, race, ethnicity, and geographic location, and clinical factors such as the
presence of the M184V/I mutation and CD4+ T-cell count'-?

This prespecified pooled analysis of data from both studies aims to determine whether

efficacy and safety were maintained across demographic and clinical subgroups

BIFITAF, bictegraur! ( ir siafenamice; CD4, Cluster of differentistion 4, ISL isiatravir; LEN, lenacapavir, PWH, pecple with HIV; SOC, standand of care. 3
1. Rockstron JK, €t 3L N Engf.J Meg. Published onine July 29, 2026. 2. Coison AE, et 3l Lancer. 2006,406({10557):821-32. 3. IAChailgs £, et 3. J Bio) Chem. 2014;285(35):24533-48. 4. Sale 21, et al. Proc Nav Acad Soi USA. 2016;113(33) 92745,
5. Unk JO, &t 3. Narure. 2020.584{7822614-5




ISLEND-1 and ISLEND-2 Study Designs
Extension phase (open label)

ISLEND-1 ) Placebo to match BIF/TAF QD i i et .
Double-blind vs N =1 6107
_daily B/ :
00C91C(|)2l|s)'it§s|iITAF B/FITAF QD¢ (n = 303)

Placebo to match ISL/LEN QW

Extension phase

ISLULEN QWr¢ (n = 314)
ISLEND-2
- N = 6260
pen-label vs _
daily oral SOC 11

100 sites? Daily SOC= (n = 312)

/Common ISLEND-1 and -2 eligibility criteria:\ | ; '
+ Age = 18 years _r
« HIV-1 RNA < 50 copies/mL on B/F/TAF D1 w4s W96 Visits every
(ISLEND-1) or SOC (ISLEND-2) for f 12 weeks

= 6 months prior to screening - = S
- No history of virologic failure Primary endpoint of both studies:

« No HBV infection (no positive HBsAg or sole = Proportion of participants with HIV-1 RNA = 50 copies/mL at W48
\ positive HBCADb) / (FDA Snapshot)

v

3Randomized: N = 609, dosed: N = 607. *Randomizad: N = 634, dosed: N = 526. Cavicipants receved two oral isbiels, aach contsining 0.5 mg ISL (n@sSion dose) and 300 mg LEN (loading doze) on U1 and 02, than one oral tsbiet of ISLLEN 2300 mg QW fom 08, withcut regard io food [« melching
BF/TAF placebo in ISLEND-1). *Parcipants costinued ol {sblet of BF/TAS S0/200/25 mg sdminsiered QO, wihout regand to food, and recened maiching 'SULEN piscebo {nsBonficading dose and weeldy tresiment]. *Parbcipants costinued guideine-recommended SOC orsl frempy consisting of
o or theee snbisebroviral agents (INSTI + one or fwo NRTls; boasied P + fao NRTls; NNRT] + tao NRTis| — al SOC pestments were isken QD, incuding faed-dose combnsions and sngieisbiel regmens, excest for raflegravis, which could be omoe or faice daiy. BIFTAF,
biclegraviriemiriciabinedssciovr sisferamide; D, Dsy; US Food and Drug Adminisieation; HBcAb, heosits 5 core anfibody; HEsAg, hepatiis B surface yﬂﬁ’ HEBV, hegstiis 5 vies; INST, inlegrase strand-transfer inkibror; ISL, isistravi; LEN, lenacapevir; non-nuclegside reverse
729\::::9& g::ezr:; NRTI, nuciecadanuciecide reverse fraracnziase nnb r, Pl, prolesse mhikor, QD, once daiy; QW, once weetly; SOC, standand of cane; W, ek 1. Rockstroh JK et sl N Engl J Med. Pubiished oniine July 23, 2025 do- 10 10SENEMca2f07973 2. Colson AE, et al Lance?
2026,408{105571821-32




