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Introduction
• Once-daily STRs are standard of care for HIV treatment1,2 and are associated with 

improved adherence compared with multitablet regimens3,4

• However, many people with HIV (PWH) take complex antiretroviral treatment (ART) 
regimens because of drug resistance, intolerance, toxicity, drug-drug interactions, or 
contraindications to current STRs1,5-7

• A BIC/LEN STR could help optimize treatment for PWH who are VS on a CR and unable 
to use currently available STRs 
— BIC is a guideline-recommended integrase strand transfer inhibitor (INSTI) with a 

high barrier to resistance1,2,8,9

— LEN is a first-in-class HIV-1 capsid inhibitor, with no expected resistance in PWH with 
no prior exposure to LEN1,10,11

• ARTISTRY-1 (NCT05502341) is an ongoing, randomized, open-label, multicenter, 
active-controlled Phase 2/3 study evaluating the safety and efficacy of switching to 
a BIC/LEN STR in PWH who are VS on a CR 
— In the Phase 2 portion of the study, BIC + LEN was well tolerated and maintained 

virologic suppression through Week 48 in participants switching from a CR, including 
those with baseline resistance12,13

— In the ongoing Phase 3 portion of the study, a BIC 75 mg/LEN 50 mg STR is 
being assessed

ARTISTRY-1

aDue to viral resistance, intolerance, or contraindication to existing STRs. 
bParticipants received an oral loading dose of LEN 600 mg on Days 1 and 2 of treatment. 
cParticipants who switch from a CR in the extension phase will take the oral loading doses of LEN.
ART, antiretroviral therapy; BIC, bictegravir; c, copies; CD4, cluster of differentiation 4; eGFR, estimated glomerular filtration rate; FDA, US Food and Drug Administration; HBV, hepatitis B virus; 
LEN, lenacapavir; NNRTI, non-nucleoside reverse transcriptase inhibitor; NRTI, nucleoside/nucleotide reverse transcriptase inhibitor; PI, protease inhibitor; QD, once daily; STR, single tablet regimen; 
TEAE, treatment-emergent adverse event.

Methods
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Objective
• To describe the baseline demographics and clinical characteristics of participants in the Phase 3 portion of ARTISTRY-1, 

in order to better understand this population with an unmet medical need
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Baseline Demographics and Disease Characteristics

aOr third gender. bData were missing for 34 participants. cLocal regulators did not allow the collection of race information for 36 participants or ethnicity information for 37 participants. dData were missing 
for six participants. eDuration of HIV treatment = (first dose date – start date of the first HIV treatment + 1 day)/365.25. fGrouped terms on narrow search. gCategories are not mutually exclusive. 
ART, antiretroviral therapy; BMI, body mass index; CD4, cluster of differentiation 4; CKD, chronic kidney disease; eGFRCG, estimated glomerular filtration rate by Cockcroft-Gault equation; Q, quartile; 
STR, single tablet regimen.

Results

Total Participants
N = 557

Age, years, median (range) 60 (22-84)
Male sex assigned at birth, n (%) 457 (82)

Gender identity, n (%)
Cisgender / transgender / non-binarya / other / not disclosed 540 (97) / 4 (1) / 1 (< 1) / 3 (1) / 9 (2)

Sexual orientation, n (%)
Heterosexual / gay / lesbian / bisexual / not disclosed 160 (29) / 334 (60) / 0 / 23 (4) / 6 (1)b

Race, n (%)c

White / Black / Asian / Other 384 (69) / 97 (17) / 25 (4) / 15 (3)

Hispanic or Latine ethnicity, n (%)c 122 (22) 
CD4 count, cells/µL, median (Q1, Q3) 612 (456, 809)d

CD4 count > 200 cells/µL, n (%) 534 (96)d

Past medical history of AIDS, n (%) 67 (12)
Duration of HIV treatment, years, median (range)e 28 (3-45)
Number of prior ART regimens, median (range) 7 (2-29)

