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The same-day "Test, Treat & Retain" strategy using BIC/FTC/TAF 

demonstrated high virologic suppression rates in a vulnerable population, 

despite significant retention and treatment adherence challenges

Mobile outreach models, combined with simplified ART strategies, can 

effectively engage marginalized populations. However, addressing social 

determinants of health—including housing instability and substance use—

remains crucial for long-term retention in HIV care.
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Simplified Access and Retention Model for Vulnerable People With HIV: SIMPLIFIED Study Results

CONCLUSIONS

The same-day "Test, Treat & Retain" strategy using 

BIC/FTC/TAF demonstrated high virologic suppression rates 

(96.9%) in a vulnerable population, despite significant 

retention challenges.

At Week 48, 64.4% of participants remained in care. The 

main barriers to retention were loss to follow-up (19.8%), 

relocation (5.9%), and incarceration (5.0%).

Same-day ART initiation was achieved in all eligible 

patients. However, 57.3% of participants had incomplete 

adherence, and 10.1% had treatment interruptions >20 

days. No cases of virologic failure were observed.

The intervention was highly accepted, with over 95% 

satisfaction reported in most categories, including ease of 

access, support from the healthcare team, and adherence 

assistance.
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BACKGROUND 

Globally, 39 million people live with HIV, with 1.3 million new 

annual infections (1). Despite progress and declining 

diagnoses, challenges persist in testing, treatment initiation, 

adherence, retention, and viral suppression, affecting 

vulnerable populations particularly. Currently, 10% of 

individuals on ART fail to achieve viral suppression (2). 

Same-day ART initiation accelerates viral suppression, 

improves adherence, and reduces transmission. 

BIC/FTC/TAF, with high efficacy, favorable resistance profile, 

and once-daily dosing, is optimal for rapid initiation (3). The 

SIMPLIFIED Study (4) utilizes mobile units for real-time 

screening, confirmatory testing, and immediate ART 

initiation in marginalized groups, integrating social support 

and pharmacy assistance to improve retention.

METHODS

Design & Setting: Prospective, single-center, phase IV 

clinical trial in Madrid (2023–2024). Mobile outreach via 

specialized van providing point-of-care HIV testing and 

same-day ART initiation.

Population: Vulnerable adults (≥18 yrs, including drug 

users, homeless, undocumented immigrants) with confirmed 

HIV and detectable viral load.

Primary outcomes: Retention in care at 48 weeks, viral 

suppression (HIV-RNA 50 copies/mL, per protocol analysis).

Secondary outcomes: Time to ART initiation, adverse 

events, genotypic resistance (upon treatment failure), 

patient-reported acceptability and feasibility.

Recruitment & Screening: Mobile unit outreach (streets, 

shelters, community centers) with nonjudgmental approach. 

Counseling on prevention, transmission, ART importance. 

Rapid HIV testing (capillary), confirmation via laboratory 

test. Informed consent obtained.

Intervention (“Test, Treat & Retain”): Same-day ART 

initiation (single tablet BIC/FTC/TAF). Social support 

includes transportation/accompaniment, on-site or 

pharmacy-dispensed medication, and regular follow-up 

(calls/visits). Follow-up duration: 48 weeks.
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RESULTS

101 participants were included. Recruitment 

occurred in non-hospital settings, primarily on the 

streets. 

CD4 cell/mm3 changes from baseline

(95% CI 0.7%-9.6%)

(95% CI 90.4%-99.3%)
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