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Abstract

Objective: To evaluate the efficacy and safety of 96 weeks_ of bicteégravis/emtricitabine/tenofovir
alafenamide (B/F/TAF) treatment in participants switching from dolutégravir (DTG)-based therapy.

Design: Studies 1489 (NCT02607930) and 1490 (NCT02607956) were phase 3 randomized, double-
blind, active-controlled, first-line therapy trialsdn people with HIV-1. After 144 weeks of DTG-
based or B/F/TAF treatment, participants could enter a 96-week open-label extension (OLE) of
B/F/TAF.

Methods: A pooled analysis evaluated viral suppression (HIV-1 RNA <50 copies/mL) and changes
in CD4+ cell count at OLE Weeks 48 and, 965 treatment-emergent resistance, safety and tolerability
after switch from a DTG-based regimén to B/F/TAF. Outcomes by prior treatment were summarized
using descriptive statistics and cempared by two-sided Wilcoxon rank sum test.

Results: At OLE Week 964participants who switched to B/F/TAF (N=519) maintained high levels
of virologic suppression (99.5% and 99.1% in those switching from DTG/abacavir/lamivudine and
DTG+F/TAF, respectively) and CD4+ cell count, with no treatment-emergent resistance to B/F/TAF.
Twenty-one participants experienced drug-related adverse events (AEs) after switching, with
diarrhea, weight gain and headache occurring most commonly. There were no cases of proximal
renal tubulopathy, drug-related Grade 4 AEs or serious AEs. Two participants discontinued B/F/TAF
due to treatment-related AEs. Participants who switched from DTG/abacavir/lamivudine experienced
statistically significant greater weight gain than those who switched from DTG+F/TAF; however,
median weight change from the blinded phase baseline to OLE Week 96 was numerically similar
across treatment groups.

Conclusions: This medium-term analysis demonstrates the safety and efficacy of switching to
B/F/TAF from a DTG-containing regimen in people with HIV-1.
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Introduction

The number of people with HIV accessing antiretroviral therapy (ART) is increasing, from 7.8
million in 2010 to 28.7 million in 2021 [1]. Furthermore, increased longevity on HIV therapy means
that people will require decades of ART. Managing emerging comorbidities and drug interactions as
people age on ART is an increasing challenge [2, 3]. Simplification of treatment regimens and
treatment switches to optimize care may be needed [2-4].There are many different reasons why a
provider or patient may want or need to switch their ART regimen. Evaluating medium- and long-
term clinical trial outcomes, where available, can guide decisions on optimal treatment options for
specific subpopulations.

Bictegravir/emtricitabine/tenofovir alafenamide (B/F/TAF) is a three-drug, fixed-dose, single-tablet
regimen containing an integrase strand transfer inhibitor, bictegravir, and twomucleoside reverse
transcriptase inhibitors, emtricitabine and TAF. Clinical trial#esults’have shown that B/F/TAF is
highly effective and well-tolerated in adults [5-10]. Thereds also growinig evidence supporting the
use of B/F/TAF in routine clinical practice [11-13].

B/F/TAF (50/200/25 mg) is approved for adults4n many countries around the world [14, 15] and is
recommended in international HIV guidelings in high-income countries, both as first-line and as a
switch regimen for those with virological suppzession [2-4].

Study 1489 and Study 1490 are randomized, double-blinded, phase 3 clinical trials that evaluated the
long-term efficacy and safety ofeitherdolutegravir (DTG)-based treatment or B/F/TAF over 144
weeks [7, 16, 17]. Here, we report the efficacy and safety of 96 weeks of B/F/TAF treatment in
participants who switched from\DTG-based therapy on completion of the blinded phase at 144
weeks.

Methods
Study design and participants

Studies 1489 (GS-US-380-1489, NCT02607930) and 1490 (GS-US-380-1490, NCT02607956) were
phase 3, randomized, double-blind, multicenter, active-controlled studies. Study 1489 was conducted
in Europe, Latin America, and North America; Study 1490 in Australia, Europe, Latin America and
North America [7, 16, 17]. Detailed methods for these studies and eligibility criteria were described
previously [16, 17].