Baseline Demographic and Clinical Characteristics

Combined
BIFITAF & SOC
Participants, n (%) (n =615)
. . Male 446 (72) 245 (81) 206 (66) 451 (73)
SSOX Sasigned atbmih Female 172 (28) 58 (19) 106 (34) 164 (27)
—— =50 331 (54) 143 (47) 184 (59) 327 (53)
' =65 99 (16) 40 (13) 42 (13) 82 (13)
Black 183 (30) 100 (33) 99 (32) 199 (32)
Race® White 278 (45) 128 (42) 134 (43) 262 (43)
Other® 130 (21) 58 (19) 68 (22) 126 (20)
Hispanic or Latine ethnicity® 135 (22) 87 (29) 61 (20) 148 (24)
T US 344 (56) 183 (60) 162 (52) 345 (56)
Non-US 274 (44) 120 (40) 150 (48) 270 (44)
Presence of M184V/l mutation 31(5) 18 (6) 19 (6) 37 (6)
CD4+ T-cell count, mean (SD), celis/ulL 767 (320.5) 745 (319.3) 761 (319.0) 753 (319.0)
<200 6 (1) 6(2) 5(2) 1(2)
= 200 to < 350 30 (5) 20 (7) 14 (4) 34 (6)
Rt F-ol ot coRenn. = 350 to < 500 87 (14) 37 (12) 47 (15) 84 (14)
=500 495 (80) 240 (79) 246 (79) 486 (79)
Absolute lymphocyte count, mean (SD), x 10° cells/uL 1.92 (0.584) 1.90 (0.617) 1.94 (0.616) 1.92 (0.616)
eGFR.© median (IQR), mL/min 99.9 (81.1-122.3) 101.0 (82.8-121.6) 94.9 (76.5-117.9) 97.6 (78.6-119.4)

Pariopants were syatifed afler randomizaton by g2ographic region 3nd CD4 o2 count

*n 50Me Countnes, ocareguamrsdnruam:rememonnfrmeore{rmr,ni:rmamnmacemmmmmﬁ1mpﬂpmammmm.ms&1mg3‘qmmamn
SInCuges Amencan Indan or Alaska Native, Asian, Natve Hawaian of Pacfic ISander, and oner. <Cakulated using he CockoroR-Gaut fomul

BIFITAF, Dlegravnemmcastine lenciovr Alalenamie; CD4, cluster of ifierentiation 4; 8GFR, estmated glomeniar fitrsbon rate; ISULEN, zstal'aunenaca:a:r S0C, s13n0and of care




Integrated Virologic Outcomes (FDA Snapshot) at Week 48

Primary Secondary
Endpoint Endpoint
100 | 94.3 94.0
80
=
W
= 60
<
=2
=
5 40
Q.
20
0.2 0.8
0
HIV-1 RNA HIV-1 RNA
2 50 copies/mL? < 50 copies/mL
n= 1 5 583 578

m Pooled ISL/LEN (n = 618)
® Combined B/F/TAF & SOC (n=615)

5.5 5.2

No Data in
Window®

34 32

ISL/LEN maintained high rates of virologic suppression in the integrated analysis

reasons and last avaiadle HIV-1 RNA was < 50 copies/mL: Pooled ISLILEN, n = 22; Combined controd, n = 19. Missing data ouning analysis wingow but stil on study orug: Pooled ISLILEN, n = 3; Combined control, n=7.

“Discontinued study Grug due to other reasons and iast available HIV-1 RNA was 2 50 copies/mL: Pooied ISLILEN, n = 1. *Discontinued study drug cue %o adverse event: Fooled ISLLEN, n = §; Combined control, n = 6. Discontinued study dnug Gue %0 other H

BFITAF, bolegravnemincisbineNenoiowr alsfenamice; FDA, US Food and Drug Adminstration; ISULEN, isatravmienacapanr, SOC, standarn of care.




Maintenance of Virologic Suppression at Week 48

by Baseline Demographics
Proportion of Participants With HIV-1 RNA < 50 copies/mL at Week 48 (FDA Snapshot)

Overall®

Sex assigned at birth

Age

Race®

Ethnicity®

Geographic region

*For ihe overal group, difierence between estment groups (Pooked ISLILEN minus Combined B/F/TAF & SOC) and two-5ided S5% CIs were construcied based on Stratum-3ojusted Mante-Haenszel progorion and adjusted by geographic region; for Sugroups, n uncondiional
£X30t ME0G USNG WO iNverted one-SOed tBStS Was USed. Lower paint esimate is dniven by missing data for eight panicipants in e Pocled ISLLEN grouD versus e in the Comtinad BF/TAF & SOC group. Sin Some countnes, 10Gal fequiaiors o not aiow the colection of race
o SINNICty IFONMSION (F302 WaS Nt collectad for 5571233 [4%] paricpants and ethnicly for 5371233 [4%)] particpants). BIFITAF, Dicegravinemincisbinetenciovr aisfenamioe; FDA, US Food and Drug AdminisTaton; ISULEN, isiatraurienacapair; SOC, Siandard of ce.

