Demographic and Clinical Characteristics of Phase 3 Participants in ARTISTRY-1, an Open-Label Study Comparing
a Bictegravir/Lenacapavir Single Tablet Regimen With Complex Antiretroviral Therapy Regimens
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At baseline, ARTISTRY-1 Phase 3 study participants, who were in order to better understand this population with an unmet medical need

virologically suppressed (VS) on a complex regimen (CR), were
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predominantly > 50 years of age with:
— A high rate of comorbidities

— Extensive HIV treatment experience + ARTISTRY-1 (NCT05502341) is an ongoing, open-label, ti trolled Phase 2/3 study —
outh Korea
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were on a protease inhibitor (Pl)-containing regimen Primary End of
endpoint  randomized
« This population could benefit from treatment optimization by switching Week 0 atWeek48  treatment
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9 Optional Phase 3 , 4 n=6(1%)
i + HIV-1 RNA <50 ¢/mL on stable complex BIC/LEN STR QD® extension®
Plaln Lang uage Summary baseline regimen for = 6 months prior (75 mg/50 mg) Argentina s
to screening BIC/LEN STR QD n =44 (8%) n =37 (7%)
. . . 75 mg/50
Some people with HIV need to take several tablets each day for their HIV “;"B‘:g"'e"""s“'e BESIEAEEEERED Continued on stable (75 mgls0 ma)
because existing single tablet treatments either don’t work for them or + No history of chronic HBV infection complex ART regimen

cause side effects

€GFR > 15 mL/min; not on renal Historical Resistance-Associated Mutations
— Taking several tablets a day for the same disease is called a Eplacement tieteey)

“complex regimen” RAl iy Mean Number of RAMs®
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In the first part of the study, researchers fou!wd that taking BIC and o AT ENERAE R T Secondary endpoints: i R
LEN as separate tablets for 48 weeks effectively controlled HIV dosing more than QD, or —  Proportion of participants with HIV-1 RNA < 50 c/mL NNRTI 292 (67) 2 QuiBKin= 1 H  itiors I st
and didn't cause many side effects + A regimen containing parentaral agent(s) (excluding —  Change from baseline in CD4 cell count PIs 226 (53) 3 foraprd sttt ’ ook
S -acting i i — i INSTI 30y T innibtor; AT i
— In the second part of the study, researchers are checking if a single :::gf':g‘:r:f:g ecingliniectabieiainen) kel ropertion of partcipants with TEAESs through ay Tdaton; BT T
tablet containing both BIC and LEN, taken once a day, will work as
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- Atthe start of the second part of the study, researchers found that *Participantsrecaived an ora loading dose of LEN 6001mg on Days 1 and 2 of reatren.
people who took complex regimens typically: AT ol orapy 1, g copan oo ;FOA Us o g st 1B Total Participants
jt ) once caly:
treatment-emergent adverse event N =557 Number of pills/d:
— Were older than 50 years of age TEAE, vreatmentemergert & t lumber of pillsiday
— Had other medical conditions such as high cholesterol, high blood Number of pills/day at baseline, median (range) 31 u
prossure, or diavetes _ e L e e =5
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— Had taken HIV treatment for many years Twice-daily dosing of ARVs at baseline, n (%) 218 (39) |
s ‘each drug name. 5
— Had genetic changes in the virus that stop other HIV medicines from Baseline Demographics and Disease Characteristics biipdrrmiont Tononr 1 14 doya 1 o 26
i | BICILEN: ARTs aken an Day 1 for paricpants randomzsd t contnue o sabl compex ART regnen,
working properly ART, antielroviraltherapy; ARV, antirelroviral.

— Took several tablets a day, with many taking tablets twice a day To!al’l"aﬂslg;liams

People with HIV who are like people in this study may benefit from

switching to a single daily tablet containing both BIC and LEN Age, years, median (range) 60 (22-84)

Male sex assigned at birth, n (%) 457 (82)

Diversity of Complex ART Regimens at Baseline

Gender identity, n (%)
Cisgender / transgender / non-binary® / other / not disclosed 540 (97) 14 (1)1 (<1)/3(1)/9 (2)

Other:

| duction

Sexual orientation, n
Heterosexual /gay / lesbian / bisexual / not disclosed 160 (29) /334 (60) /0 /23 (4) /6 (1)° INSTI + El + NNRTI (£ NRTIs)

For information on baseline individual

- Once-daily STRs are standard of care for HIV treatment'2 and are with ST+ Bl NRTI mtistrovis drs and
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+ However, many people with HIV (PWH) take complex antiretroviral treatment (ART) __White/ Black ] Asian | Other (69197 (17)/ 25 (4) 115 (3) PI+INSTI i
regimens because of drug resistance, intolerance, toxicity, drug-drug i i or Hispanic or Latine ethnicity, n (%)° 122 (22)
contraindications to current STRs"57 CD4 count, cells/uL, median (a1, Q3) 612 (436, 809)°

+ ABICILEN STR could help optimize treatment for PWH who are VS on a CR and unable CD4 count > 200 cells/uL, n (%) 534 (96)° INSTI + NNRTI (2 NRTIs) , -

y sullable STRS 2 77% of participants were on a Pl, and of
to use currently avail Past medical history of AIDS, n (%) 67 (12) those, 92% were receiving a Pl + INSTI
— BICs a guideline-recommended itegrase strand transfer nhibitor (INST) with a Duration of HIV treatment, years, median (range)® 28 (345 (including with NRT, or NNRTI (= NRTIs]
high barrier to resistance’ Number of prior ART regimens, median (range) 7 (2:29) or El [+ NRTIs])

— LEN is afirstin-class HIV-1 capsid inhibitor, with no expected resistance in PWH with
no prior exposure to LEN

Reasons for taking a complex regimen, n (%)" PI+ NNRTI (£ NRTIs)

History of resistance / intolerance to components of STRs / contraindication to STRs 450 (81) /128 (23) / 33 (6)
- ARTISTRY-1 (NCT05502341) is an ongoing, Iabel, T e T
active-controlled Phase 2/3 study evaluating the safety and efficacy of switching to ©GFRgg, ml/min, median (Q1, Q3) (66, 103)
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virologic suppression through Week 48 in participants switching from a CR, including Dyslipidemia / hypertension / new onset diabetes melltus or hyperglycemia / CKD 375 (67) / 279 (50) / 324 (58) / 106 (19) Pl + INSTI + NNRTI (£ NRTIs) PI+ INSTI + NRTI
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