In short, participants with plasma HIV-1 RNA levels >500 copies/mL and no more than 10 days of
prior ART were randomized 1:1 in Study 1489 to receive first-line therapy with B/F/TAF (n=316) or
DTG/abacavir/lamivudine (DTG/ABC/3TC; n=315) and in Study 1490 to receive first-line therapy
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with B/F/TAF (n=327) or DTG+F/TAF (n=330) in a double-blinded fashion. Participants with
chronic hepatitis B virus (HBV) infection or who were HLA-B*5701 positive at screening were
excluded from Study 1489; participants with acute hepatitis within 30 days prior to study entry were
excluded from both studies.

Both studies were conducted in accordance with the Declaration of Helsinki, with the understanding
and the informed written consent of each participant. Site-specific independent ethics committees
approved the protocols.

Study endpoints and assessments

The primary endpoints of both studies were published previously [16, 17]. The open-label extension
(OLE) endpoints in both studies included the following secondary endpoints: the proportion of
participants who achieved HIV-1 RNA <50 copies/mL at OLE Weeks 48 and 96, as defined by
missing = excluded (M=E) and missing = failure (M=F) analyses; and changes from B/F/TAF start
in CD4+ cell count at OLE Weeks 48 and 96. Other endpoints included treatment-emergent
resistance, safety (including change in weight) and treatment discontinuations.

In the OLE phase, efficacy and safety were assessed at Weeks12 and subsequently every 12 weeks
for at least 96 weeks. Safety was assessed by physical examination (ineluding vital signs
measurements and weight), laboratory tests, and review,of concomitant medications and adverse
events (AEs; coded using the Medical Dictionary for Regulatory Activities version 24.0). AEs and
laboratory abnormalities were graded accordingsto the Gilead Sciences, Inc (GSI) Grading Scale for
Severity of Adverse Events and Laboratory Abnormalities (version 01 April 2015). Laboratory tests
included measurement of plasma HIV-1 RNAy €D4+ ¢ell counts, hematological analyses (chemistry
profile, metabolic assessments [fasting glucose andlipid parameters], estimated glomerular filtration
rate [eGFR]) and urine sample analysis. The Cockcroft-Gault formula was used to calculate eGFR
[18].

Participants with HIV-1 RNA 2200 copies/mL at the last on-treatment visit or at the visit following
HIV-1 >50 copies/mL (confirmed virologic failure) without resuppression of HIV-1 RNA to <50
copies/mL while on treatment were assessed for genotypic and phenotypic resistance. Resistance
testing methods and a list of surveillance resistance-associated mutations have been published
previously [19].

Statistical analysis

Demographic and baseline characteristics were summarized using standard descriptive methods,
including sample size, mean, standard deviation, median, quartile (Q) 1 and Q3, minimum and
maximum for continuous variables, and frequency and percentages for categorical variables. The
proportion of participants who achieved HIV-1 RNA <50 copies/mL was defined by M=E and M=F
algorithms and summarized together with 95% confidence intervals (Cls) calculated using the
Clopper—Pearson exact method. The changes from B/F/TAF start in CD4+ cell count, safety data and
other outcomes were summarized by prior treatment using descriptive statistics. Changes in weight
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were summarized by prior treatment as absolute change from B/F/TAF start and as an annual change.
A two-sided Wilcoxon rank sum test was used to compare groups.

Results
Demographics and clinical characteristics at the time of B/F/TAF start

Overall, 519/534 (97.2%) participants who completed 144 weeks of DTG-based ART were switched
to B/F/TAF and included in this analysis: 254/260 participants from Study 1489 and 265/274
participants from Study 1490. In total, 457/519 (88.1%) participants completed Week 240 (OLE
Week 96); 221/254 (87.0%) participants from Study 1489 and 236/265 (89.1%) from Study 1490
(Figure 1). Demographics and clinical characteristics for participants at the time of B/F/TAF start
are shown in Table 1. Participants in OLE of both studies were predominantly male (88.6% in Study
1489 and 90.2% in Study 1490). The median age at time of B/F/TAF initiation was 36 years in Study
1489 and 38 years in Study 1490. In both studies, approximately one-thirdsof participants who
switched to B/F/TAF were Black and over one-fifth were Hispanic/Latinx. The ' median CD4 count at
the time of B/F/TAF start was 766 cells/uL in Study 1489 and 730.¢ells/pk in Study 1490.