Reasons for taking a complex regimen, n (%)f

History of resistance / intolerance to components of STRs / contraindication to STRs 450 (81) / 128 (23) / 33 (6)

eGFRCG, mL/min, median (Q1, Q3) 83 (66, 103)
BMI, kg/m2, median (Q1, Q3) 26 (23, 29) 

Comorbidities, n (%)f,g

Dyslipidemia / hypertension / new onset diabetes mellitus or hyperglycemia / CKD 375 (67) / 279 (50) / 324 (58) / 106 (19)

Historical Resistance-Associated Mutations
Participants With RAMs to 
a Given Drug Class, n (%)a Mean Number of RAMsb

NRTIc 374 (85) 4
M184V/I 278 (63)d N/A
TAMse 294 (67) 3
≥ 3 TAMs 209 (48) 4

NNRTIf 292 (67) 2
PIg 226 (53) 3
INSTIh 3 (1)i 1

aAt baseline, there were 439, 433, 430, and 278 participants with historical data for NRTI, NNRTI, PI, and INSTI, respectively; 
these values were used as the denominators for the percentages. bBased on participants with RAMs to the given drug class. 
cNRTI mutations: M41L, K65E/N/R, D67N, T69 insertion, K70E/R, L74I/V, Y115F, Q151M, M184I/V, L210W, T215F/Y, and 
K219E/N/Q/R in RT. dOf these 278 participants, 26 (9%) had HIV with only M184V/I mutation. eTAMs: M41L, D67N, K70R, 
L210W, T215F/Y, and K219E/N/Q/R in RT. fNNRTI mutations: L100I, K101E/P, K103N/S, V106M/A, V108I, E138A/G/K/Q/R, 
V179L, Y181C/I/V, Y188C/H/L, G190A/Q/S, H221Y, P225H, F227C/L, and M230L/I in RT. gPI mutations: D30N, V32I, M46I/L, 
I47V/A, G48V, I50V/L, I54M/L/V, Q58E, T74P, L76V, V82A/F/L/S/T, N83D, I84V, N88S, and L90M in protease. hINSTI
mutations:T66I/A/K, E92Q/G/V, G118R, F121C/Y, G140R, Y143R/H/C, S147G, Q148H/K/R, N155H/S, and R263K in 
integrase. iThese participants had mutations potentially related to BIC resistance (Y143H and Q148H [n = 1]; T66I [n = 1]; and 
Q148K [n = 1]), which constituted a protocol deviation. All three were inadvertently enrolled with INSTI mutations in historical
genotypes not available at screening, and all of them maintained virologic suppression through Week 48.
BIC, bictegravir; INSTI, integrase strand transfer inhibitor; N/A, not applicable; NNRTI, non-nucleoside reverse transcriptase 
inhibitor; NRTI, nucleoside/nucleotide reverse transcriptase inhibitor; PI, protease inhibitor; RAM, resistance-associated 
mutation; RT, reverse transcriptase; TAM, thymidine analog mutation.

aCan contain PI.
EI, entry inhibitor; INSTI, integrase strand transfer inhibitor; NNRTI, non-nucleoside reverse transcriptase inhibitor; NRTI, nucleoside/nucleotide reverse transcriptase inhibitor; PI, protease inhibitor.

Diversity of Complex ART Regimens at Baseline

77% of participants were on a PI, and of 
those, 92% were receiving a PI + INSTI 
(including with NRTI, or NNRTI [± NRTIs] 
or EI [± NRTIs])

Othera

Study Design of the Phase 3 Portion of ARTISTRY-1

2:1 BIC/LEN STR QD 
(75 mg/50 mg)

Optional Phase 3
extensioncn = 370

n = 187

Endpoints at Week 48:

• Primary endpoint: Proportion of participants with HIV-1 
RNA ≥ 50 c/mL (by US FDA-defined Snapshot algorithm)

• Secondary endpoints: 
— Proportion of participants with HIV-1 RNA < 50 c/mL 
— Change from baseline in CD4 cell count
— Proportion of participants with TEAEs through 

Week 48

A complex regimen was defined as:

• A regimen containing a boosted PI or NNRTI plus 
≥ 1 other third agent from a class other than NRTI, or