Fa

vors Combined
B/FITAF & SOC

Favors Pooled
ISL/LEN

v

Male

Female

< 50 years

= 50 years

=< 65 years

= 65 years®

Black

White

Other

Hispanic or Latine
Not Hispanic or Latine
us

Non-US

’-
i

i3
i

——

o+

Pooled ISL/ILEN Combined B/FITAF

(n = 618),
n/N (%)
583/618 (94)
420/446 (94)
163/172 (95)
269/287 (94)
314/331 (95)
492/519 (95)
91/99 (92)
168/183 (92)
2611278 (94)
127/130 (98)
132/135 (98)
424/456 (93)
317/344 (92)
2661274 (97)

-40  -30

20 -10

0

10 20

30

40

Difference, % (95% Cl), Pooled ISL/LEN minus Combined B/F/ITAF & SOC

& SOC (n = 615),
niN (%)
578/615 (94)
425/451 (94)
153/164 (93)
268/288 (93)
310327 (95)
498/533 (93)
80/82 (98)
182/199 (91)
247/262 (94)
124/126 (98)
139/148 (94)
416/441 (94)
319/345 (92)
259/270 (96)

Difference, %
(95% Cl)
0.3 (-2.3, 3.0)
-0.1(-3.2, 3.1)
15(-3.9,7.1)
0.7 (-3.6, 5.0)
0.1 (-3.5, 3.6)
1.4(-15,4.3)
-56(-13.2, 1.5)
0.3(-55,6.1)
-0.4 (-4.6,3.9)
-0.7 (-5.3, 3.6)
39(-1.2,9.3)
-13(-47,1.9)
-0.3(-44,3.38)
1.2(-2.1, 4.6)




Maintenance of Virologic Suppression at Week 48

by Baseline Clinical Characteristics

Overall®

Proportion of Participants With HIV-1 RNA < 50 copies/mL at Week 48 (FDA Snapshot)

Favors Combined
B/FITAF & SOC

Favors Pooled
ISL/LEN

(n =618),
n/N (%)

583/618 (94)

Pooled ISL/LEN Combined B/F/ITAF
& SOC (n = 615),

n/N (%)

578/615 (94)

Difference, %
(95% Cl)

0.3 (-2.3, 3.0)

_ Yes® * 3031 (97) 32137 (86) 103 (-4.9, 26.3)
e No 518/548 (95) 512/543 (94) 0.2(-256,3.1)

<200 * 6/6 (100) 10111 (91) 9.1(-35.6, 41.9)

Baseline CD4+ T-cell count. =200 to < 350 * 30/30 (100) 32/34 (94) 59(-6.2, 20.3)
cells/uL = 350 to0 < 500 81/87 (93) 79/84 (94) 09(9.2,7.4)
= 500 466/495 (94) 4571486 (94) 0.1(-2.9,32)

_ 30-60 36/39 (92) 33136 (92) 0.6 (-13.7, 15.5)
gﬁ;‘;ﬂ“e OGFR, 60-90 1771188 (94) 1917201 (95) -0.9(-5.8,3.9)
> 90 370391 (95) 354/378 (94) 1.0 (-2.4, 45)

-40 -30 -20 -10 0 10 20 30 40
Difference, % (95% ClI), Pooled ISL/LEN minus Combined B/F/ITAF & SOC

*For the overal group, diSerence between Yestment groups (Pooied ISULEN minus Combined E/F/TAF & SOC group) and two-sided 85% CIS were consiTucted based on strstum-sdjusted Mante-Haenszel proportion and agjusied by geographic region; for subgroups, an
UNCONGIONS EX3Ct ME0d USing WO Twened one-si0ed tests was used. “Higher point estimate s driven by misSing data for four parspants in the Combinad BFTAF & SOC groups versus ane n the Fooked ISLILEN group.
BIFITAF, bictegravremrcisbineenofovir alafenamoe; CD4, cluster of difierentistion 4; eGFR, estimated glomenular fitration rate; FDA, US Food and Drug Adminsation; ISULEN, isatravrienacapavr, SOC, Standand of care.