Efficacy

At Week 240 (OLE Week 96), rates of virologic suppression were similar among participants who
switched from DTG-based regimens and those initially randomized to B/F/TAF (Figure 2). In the
M=E analysis, participants who switched to B/E/TAE from DTG/ABC/3TC or DTG+F/TAF
maintained high levels of virologic suppression (HLV RNA <50 copies/mL) until OLE Week 96
(Figure 2a). At OLE Week 96, virologic suppression rates were 99.5% (95% CI, 97.5-100.0; M=E;
217/218 participants) in those who switched from DTG/ABC/3TC and 99.1% (95% CI, 96.9-99.9;
M=E; 232/234 participants) in those who switched from DTG+F/TAF. In the M=F analysis, rate of
virologic suppression at OLE Week 96'in participants who switched from DTG/ABC/3TC to
B/F/TAF was 85.4% (95% CI, 80.5-89.5; 217/254 participants) and for those switching from
DTG+F/TAF, it was 87.5% (95% Cl,.83.0-91.3; 232/265 participants) (Figure 2b).

At OLE Week 96, data were missing for 36/254 (14.2%) participants who switched from
DTG/ABC/3TC and 31/265,(11.7%) participants who switched from DTG+F/TAF. Two (0.6%)
participants receiving blinded DTG/ABC/3TC had HIV-1 RNA >200 copies/mL at the time of
switch, both of whom had a M184V substitution and resuppressed on B/F/TAF (Supplementary
Figure 1, http://links.lww.com/QAD/D123). In total, 3/254 (1.2%) participants who switched from
DTG/ABC/3TC met criteria for resistance testing during the OLE phase (one participant at OLE
Week 36 and one participant at OLE Week 72, both of whom also met the criteria for resistance
testing during the blinded treatment phase; and one participant at OLE Week 96) and 1/265 (0.4%)
who switched from DTG+F/TAF met criteria for resistance testing (at OLE Weeks 12 and 24; also
met criteria during blinded treatment phase). None of these participants developed treatment-
emergent resistance during the OLE.
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Immunological outcomes

In participants who switched to B/F/TAF from DTG/ABC/3TC, the median (Q1, Q3) changes in
CD4 cell count from B/F/TAF start to OLE Week 48 and OLE Week 96 were -6 (-113, 104; n=212)
cells/uL and -6 (-116, 82; n=204) cells/uL, respectively. In those who switched to B/F/TAF from
DTG+F/TAF, the median changes (Q1, Q3) in CD4 count were +14 (-83, 117; n=223) cells/uL and
+3 (91, 110; n=225) cells/uL, respectively.

Safety and tolerability

Overall, 214/254 (84.3%) of participants who switched from DTG/ABC/3TC and 215/265 (81.1%)
of those who switched from DTG+F/TAF experienced AEs by OLE Week 96 (Table 2). Drug-
related AEs were experienced by 13/254 (5.1%) participants who switched from DTG/ABC/3TC and
8/265 (3.0%) participants who switched from DTG+F/TAF. The most common drug-related AEs in
the OLE were diarrhea (3/519 [0.6%] of participants), weight gain (3/51940:6%] of participants) and
headache (2/519 [0.4%] of participants). The incidence of nausea and diarrhea declined numerically
after switching from a DTG-based regimen to B/F/TAF in the OLE{(Supplementary Figure 2,
http://links.lww.com/QAD/D123). Drug-related nausea and diagthea were reported in 1/254 (0.4%)
and 2/254 (0.8%) participants, respectively, who switched toB/F/TAF from DTG/ABC/3TC (no
incidence of drug-related nausea or diarrhea from OLE Weck.8 to 96'in evaluable participants). In
participants who switched from DTG+F/TAF, no drug=related nausea or diarrhea were reported in
evaluable participants during the OLE.

