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Treatment discontinuations through 3 years

Background

The most common reasons for B/F/TAF discontinuation in the overall population were AEs (8%), participant decision (2%) and
investigator’s discretion (2%)

BICSTaR (BlICtegravir Single Tablet Regimen) is an ongoing, multi-country, noninterventional, prospective cohort
study evaluating the effectiveness and safety of bictegravir/emtricitabine/tenofovir alafenamide (B/F/TAF) in clinical
practice in antiretroviral treatment-naive (TN) and antiretroviral treatment-experienced (TE) people living with HIV

Immunological outcomes at 3 years

B/F/TAF demonstrated effectiveness and tolerability after 2 years in a pooled analysis of the large, real-world
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“Population with data available at baseline and 3 years; TSigned rank test (H, median = 0); #Sign test (H, median = 0). Median changes were calculated from the individual participant changes from baseline to 3 years

This interim analysis includes pooled data collected up to August 2022 in 781 participants

AEs through 3 years
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n = the number of participants still in the study on B/F/TAF at the start of the visit window. *The most frequent DRAEs in the total population (n = 781) were weight increase (n = 31; 4%), depression (n = 12; 2%),
fatigue (n = 8; 1%) and nausea (n = 8, 1%). Two TE participants experienced a serious DRAE (depression), which occurred in Months 0—6. There were no serious DRAEs at later timepoints or among TN participants.
A total of 54 participants (7%) discontinued B/F/TAF due to a DRAE. The most common DRAEs leading to B/F/TAF discontinuation were weight increase (n = 19, 2%), depression (n = 7, 1%) and fatigue (n = 6, 1%);
733% of TN participants and 32% of TE participants experienced an AE within the first 3 months of starting B/F/TAF
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Weight change at 3 years
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*Population with weight and BMI data available at baseline and 3 years; 'Sign test (H, median = 0). Median changes were calculated from the individual participant changes from baseline to 3 years

*Participants could complete the main phase either on B/F/TAF or on an alternative antiretroviral treatment regimen following discontinuation of B/F/TAF treatment; TParticipants who were no longer on B/F/TAF
after completing the main phase or who did not consent to the extension phase

Metabolic and renal assessment at 3 years
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BMI, body mass index; c, copies; CD, cluster of differentiation; INSTI, integrase strand transfer inhibitor; NA, not applicable; NNRTI, non-nucleoside reverse transcriptase inhibitor; NRTI, nucleoside reverse transcriptase

inhibitor; PI, protease inhibitor; Q, quartile

Virological effectiveness through 3 years: Overall (M = E and D = F analyses)
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n = number of participants with available viral load data. *Denominator includes those participants discontinuing B/F/TAF prior to the visit window, and in such cases viral load was imputed as = 50 ¢/mL

D = F, discontinuation = failure; M = E, missing = excluded

Virological effectiveness at 3 years: Key populations (M = E analysis)
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Statistical tests were performed to compare subgroups containing > 20 participants. *Data were available at 3 years for three participants with missing race (TN: n = 1; TE: n = 2), all of whom had

HIV-1 RNA < 50 c/mL; TChi-square test (H,: equal proportions in the key groups); *Fisher exact test (H,: equal proportions in the key groups)
NS, not significant
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No treatment-emergent resistance to the components of B/F/TAF was reported through 3 years

Physical and mental health component scores (SF-36: PCS/MCS)*
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Population with data available at baseline and at 3 years. Box plot represents minimum, Q1, median, Q3, and maximum values. *Scores are standardized: > 50 represents better than average function compared with the
U.S. general population; TSigned rank test (H, median = 0)

Conclusions

These real-world data through 3 years continue to support the use of B/F/TAF in TN and
TE people living with HIV
— The rate of virological effectiveness was high, with no treatment-emergent resistance

Significant improvements were seen in immunological outcomes (CD4 cell count and
CD4/CDS8 ratio)

Few DRAEs were identified, the majority of which occurred in the first 6 months
Weight changes were consistent with previous studies in TN and TE populations#>

Significant improvements were observed in HIV-related bothersome symptoms (TN)
and mental health scores (TN and TE)
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