CD4+ T-Cell Count Through Week 48

Pooled ISL/LEN —— Combined B/F/TAF
(n=618) & SOC (n=615)
o 1200
c
3
S 1000
3 800 Mean (95% CI) Change From BL at W48,
- — . camne — » s cells/pL
LA
=3 600 Combined
% = w |+ 1 L4 I i Pooled ISL/LEN BIFITAF & SOC
tgc, -28 (-43, -14) -13 (-28, 2)
200
é Difference in LSMs (95% Cl):
-11 (-30, 8) cells/pL
BL w4 W12 w24 W36 w438
Time
n= 618 611 604 593 590 585
n= 615 604 604 594 588 583

CD4+ T-cell counts remained stable, with no clinically meaningful differences between

treatment groups and no discontinuations due to decline in CD4+ T-cell count

Analyss was based on 3I IENIOMIZE] PErGPaNts WO TECEIVET 37y 0052 OF SIUdy YESIMEN!, QOUpEd SCCONg 1D FENCOMIZEs MEStmEnt. ANSlySS NCloed 3l Jvaiabie 0513 for ONQOMNg FErGRaNtS o UP 10 INE (551 0052 002 - 7 03y %0r paMcipants who prematurely
discontinued ISULEN of - ma,hrpa‘umsmpvmcswmwamﬁfusoc Diference in L3Ms and 35% CI were #om mixed model repeated measures of change #om basaine CD4 with veaiment, visit, restment*uist, baszine CD4, and geographic region
35 fixed efecs, 3nd paMGPaNt 35 randam efiect UNSIUCIUE] VaMance-Covanance maii

BIFITAF, DIlegravnemmcastineienciowr Aafenamos; BL, baseing; CO4, mofmmamm ISULEN, isiatravnienacanavr; LSM, keast-squares mean, SOC, Sianaan of cars; W, Week




Absolute Lymphocyte Count Through Week 48

Pooled ISL/LEN —— Combined B/F/TAF
o (n=618) & SOC (n=615)
$ 3.0
3
E'—:'- 25
_."‘% 20 N R Mean (SD) Change From BL at W48,
- Ay . o x 10° cells/pL
- o
e 15 Combined
=2 - Pooled ISL/LEN BIFITAF & SOC
=5 1
@8 0.03 (0.432) 0.09 (0.469)
c 0.5
<
D
= 00
BL W4 W12 W24 W36 W48
Time
n= 618 602 606 595 586 579
n= 613 589 603 596 583 576

Absolute lymphocyte counts remained stable in both groups, and there were no

discontinuations due to decline in lymphocyte count

Analyss was based on 3l ENIOMIZEd pIMOPants WHO TECEVET 31y 0058 Of Study YESIMeNt, GIOUped SCCOing 10 3CHuSl ESmEnt received.
BIFITAF, bictegravnemmiciatine/tlenciovir Aafenamoes; BL, baseing; ISULEN, iSstravnienacapsir, SOC, standan of care; W, Week.




Overall Incidence of Adverse Events by Treatment Group

Pooled ISL/LEN , A

Participants, n (%) (n=618) (n=312)
AEs — any grade 490 (79) 238 (79) 241 (77)

Grade =3 46 (7) 22 (7) 28 (9)
Most common Grade = 3 AEs (2 2 participants in any treatment group)

Acute kidney injury 2(<1) 0 3(1)

Pulmonary embolism 2(<1) 0 0

Road fraffic accident 2(<1) 1(=1) 0

Syncope 2(<1) 1(=1) 1(=1)
Treatment-related AEs — any grade® 99 (16) 40 (13) 1(=1)
Most common treatment-related AEs (= 2% of participants in any treatment group)

Headache 24 (4) 8(3) 0

Nausea 18 (3) 10 (3) 0

Diarrhea 14 (2) 3(1) 0
Serious AEs 38 (6) 14 (5) 27 (9)
AEs leading to treatment discontinuation 8(1) 5(2) 1(<1)
Deaths 1(<1) 0 2(1)

» The incidence of Grade 2 3 laboratory abnormalities was similar between treatment groups’-2

» Treatment-related serious AEs:
— ISLEND-1: maculopapular rash (n = 1?; treatment group not specified); ISLEND-2: seizure (n = 1¢; ISL/LEN group)

*The aifference n fequency of Testment-reiated AES between the two StUdiEs & Not unexpectad given the open-isbel nature of ISLEND-2 mdmmmmnummm unbénding in the ongoing ISLEND-1 study, This event is reporied without
mnmmeaﬁmpmpatmsoummmm Wnsemmnapampatmawnmyofepﬁps) after suboptimal adherence 10 antSazZure medication, he particpant remaned on ISULEN 1

AF, biegravin eminGtabinesenciovr iferamide; ISULEN, sisvavrienacaoanr
1 Rodsnm.lfet!a N Engt J Meg. Published onine July 29, 2025. 2. ColSon AE, ef'al wmzmsws{wss‘]azmz




Most Common Adverse Events?