No drug-related Grade 4 AEs or serious AEsfwereaeported. There was one Grade 3 AE that was
designated by the investigator as study drug-related. The investigator deemed existing diabetes
mellitus in one participant (first reported during the’blinded phase while on DTG+F/TAF) to have
worsened on Day 1 after switching to B/F/TAE. The event (worsening of diabetes without
accompanied excessive weightgain) resolved within 15 weeks and did not result in study
discontinuation. None of the participants who switched to B/F/TAF experienced drug-related
cardiovascular events after the switch{Supplementary Table 1, http://links.lww.com/QAD/D123).
Hypertension was reported mnk2/254 (4.7%) and 11/265 (4.2%) participants, who switched to
B/F/TAF from DTG/ABC/3TC and DTG+F/TAF, respectively. No new-onset HBV infections were
reported in participants on B/F/TAF.

In total, of 519 participants across both studies, 23 (4%) participants initiated anti-hypertension
medication, 17 (3%) participants initiated lipid-lowering agents and 7 (1%) initiated anti-diabetes
agents during OLE.

Median eGFR changes were negligible in participants receiving B/F/TAF during the OLE
(Supplementary Figure 3, http://links.lww.com/QAD/D123), with no reported cases of proximal
renal tubulopathy.
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Discontinuations

Across both studies, 2/519 participants (0.4%) experienced a drug-related AE that led to
discontinuation of the study drug after switching (weight gain and obesity, respectively); both
switched from DTG/ABC/3TC (Table 2). Other reasons for discontinuation included participant’s
decision (n=30), loss to follow-up (n=16), investigator’s discretion (n=7), protocol violation (n=1),
lack of efficacy (n=1) and pregnancy (n=1) (Figure 1). There were no discontinuations due to renal
AEs. In total, five deaths occurred during the OLE, two in participants who switched from
DTG/ABC/3TC (one due to seizures and one of unknown cause in a participant with known
cardiovascular disease and risk factors) and three in participants who switched from DTG+F/TAF
(one due to malignant neoplasm of urinary bladder and two of unknown cause, including one in a
participant with known cardiovascular disease and risk factors and one in participant with no history
of cardiovascular disease or risk factors). None of the participants who died had emergent
hypertension, emergent diabetes, or initiated statins after the switch to B/F/TAF.

Laboratory abnormalities

Overall, 76/519 (15%) participants (34/254 [13%] of those who&witched from DTG/ABC/3TC and
42/265 [16%] of those who switched from DTG+F/TAF) experienced any'Grade 3 or 4 laboratory
abnormality (Supplementary Table 2, http:/links.lww.com/QAD/D123). The most common
treatment-emergent Grade 3 or 4 laboratory abnormalities in participants who switched from
DTG/ABC/3TC were increased creatine kinase (9/252 [4%] of participants), increased amylase and
increased aspartate aminotransferase (5/252 [2%] of participants each); none were associated with
clinical symptoms of pancreatitis. In those who switched\from DTG+F/TAF, the most common
laboratory abnormalities were increased creatine kinase (7/264 [3%] of participants), non-fasting
hyperglycemia (5/143 [3%] of participants), increased fasting low-density lipoprotein (8/257 [3%] of
participants) and glycosuria (9/264 [3%] of participants, all with concomitant hyperglycemia).

Minor changes in lipids were (@bserved among participants who switched to B/F/TAF
(Supplementary Figure 4, http://links Jww.com/QAD/D123). Median (95% CI) change from Week
144 (OLE Week 0) in fastingitetal cholesterol-to-high-density lipoprotein (HDL) ratio at Week 240
(OLE Week 94) was 0.1 (=0.3, 0.5) in those who switched from DTG/ABC/3TC and 0.1 (-0.4, 0.5) in
participants who switched from DTG+F/TAF.

