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BACKGROUND RESULTS DISCUSSION

Human immunodeficiency virus (HIV) is a chronic health condition that could potentially be life-
threatening and increase the risk for opportunistic infections and other complications; however,
antiretroviral therapy (ART) has increased the life expectancy of persons with HIV (PWH).!

Co-formulated bictegravir/emtricitabine/tenofovir alafenamide (BIC/FTC/TAF) is a single-tablet
regimen (STR) recommended by the HIV/AIDS Treatment Guidelines as initial therapy or as an
option for transition to among most PWH.?

BIC/FTC/TAF as a single tablet reduces pill burden, which may improve medication adherence
and subsequently impact the success of antiretroviral (ARV) therapy.3

Tolerability of the ARV regimen also affects adherence and virologic suppression; common
adverse reactions of BIC/FTC/TAF include diarrhea, nausea, and headache.?

Despite a low pill burden and favorable side effect profile, there are no landmark studies
evaluating its safety and effectiveness in clinical practice.

Adverse drug events may differ in real-world use compared to the clinical trial setting, as seen
with dolutegravir, and higher discontinuation rates due to neuropsychiatric adverse events
compared to those in clinical trials.>

PURPOSE

The purpose of this study is to compare discontinuation rates of BIC/FTC/TAF in clinical practice
to those in randomized controlled trials and to evaluate clinical outcomes among PWH initiated
on or switched to BIC/FTC/TAF compared to other STR.

METHODS

* Study design: institutional review board approved, single-center, retrospective chart review

Study duration: February 1, 2018 — July 31, 2020

Data Collection: Medical records were reviewed to collect patient demographics, past medical
history, medications, laboratory data, and other pertinent documentation

Inclusion criteria:
— Age 2 18 years
— Diagnosis of HIV
— Meet either of the following criteria:
= Starts: patients who were initiated on BIC/FTC/TAF or a different STR

= Switches: patients with HIV RNA <200 copies/mL who were switched from a different ARV
regimen to BIC/FTC/TAF or other STR

Exclusion criteria:

— Patients receiving care at the Comprehensive Care Center for <24 weeks
Primary endpoint:

— Percent of patients who remained on same therapy at 24 weeks

Secondary endpoints:

— Percent of start patients and switch patients remaining on the same therapy at 24 weeks
— Percent of patients remaining on same therapy at 48 weeks

— Rate of virologic control (HIV RNA <200 copies/mL) at 24 weeks and at 48 weeks

— Reasons for switching therapy

Statistical analyses: descriptive statistics, Fisher’s exact test, Wilcoxon rank sum test

Table 1. Baseline Characteristics (N=394)

Demographics BIC/FTC/TAF | Other STR o-value
(n=218) (n=176)

Age (years), mean = SD 46 + 14 46 + 13 0.38
Males, n (%) 139 (63.8) 98 (55.7) 0.12
Creatinine clearance (mL/min), mean = SD 80.8+32.2 85.6 +48.4 0.40
Race, n (%)

Hispanic 109 (50.0) 97 (47.7) 0.69

Black or African-American 89 (40.8) 77 (43.8) 0.61

White (non-Hispanic) 16 (7.3) 13 (7.4) 1.00

Asian 4 (1.8) 1 (0.6) 0.39
HIV transmission risk factor, n (%)

Heterosexual 134 (61.5) 104 (59.1) 0.68

Men who have sex with men 68 (31.2) 52 (29.5) 0.74

Injection drug use 17 (7.8) 11 (6.3) 0.69

Transfusion 2 (0.9) 4 (2.3) 0.41

Perinatal 0 (0.0) 4 (2.3) 0.04
HIV RNA, n (%)

<20 copies/mL 106 (48.6) 114 (68.4) 1.00

<50 copies/mL 124 (56.9) 138 (78.4) <0.01

<200 copies/mL 141 (64.7) 153 (86.9) <0.01
CD4+ count, n (%)

>200 cells/mm?3 186 (85.3) 166 (94.3) 0.07

<50 cells/mm?3 10 (4.6) 2 (1.1) <0.01
Start patients 79 29 --
Switch patients 139 147 --

Figure 1. Percent of patients remaining on same therapy
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The discontinuation rate at 48 weeks in start patients on BIC/FTC/TAF was 18.9%,
which was higher than 4-5% in clinical trials; similarly, the discontinuation rate at 48
weeks in switch patients on BIC/FTC/TAF also was higher at 13.1%, compared to 4-
8% in clinical trials.?

Figure 3. Percent of patients achieving or maintaining
HIV RNA <200 copies/mL at 24 weeks and at 48 weeks
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100.0% In the subgroup analysis of start patients and switch patients, there was no

difference in discontinuation rates between those on BIC/FTC/TAF and those on
other STR at 24 weeks.

e Rate of virologic control was higher in the BIC/FTC/TAF group than in the other STR
group at 24 weeks, but comparable at 48 weeks. However, data at the 48-week
follow-up period for several patients are still pending, and the results may further
impact these findings.
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* When initiating or switching ART, close monitoring and high-quality documentation
of regimen changes are recommended to better evaluate patients’ experience on
ART and improve quality of care.

LIMITATIONS

This was a retrospective chart review, and laboratory data was not consistently
ordered or performed exactly at 24 weeks or at 48 weeks.
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Figure 4. Reasons for transitioning to BIC/FTC/TAF or other STR

30 e Some patients were lost to follow-up.

25  There was a lack of documented rationale behind switching ART.

e There may be other possible confounding factors affecting outcomes, such as
concomitant medications, and adherence to medications could not be determined.
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CONCLUSIONS

Discontinuation rates for BIC/FTC/TAF were greater than for other STR at 24 weeks,
but the differences were no longer statistically significant at 48 weeks.

ART simplification Concern for Drug interaction Adverse events Other e Real-world experience of BlC/FTC/TAF as initial therapy or transition to in PWH at
nephrotoxicity Reasons this clinic may not reflect the experience seen in clinical trials or other populations.
m BIC/FTC/TAF = Other STR * Further studies are needed to identify other contributing factors of ART tolerability.
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