Most common AEs (2 5% of participants in the

pooled ISL/LEN treatment group, any grade) by Pooled ISL/LEN

preferred term, n (%) (n=618) n = 31:
Upper respiratory tract infection 73(12) 28 (9) 27 (9)
Headache 50 (8) 23 (8) 5(2)
Nasopharyngitis 48 (8) 14 (5) 20 (6)
Arthralgia 43 (7) 14 (5) 15 (5)
Diarrhea 38 (6) 19 (6) 9(3)
Nausea 32 (5) 15 (5) 9(3)
Influenza 30 (5) 12 (4) 14 (4)
Dizziness 29 (5) 7(2) 5(2)

No clinically meaningful differences in adverse event rates were observed

between ISL/LEN and B/F/TAF or SOC through Week 48

*Occuming in 2 2% of particpants I the Pooled ISULEN group. Two incigent cases of HEV infecion were reponed SC70ss the two studies, one in ISLEND-1 and one in ISLEND-2.
AE, aoverse event; BIFITAF, biciegravinemincisbinet=noiowr sisfenamite; ISULEN, siatsvinienacapaur, SOC, siancand of care




Adverse Events by Treatment Group and Subgroup

AEs — any grade, n/N (%)

Pooled ISL/LEN

(n=618)

B/FITAF
(n =303)

1607206 (78)

) , Male 364/446 (82) 1907245 (78)
Assigned sex at birth Female 126/172 (73) 48/58 (83) 81/106 (76)
<65 411/519 (79) 205/263 (78) 206/270 (76)
Age, years = 65 79/99 (80) 33/40 (83) 35/42 (83)
Black 141/183 (77) 771100 (77) 70/99 (71)
Race? White 230/278 (83) 105/128 (82) 107/134 (80)
Other® 97/130 (75) 42/58 (72) 53/68 (78)
Ethnicity® Hispanic or Latine 112/135 (83) 71/87 (82) 44161 (72)
Not Hispanic or Latine 355/456 (78) 156/202 (77) 185/239 (77)
- Us 2721344 (79) 1411183 (77) 1191162 (73)
Goographic region Non-US 218/274 (80) 97/120 (81) 1221150 (81)
Baseline CD4+ T-cell <500 99/123 (80) 43/63 (62) 44/66 (67)
count, cells/ul = 500 391/495 (79) 195240 (81) 197/246 (80)
30-60 26/39 (67) 15/17 (88) 14/19 (74)
Baseline eGFR, mL/min 60-90 146/188 (78) 68/92 (74) 81/109 (74)
=90 318/391 (81) 155/194 (80) 146/184 (79)

Incidence of adverse events was similar between treatment groups across subgroups,

including age and race

*in S0ME COUNNES, 103! rEguUISIONS did not Sliow e collection of race or ethnicily NformSton (f302 Was not colected for 55/1233 (4% pamcpants and ethnicity for 531233 [4%¢] participants). “INcluoes AMENcan Indian or AlSSKS Native, Asian, Native Hawaiisn or Pacic issnoer, 13
and omer,
AE, aoverse event, BIFITAF, iciegravineminGisbinasenoiovir sisfienamioe; CDM, cusier of difierentistion 4, 8GFR, esimated glomerusr #ivation rate; ISULEN, sisravinlenacapavir, SOC, standand of care




Conclusions

e In the integrated analyses of ISLEND-1 and ISLEND-2, switching to once-weekly ISL/LEN maintained
virologic suppression at Week 48 at rates similar to those observed with daily B/F/TAF or SOC across
the evaluated subgroups, including age, sex, race, geographic region, presence of M184V/| mutation,
baseline CD4+ T-cell count, and baseline eGFR

e No clinically meaningful differences in CD4+ T-cell count changes were observed between treatment
groups, supporting immunologic stability following switch to ISL/LEN; there were no discontinuations

due to decline in CD4+ T-cell or lymphocyte counts

e Once-weekly oral ISL/LEN was well tolerated, and the incidence of AEs was generally consistent
across subgroups

These results support the potential of ISL/LEN to be the first complete once-weekly

oral single-tablet regimen for PWH

AE, aoverse event, BIFITAF, iciegravinemingisbinatenoiovir sisfenamioe; CDM, cusier of difirentistion 4, GFR, esimated giomerusr Sirstion rate; ISULEN, sisrsvinlenacspauir, PWH, people with HIV; SOC, standand of cae.
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