Changes in weight

At Week 144 (OLE Week 0), significantly smaller median weight changes from baseline were
observed with DTG/ABC/3TC than with DTG+F/TAF: +3.5 kg versus +5.0 kg (P=0.025) (Figure
3). Between Weeks 144 and 240 (OLE Weeks 0 and 96), participants who switched from
DTG/ABC/3TC had greater weight changes than those who switched from DTG+F/TAF. Median
(Q1, Q3) at Week 240 (OLE Week 96) was +2.4 (-0.4, +5.6) kg versus +1.3 (-1.9, +5.0) kg
(P=0.007), respectively. Cumulative median (Q1, Q3) weight changes at Week 240 (OLE Week 96)
from baseline in the blinded phase were numerically similar for all treatment groups: 6.8 (1.6, 11.1)
kg in those who switched from DTG/ABC/3TC; 5.4 (1.4, 11.3) kg in those who switched from
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DTF+F/TAF; 6.1 (2.0, 11.1) kg in those originally randomized to B/F/TAF in Study 1489; and 6.1
(2.3, 12.6) kg in those originally randomized to B/F/TAF in Study 1490.

Discussion

During the blinded phase of studies 1489 and 1490, B/F/TAF demonstrated noninferior efficacy and
safety to DTG/ABC/3TC or DTG+F/TAF in people on first-line ART over 144 weeks [6, 9, 17]. The
OLE phase of these studies evaluated the impact of switching from DTG-based treatment to
B/F/TAF at the end of the 144-week blinded treatment phase. In the OLE phase we saw consistent
efficacy and safety results after 96 weeks of B/F/TAF treatment in participants who had initially
been randomized to DTG-based treatment.

During the follow-up, adults who switched from DTG-based treatment to B/FTAF in studies 1489
and 1490 maintained high rates of virologic suppression with no treatment-emergent resistance to
B/F/TAF during 96 weeks of treatment [10]. Two participants with M184Vshad HIV-1 RNA >200
copies/mL at the time of switching from DTG/ABC/3TC. Both participants subsequently had
sustained resuppression on B/F/TAF. Consistent with findings seendin other clinical trials [15], there
were no cases of treatment-emergent resistance with B/F/TAF. These data confirm and extend the
previous 144- and 240-week follow-up results of B/F/TAF in‘the blinded.and open-label phases,
respectively [6, 10], and 48-week follow-up results of B/E/TAF switchifrom DTG/ABC/3TC [5].

Safety in the OLE phase was consistent with the known profile of B/F/TAF [6, 8-11, 15, 17], and
tolerability was reflected by few discontinuations. Outside of a clinical trial setting, results from a
large observational cohort have demonstrated maintenanee of virologic control and no new or
unexpected safety findings after switching to'B/F/TAEfrom other regimens in people with HIV in
routine clinical care [13].

The two most common AEs with'DTG-basedregimens in the blinded phase of studies 1489 and
1490 were nausea and diarrhea [6, 16]¢However, consistent with previous reports [7, 16, 20], the
incidence and prevalence of nausea and diarrhea improved after switching to B/F/TAF, possibly due
to better gastrointestinal tolerability of TAF than ABC in Study 1489 [21, 22]. The median lipid
changes were small and the/impact of the switch to B/F/TAF on total cholesterol-to-HDL ratio was
minimal, similar to those observed during the 240-week follow-up in participants initially
randomized to receive B/F/TAF [10]. Subsequently, the number of participants who initiated lipid-
lowering agents, anti-hypertensives and anti-diabetic agents after the switch was also small. No cases
of proximal renal tubulopathy and no discontinuations due to renal AEs were observed in
participants receiving B/F/TAF, providing further evidence of the renal safety profile of B/F/TAF.

During the first 144 weeks (blinded phase) of the study, participants on DTG/ABC/3TC had lower
weight gain than those who were on DTG+F/TAF (3.5 kg versus 5.0 kg; P=0.025). This observation
is consistent with a previously reported differential effect of ABC and TAF on weight [22, 23].
Between Week 144 (OLE Week 0) and Week 240 (OLE Week 96), significantly greater weight
increases were observed in participants who switched to B/F/TAF from DTG/ABC/3TC (2.4 kg)
compared with those who switched from DTG+F/TAF (1.3 kg), suggesting that the differential effect
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of ABC versus TAF on weight gain is reversed on switching to B/F/TAF. The mechanism underlying
this effect is unknown. Cumulative weight changes from blinded phase baseline at Week 240 (OLE
Week 96) were similar across all treatment groups.

