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Background Methods
 Dolutegravir/lamivudine (DTG/3TC) is the second two-drug regimen Data Source: OPERA Cohort Definitions
approved in the US for the treatment of people with HIV (PWH) » Prospectively captured, routine clinical data from electronic health « Baseline: date of the first DTG/3TC prescription)
* On 08Apr2019, the FDA expanded the indication for DTG/3TC to records from 84 clinics in 18 US states/territories * Discontinuation:
include ART-experienced, suppressed individuals « ~12% of people with HIV in US o Switch from DTG/3TC to any other regimen (e.g., stop
« DTG/3TC is indicated for Inclusion Criteria DTG or 3TC, and/or add another core agent or
o PWH without any known substitutions associated with resistance « HIV-1 positive nucleoside reverse transcriptase inhibitor)
to the individual components « >13 yearsold o ART interruption
o PWH without hepatitis B co-infection * Switch to DTG/3TC between 8APR2019 and 30APR2021 * Loss of suppression
« Switched from bictegravir/tenofovir alafenamide/emtricitabine « First VL =50 copies/mL
(BIC/TAF/FTC), DTG/abacavir (ABC)/3TC or DTG+TAF/FTC * First VL >200 copies/mL
Objective » Viral load <50 copies/ml at switch » Confirmed virologic failure: 2 VL > 200 copies/mL or
To describe the real-world experience of virologically « No kr.wown f.nst(?ry of virologic failure or resistance dl.scc?ntlnuatlon after 1 VL > 200 copies/mL
: o Censoring Criteria Statistical Analyses
suppressed, ART experienced adults switching to * Any change in DTG+3TC regimen (add or remove of any antiretroviral) * Incidence rates assessed with univariate Poisson regression
DTG/3TC from one of three commonly prescribed  Lost to follow-up (18 months after last visit, lab, or clinic contact) o Overall
traditional three-drug regimens in the US * Death o Stratified by age, sex and race

e Study end (310CT2021)

Results
Table 1. Population characteristics at ART initiation Figure 1. Incidence rates of DTG/3TC discontinuation, stratified by age, sex and race
N n (%) IR per 100 py (95% ClI)
Overall
N =787 Overall 787 170 (22%) 1747 (15.03-20.30) 2 4

Age, median years (IQR) 44 (53, 55)

Age <50 490 104 (21%) 1702 (14.05-20.63) ==

Ryan White/ADAP program beneficiary, N (o/o) 252 (32) Age ~50 297 66 (220/0) 18 22 (14_32_23_19) _0_

CD4 cell count, median cells/pL (IQR) /38 (569, 932)

History of AIDS, n (%) 149 (19) Male 659 146 (22%) 1789 (15.21-21.04) <

Female 128 24 (19%) 15.26 (10.23-22.77) ——

HBV co-infection, n (%) 19 (2)

Any comorbidity? actively managed in past 12 months, n (%) 422 (54) Black 250 52 (21%) 17.52 (13.35-22.99) —

Prior ART regimen, n (%) Non-Black 537 118 (22%) 1745 (14.57-20.89) -
DTG/ABC/3TC 421 (54) Cl, confidence interval; IR, incidence rate; py, person-years; VL, viral loads ] 10 100
BIC/TAF/FTC 240 (30) IR per 100 py
DTG + TAF/FTC 126 (16) Figure 2. Incidence rates of loss of suppression (first VL >50 copies/mL) among individuals with >1

3TC, lamivudine: ABC, abacavir: BIC, bictegravir: DTG, dolutegravir: FTC, emtricitabine: IQR, interquartile follow-up VL, stratified by age, sex and race

range; TAF, tenofovir alafenamide N n (%) IR per 100 py (95% CI)
@ Autoimmune Disease, Cardiovascular Disease, Invasive Cancers, Endocrine Disorders, Mental Health
Disorders, Liver Disease, Bone Disorders, Peripheral Neuropathy, Renal Disease, Hypertension, Substance

Abuse, COVID-15 Overall 696 118 (17%) 14.02 (11.71-16.79) -&-
Table 2. Duration of follow-up and confirmed virologic failure, stratified by age, sex
and race Age <50 432 72 (17%) 13.79 (10.95-17.38) -
Months of follow-up, . Con.flrm'ed a | Conflrm_ed Age >50 264 46 (1/%) 14.39 (10.7/8-19.21) —O—
N Median (IQR) virologic failures?, virologic failure,
N IR per 100 py (95% ClI)
Male 582 94 (16%) 13.31 (10.88-16.30) ==
Overall 787 13.6 (8.2, 22.3) <5 043 (0.16, 1.00) Female 114 24 (21%) 17.71 (11.87-26 43) —_—
Age < 50 490 13.7 (8.8, 22.2) <5 0.52 (0.17, 2.00)
Black 215 41 (19%) 1642 (12.09-22.30) — =
Age>o0 297 135075, 223) = V.22 {0.04, 200) Non-Black 481 77(16%) 1301 (1040-16.26) -
Male 659 13.6 (8.3, 22.4) <5 0.51 (0.19, 1.00) | | o |
Cl, confidence interval; IR, incidence rate; py, person-years; VL, viral loads 1 10 100
Female 128 13.6 (7.6, 21.3) 0 0 IR per 100 py
Black 250 13.3 (7.9, 21.3) <5 1.07(0.35, 3.00) Figure 3. Incidence rates of loss of suppression (first VL >200 copies/mL) among individuals with >1
Non-Black 537 133 (7.9, 21.3) <5 0.15 (0.02, 1.00) follow-up VL, stratified by age, sex and race
N n (%) IR per 100 py (95% Cl)
Cl, confidence interval; IR, incidence rate; py, person-years
@ Masking of cells with 1 to 5 individuals is required by HIPAA (US federal law to protect sensitive patient
health information) Overall 096 30 (4%) 3.29 (2.50-4./1) ——
Table 3. Reasons for discontinuation® among discontinuers
Age <50 432 22 (5%) 3.89 (2.56-5.90) —_——
Discontinuers Age >50 264 8 (3%) 2.32 (1.16-4.65) —_——
N =1/0
Treatment-related reasons, n (%) Male 582 22 (4%) 2.88 (1.89-4.37) e O
(i.e., detectable VL, adverse diagnosis/side effect, lab 6 (4) Farmale 114 8 (7%) 549 (2 74-10.97) —_——
abnormality), n (%)
Any other reason, n (%) )
(i.e., simplification, access issues, non-adherence, 06 (39) Black els 14 (7% °.15(3.05-8.69) >
therapeutic gap, patient preference, provider preference) Non-Black 481 16 (3%) 2.51 (1.54-4.09) e
None identified, n (%) 101 (59) | | . |
Cl, confidence interval; IR, incidence rate; py, person-year; VL, viral loads 1 10 100
@ Reasons are not mutually exclusive R per 100 py
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