• A regimen of ≥ 2 pills/day, or a regimen requiring 
dosing more than QD, or

• A regimen containing parenteral agent(s) (excluding 
a complete long-acting injectable regimen) as well 
as oral agents

Primary
endpoint

at Week 48

End of
randomized 
treatmentWeek 0

Continued on stable
complex ART regimen

BIC/LEN STR QDb

(75 mg/50 mg)

Adults ≥ 18 years of age on a complex 
ART regimena

• HIV-1 RNA < 50 c/mL on stable complex 
baseline regimen for ≥ 6 months prior 
to screening

• No prior exposure to LEN or resistance 
to BIC

• No history of chronic HBV infection
• eGFR ≥ 15 mL/min; not on renal 

replacement therapy
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Recruitment by Country 

Argentina
n = 44 (8%)

Australia
n = 37 (7%)

Italy
n = 36 (6%)

Taiwan
n = 9 (2%)

South Korea
n = 4 (1%)

Puerto Rico
n = 3 (1%)

USA
n = 204 (37%)

France
n = 34 (6%)

Spain
n = 39 (7%)

Germany
n = 47 (8%)

Dominican Republic
n = 2 (< 1%)

UK
n = 28 (5%)

South Africa
n = 6 (1%)

Japan
n = 3 (1%)

Canada
n = 61 (11%)

Proportion of Participants by Number of Pills/Day at Baseline
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• ARTISTRY-1 (NCT05502341) is an ongoing, randomized, open-label, multicenter, active-controlled Phase 2/3 study

For information on baseline individual 
antiretroviral drugs and drug-drug 
interactions in the P3 ARTISTRY-1 
population, and a PDF version of this 
poster, please scan the QR code

• At baseline, ARTISTRY-1 Phase 3 study participants, who were 
virologically suppressed (VS) on a complex regimen (CR), were 
predominantly > 50 years of age with:
— A high rate of comorbidities
— Extensive HIV treatment experience
— Mutations associated with resistance to multiple antiretroviral 

drug classes
• Participants had a high pill burden, and more than three-quarters 

were on a protease inhibitor (PI)-containing regimen 
• This population could benefit from treatment optimization by switching 

to a bictegravir/lenacapavir (BIC/LEN) single tablet regimen (STR)

Conclusions

Plain Language Summary
Some people with HIV need to take several tablets each day for their HIV 
because existing single tablet treatments either don’t work for them or 
cause side effects

— Taking several tablets a day for the same disease is called a 
“complex regimen” 

• The ARTISTRY-1 study is testing if two HIV medicines, bictegravir
(BIC) and lenacapavir (LEN) taken together are effective and safe for 
people with HIV who switch from a complex HIV regimen
— In the first part of the study, researchers found that taking BIC and 

LEN as separate tablets for 48 weeks effectively controlled HIV 
and didn’t cause many side effects

— In the second part of the study, researchers are checking if a single 
tablet containing both BIC and LEN, taken once a day, will work as 
well as taking a complex regimen 

• At the start of the second part of the study, researchers found that 
people who took complex regimens typically:
— Were older than 50 years of age
— Had other medical conditions such as high cholesterol, high blood 

pressure, or diabetes
— Had taken HIV treatment for many years 
— Had genetic changes in the virus that stop other HIV medicines from 

working properly
— Took several tablets a day, with many taking tablets twice a day

• People with HIV who are like people in this study may benefit from 
switching to a single daily tablet containing both BIC and LEN

Total Participants
N = 557

Number of pills/day at baseline, median (range) 3 (2-11)

Number of ARVs at baseline, median (range) 3 (2-6)

Twice-daily dosing of ARVs at baseline, n (%) 218 (39)

Multiple reported ARTs were counted only once per participant for each drug name and each drug class.
aART use at baseline was defined as: the ARTs taken on or up to 14 days prior to Day 1 for participants randomized to 
BIC/LEN; ARTs taken on Day 1 for participants randomized to continue on stable complex ART regimen.
ART, antiretroviral therapy; ARV, antiretroviral.

Complexity of ART Regimens at Baselinea
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