Although one case of new-onset HBV infection was reported in the DTG/ABC/3TC group during the
blinded phase, no cases were reported in participants on B/F/TAF, consistent with the prophylactic
activity of TAF against HBV [4].

This study has several limitations. While the first 144 weeks of studies 1489 and 1490 were blinded,
the data presented here are based on an optional OLE of those studies. This open-label design may
have introduced some bias into the study results. Although a 96-week treatment period allows us to
monitor medium-term efficacy and safety, we cannot exclude the possibility of AEs or complications
that can only be detected with longer follow-up. However, the efficacy and safety results were
consistent with outcomes during the first 144 weeks [10]. The timing of the switch was protocol-
defined in this study, so it may not reflect how people chose to switch regimens in real life. A
proportion of data was also missing for some participants, and some of the follow-up visits did not
take place because of the COVID-19 pandemic; however, similar rates of discontinuation were
observed in other antiretroviral studies conducted during this time period [24,25]. In our study, the
most common reasons for discontinuation were participant décision, loss4o follow-up and
investigator’s decision; there was also a very low percentage of participants who discontinued due to
an AE (2% in those who switched from DTG/ABC/3T€30% inthose who switched from
DTG+F/TAF). However, M=E and M=F analysesf viral suppression should sufficiently account
for any missing data. Descriptive statistics were used for most outcomes.

Conclusion

Participants in studies 1489 and 1490 who switched to B/F/TAF from a DTG-containing regimen
maintained high rates of virologic suppressien, with no emergent resistance. The treatment was well-
tolerated and there were no new safety signals reported during medium-term B/F/TAF treatment.
These results provide further medium-<term evidence of B/F/TAF safety and efficacy in people with
HIV who switch from a'DTGz=based therapy.
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Figure 1. Participant disposition from baseline to Week 240 (OLE Week 96)

*Two participants randomized and not treated; Seven participants randomized and not treated; ‘Five

participants randomized and not treated.

AE, adverse event; B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; D/C, discontinuation;
DTG/ABC/3TC, dolutegravir/abacavir/lamivudine; DTG+F/TAF, dolutegravir plus emtricitabine
and tenofovir alafenamide; OLE, open-label extension.

Study 1489 randomised: N=631
|

BIFITAF: n=314*

DTG/ABC/3TC: n=315

55 (18%)

55 (17%)

Treated
D/C prior to Week 144, n (%)

Completed Week 144

Study 1490 randomised: N=657
|

B/FITAF: n=3201
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n=254
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13 Participant decision 17
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1 Lack of efficacy 0
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Completed Week 240

DTG+F/TAF: n=325¢

51 (16%)
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Figure 2. Proportion of participants with HIV-1 RNA <50 copies/mL to OLE Week 96. (A)
M=E analysis and (B) M=F analysis

HIV-1 RNA data were missing at Week 240 (Week 96 of the OLE) for three participants who
switched to B/F/TAF in Study 1489 and two participants who switched to B/F/TAF in Study 1490.
Bold numbers display M=E results for participants who switched to B/F/TAF from DTG-based
regimens. *For participants who switched to B/F/TAF from DTG-based regimens, ‘weeks on
B/F/TAF’ indicates the time since the start of the OLE; for participants who remained on B/F/TAF
throughout the blinded and OLE phases, ‘weeks on BF/F/TAF’ indicates the time since the start of
the blinded phase.

B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; DTG/ABC/3TC,
dolutegravir/abacavir/lamivudine; DTG+F/TAF, dolutegravir plus emtricitabine and tenofovir
alafenamide; M=E, missing = excluded; M=F, missing = failure; OLE, open-label extension.
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Figure 3. Weight changes from baseline through Week 240 (OLE 96).

Numbers plotted indicate median cumulative weight changes from baseline at each time point and
numbers in the table show median weight changes for the time periods specified. *P value for
comparison of median weight change in the DTG/ABC/3TC switch to B/FTAF group versus the
DTG+F/TAF switch to B/F/TAF group.

