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Methods

• Primary Endpoint - Proportion with HIV RNA <50 copies/mL at Week 48 

(FDA Snapshot, ITT-E [intent-to-treat exposed])

• Secondary Endpoint – Proportion of participants with Grade ≥3 Serious 

Adverse Events (SAE) 

• Other Endpoints Assessed:

• Confirmed virologic failure (CVF; two consecutive HIV RNA ≥400 

copies/mL after week 24)

• Adherence (dried blood spot [DBS] levels of emtricitabine-triphosphate 

[FTC-TP] and tenofovir-diphosphate [TVF-DP])

• Substance use (NIDA ASSIST) 

• Quality of life (SF-12)

• Analysis:

• Descriptive statistics were used to summarize data

• Wilcoxon rank sum test was used to compare continuous data

• Linear mixed models were used to compare substance use/quality 

between study time points

• All analyses were performed using SAS, Version 9.4

Results Results (continued)
• Nearly half of people with HIV in the US struggle with a substance use 

disorder (PWH/SUD)

• Antiretroviral therapy (ART) non-adherence is common amongst PWH and 

SUDs

• ART selection for PWH struggling with non-adherence often includes an 

anchor agent with a high barrier to resistance, such as a boosted protease 

inhibitor (bPI) or a 2nd generation integrase strand transfer inhibitor (INI)

• There are concerns for drug-drug interactions with bPI-based regimens and 

illicit substances

• Bictegravir/emtricitabine/tenofovir alafenamide (B/F/TAF), includes a 2nd

generation INI with a high barrier to drug resistance and is a single tablet 

ART regimen with a favorable adverse effect profile

• B/F/TAF has not been formally studied amongst PWH/SUD 

• We report effectiveness and safety through week 48 of B/F/TAF daily 

among PWH/SUD from the Phase 4 BASE Study (NCT03998176)

Background/Introduction

Phase 4, prospective, single center, open-label, cohort study
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Table 1: Baseline Characteristics

Figure 1: Virologic Outcomes Through Week 48

Figure 2: Confirmed Virologic Failure Through Week 48

Safety Through Week 48: 
• 16 participants (37%) reported 27 total Grade ≥3 SAEs

• 5 participants (12%) reported suicidal ideation on 7 occasions; all were 

attributed to methamphetamine use

• No SAE was attributed to B/F/TAF or lead to discontinuation

Figure 3: DBS Concentrations by Virologic Status Through 48

Figure 4: Substance Use and Quality of Life Through 48

Conclusions
• B/F/TAF was well tolerated among a high-risk population of PWH and 

ongoing SUD resulting in a 49% viral suppression rate at W48

• RT emergent resistance (M184V) occurred in one participant (2.3%) 

• Significant differences were observed among viremic participants based on 

FTC-TP DBS concentration at weeks 24 and 48, and TFV-DP DBS 

concentrations at week 48 

• Methamphetamine use generally declined from baseline to weeks 24 and 48 


