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• URBAN is a prospective, non-interventional, 3-year German cohort study in ART-naïve and pre-treated 

patients receiving DTG plus 3TC (either as two tablets or – after availability in 7/2019 – as single tablet 

regimen) in accordance with the label. 

• Inclusion criteria for M6 full analysis set (FAS) were a documented M6 follow-up (visit window 4.5-9 months) 

or premature discontinuation. 

• PROs were assessed using validated questionnaires (HIV Symptom Distress Module [HIV-SDM] and 

Treatment Satisfaction [HIV-TSQ]). 

• Outcomes 

• Month-6 (M6) viral suppression defined as HIV-RNA level [cp/mL] <50 or 50-200 with subsequent HIV-RNA <50 

in the effectiveness set (missing=excluded) 

• Persistence on study and/or DTG/3TC estimated using Kaplan-Meier analysis 

• Adverse drug reactions (ADRs) coded by MedDRA (Medical Dictionary for Regulatory Activities) using system 

organ class (SOC) and preferred terms (PT) 

• PRO measures at baseline and M3: mean/median total HIV-SDM and HIV-TSQ scores and changes from 

baseline 

Methods 
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• Overall, 367 patients were enrolled

• M6 FAS included 307 patients (92% pre-

treated, 93% men, median age 48 

years). 

• Of pre-treated participants, 33% had a 

history of >3 ART regimens. Baseline 

HIV-RNA was <50 cp/mL in 96% of pre-

treated patients; median HIV-RNA in 

ART-naïves was 37,100 copies/mL.

Baseline characteristics are shown in 

Table 1. 

Baseline characteristics



HIV Drug Therapy Glasgow 2020; October 5-8, 2020; Virtual

Primary reasons for use of DTG/3TC
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• Estimated persistence on study and/or DTG/3TC through M6 was 95%

• 5% of patients (n=15/307) discontinued the study; reasons were adverse drug reactions (ADRs; 3.3%), 

virologic failure (investigator´s discretion) (0.7%; n=2 with <200 copies/mL [without new resistance 

mutations, in one patient INI resistance test was not available]), patient wish (0.3%), withdrawal of consent 

(0.3%) and doctor's decision (0.3%). 

Persistence on study and/or DTG/3TC (Kaplan-Meier analysis)
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Virologic outcomes at M6 (effectiveness set: N=269; n=38/307 with missing data) 
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• Until M6, 22 ADRs (grades 1-2) were documented in 17 patients (6%). 

• No serious ADR was reported. 

• In 10 patients (3%), ADRs led to DTG/3TC discontinuation (n=13; several ADRs per patient possible; most 

common ADR (MedDRA PT) was depression (n=3 [1%]). 

• The following body weight changes through M6 were reported: 

•Median weight changes were +2.0 kg (IQR: -3.0 kg - +8.0 kg; n=7) in ART-naïve patients and +1.0 kg 

(-1.0 kg ‒ +3.3 kg; n=104) in pre-treated patients. 

•No ADR or discontinuation due to weight gain were reported 

Safety
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• In pre-treated patients completing PRO questionnaires at both time-points, mean changes in HIV-

SDM and HIVTSQ were -3.1 (p<0.001) and +2.5 (p<0.001), respectively 

Patient Reported Outcomes



HIV Drug Therapy Glasgow 2020; October 5-8, 2020; Virtual

• DTG/3TC showed a high acceptance in ART-naïve and pre-treated patients with a persistence of 

95% until month 6 and a viral suppression rate of 93%. 

• Patients reported significant improvements in symptom distress and treatment satisfaction after 

the first months of treatment 

Conclusions
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