B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; DTG/ABC/3TC,
dolutegravir/abacavir/lamivudine; DTG+F/TAF, dolutegravir plus emtricitabine and tenofovir
alafenamide; OLE, open-label extension.
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Table 1. Demographics and disease characteristics at the time of B/F/TAF start*-'

Study 1489 Study 1490
DTG/ABC/3TC switch | DTG+F/TAF switch to
to B/F/TAF (N=254) B/F/TAF (N=265)
Age, median (Q1, Q3), years 36 (30, 45) 38 (30, 48)
Sex at birth, n (%)
Male 225 (88.6) 239 (90.2)
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Female 29 (11.4) 26 (9.8)
Race, n (%)

White 144 (56.7) 160 (60.4)
Black 94 (37.0) 80 (30.2)
Asian 8 (3.1) 7(2.6)
Other 8(3.1) 18 (6.8)

Ethnicity, n (%)

Hispanic/Latinx 54 (21.3) 73 (27.5)
Non-Hispanic/Latinx 199 (78.7) 192(72.5)
Missing 1(0.4) 0
Weight, median (Q1, Q3), kg 83.0 (72.6, 94.3) 817 (71.0, 96.0)
BMI, median (Q1, Q3), kg/m? 26.3 (23.5,304) 26.3 (23.5, 30.8)
HIV-1 RNA
Median (Q1, Q3), logio 1.28 (1.28,4.28) 1.28 (1.28, 1.28)
copies/mL
245 (96.5) 263 (99.2)
<50 copies/mL, n (%)
3(1.2) 1(0.4)
50 to <200 copies/mL, n (%)
6(2.4) 1(0.4)
>200 copies/mL, n (%)
CD4 cell count
Median (Q1, Q3), cell/uL 766 (599,1023) 730 (550, 958)
>50 to <200 cell/puL, n (%) 0 3(1.1)
>200 to <500 cell/uL, n (%) 40 (15.7) 46 (17.4)
>500 cell/pL, n (%) 214 (84.3) 216 (81.5)
eGFRca, median (Q1, Q3), mL/min 115.6 (98.5, 137.6) 111.0 (95.1, 134.8)

*Baseline value for switch to B/F/TAF was defined as the last non-missing value obtained during or
before the first dose of open-label B/F/TAF; "Missing values were excluded from the percentage
calculations.
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B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide; BMI, body mass index;
DTG/ABC/3TC, dolutegravir/abacavir/lamivudine; DTG+F/TAF, dolutegravir plus emtricitabine
and tenofovir alafenamide; eGFRcg, estimated glomerular filtration rate by Cockcroft—Gault; Q,
quartile.

Table 2. Adverse events during Weeks 144-240 (OLE)**

Switch from Switch from
DTG/ABC/3TC DTG+F/TAF
to B/F/TAF to B/F/TAF
(N=254) (N=265)
Any AE, n (%) 214 (84.3) 215 (81.1)
Drug-related AEs, n (%) 13 (5.1) 8(3.0)
>2 participants in either group or overall, n
(%)
Diarrhea 3(1.2) 0
Weight increased 2(0.8) 1(0.4)
Headache 140.4) 1(0.4)
Grade 3 or 4 drug-related AEs, n (%) 0 1(0.4)
Any SAE 19 (7.5) 32 (12.1)
Drug-related SAE 0 0
Discontinued B/F/TAF due to drug-rélated 2 (0.8) 0
AEs?
Deaths 2 (0.8) 3(1.1)
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*Severity grades were defined by Gilead Grading Scale for Severity of AEs and Laboratory
Abnormalities; Relatednesssto study drug was assessed by the investigator; iThe drug-related AEs
leading to B/F/TAF discontinuation were weight gain and obesity.

AE, adverse event; B/F/TAF, bictegravir/emtricitabine/tenofovir alafenamide;

DTG/ABC/3TC, dolutegravir/abacavir/lamivudine; DTG+F/TAF, dolutegravir plus emtricitabine
and tenofovir alafenamide; OLE, open-label extension; SAE, serious adverse event.
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