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Use of Dovato in Real-world Settings 

Summary 

• A growing body of real-world evidence have been presented/published with data in 

>10,000 patients treated with Dovato (dolutegravir/lamivudine [DTG/3TC]) or the 

individual components as a 2-drug regimen.1-48 

• A systematic literature review identified over 7000 patients worldwide who received 

Dovato or the individual components as a 2-drug regimen in real-world cohorts. The 

majority of the patients were virologically suppressed at baseline.49   

o High rates of virologic effectiveness were observed across real-world cohorts consistent 

with the Phase 3 GEMINI-1, GEMINI-2, TANGO, and SALSA trials.50-56 

o Discontinuation due to adverse events (AEs) with Dovato, or the individual 

components, in virologically suppressed patients ranged from 1.7%-7.9% in real-world 

studies and were consistent with the rates seen in the TANGO and SALSA trials.49,53,55  

• A meta-analysis of 11 DTG + 3TC studies in virologically suppressed patients (n = 3021) and 

3 studies in treatment-naïve patients (total n = 152) also confirmed high viral suppression 

(< 50 copies/mL) and low virological failure rates at Week 48 and Week 96.56  

• Important safety information and boxed warning(s) can be found in the Prescribing 

Information link and can also be accessed at Our HIV Medicines. 

To access additional scientific information related to ViiV Healthcare 
medicines, visit the ViiV US Medical Portal at viivhcmedinfo.com. 

PHASE 3 CLINICAL DEVELOPMENT PROGRAM 

The DTG/3TC clinical development program Phase 3 studies have demonstrated non-inferiority of DTG 
+ 3TC vs DTG + TDF/FTC in ART-naïve PLHIV to Week 144 (GEMINI-1 and GEMINI-2).50-52 For 
additional information on the GEMINI-1 and GEMINI-2 studies, click here. 

Switching to DTG/3TC was also non-inferior to remaining on a TAF-based 3-drug regimen through 144 
weeks in the TANGO study or continuing antiretroviral regimen (CAR) through 48 weeks in the SALSA 
study. 43,45 For additional information on the TANGO and SALSA studies, click here.  

REAL-WORLD COHORT DATA 

A growing body of real-world data have been presented/published with data in >10,000 patients treated 
with DTG + 3TC show results consistent with the DTG/3TC clinical development program.1-48 Over 40 
real world cohorts have been identified, mainly located in Europe, and provide data for treatment-naïve 
patients, treatment experienced patients, patients with various comorbidities, and patients with a 
history of virologic failure. Potential overlap between patient cohorts cannot be ruled out.  

Ten unique cohorts have reported various effectiveness outcomes (HIV-1 RNA <50 copies/mL was the 
effectiveness outcome in 7/10 cohorts), which ranged from 71.4%-100% with data up to 2 years, in 
treatment-naïve patients who received DTG + 3TC.5,7,11,12,24,32,37,42,43,45,57 Virologic failure ranged from 
0%-6.7% with no resistance mutations reported (resistance data not reported in TANDEM). 

Several unique cohorts have reported various effectiveness outcomes (HIV-1 RNA <50 copies/mL, 
remained free of virologic failure, or probability of remaining free of virologic failure was the 
effectiveness outcome in the majority of cohorts), which ranged from 83.0%-99.5% with data up to 
Week 240, in treatment-experienced patients (N >100) who switched to DTG + 3TC in real world 
studies.4,9,10,14,20,21,25,32,39,42,45,58-60 Virologic failure when reported ranged from 0%-4.8% (and 0.9-3.34 per 

https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Dovato/pdf/DOVATO-PI-PIL.PDF
https://gskpro.com/content/dam/global/hcpportal/en_US/Prescribing_Information/Dovato/pdf/DOVATO-PI-PIL.PDF
https://viivhealthcare.com/en-us/our-medicines/
https://www.viivhcmedinfo.com/?MIContent=ViiVRSP
https://medinfo.gsk.com/5f95dbd7-245e-4e65-9f36-1a99e28e5bba/2c353838-dfa9-40f0-8d54-b8660ea432b6/2c353838-dfa9-40f0-8d54-b8660ea432b6_viewable_rendition__v.pdf
https://medinfo.gsk.com/5f95dbd7-245e-4e65-9f36-1a99e28e5bba/9273898f-df1f-4034-9be3-4d0aad811006/9273898f-df1f-4034-9be3-4d0aad811006_viewable_rendition__v.pdf
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100 PYFU). Treatment-emergent resistance has been reported in 2 patients: 1 patient at baseline had 
T215Y, M184V and at virologic failure had T215CNSY, M184MV, M41ML and a single case study 
reported plasma HIV-1 genotypic deep sequencing showed R263K and S230N (no baseline genotype 
was reported  because the patient had no previous history of virologic failure).14,61  

Systematic Literature Review (Letang, et al) 

A systematic literature review of databases and international conferences was conducted between 
January 2013 and October 2021 to identify real-world observational studies of DTG + 3TC (either dosed 
separately or as a fixed-dose combination) in treatment-naïve and treatment experienced patients.49 
Over 7000 patients have received DTG + 3TC in real-world cohorts with the majority of people being 
virologically suppressed at Baseline. Click here to view the full poster from BHIVA 2022.   

Treatment-Naïve Patients 

Real-world studies have identified > 400 treatment-naïve patients treated with DTG + 3TC and 
reported effectiveness data.49 While most of the cohorts were small, 5 studies reported effectiveness 
outcomes for ≥20 treatment-naïve patients receiving DTG + 3TC.5,7,11,12,32 These studies showed similar 
efficacy and safety results as in the randomized clinical trials.50-52 See Figure 1 for a summary. These 
multicenter cohort studies had various study designs and definitions of effectiveness summarized in 
Table 1. Among 3 of the cohorts, treatment discontinuation ranged from 0-4.4% with the most common 
discontinuation reason reported due to adverse drug reaction(s).5,7,32 Among 4 of the cohorts, 2/273 
(0.7%) virologic failures were reported, with no resistance-associated mutations (RAMs) emerged 
among those with virological failure (one patient did not have INI resistance testing performed).5,7,11,32 

Figure 1. Proportion of Patients in Real-world Treatment-Naïve Studies Treated with DTG + 3TC 
Reporting Effectiveness  

 Table 1. Real-world Evidence in Treatment-Naïve Patients who Initiated DTG + 3TC 

 URBAN32 Cicullo7 REDOLA5 Dou12 DOLAVI11 

Study Design Prospective, non-

interventional 3-year 

German cohort 

Retrospective, 

observational  

Multicenter, 
cohort  

Prospective, 
multicenter, 

observational 
cohort 

Single-arm, 
multicenter 

Endpoint Month 12 Week 48  Week 48 Week 24 Week 48 

Effectiveness HIV-1 RNA <50 c/mL 
or 50-200 c/mL with 
subsequent HIV-RNA 
<50 c/mL in the 
effectiveness set 
(missing = excluded) 

Proportion of 
patients 

achieving 
HIV-1 RNA 
<50 c/mL 

Proportion of 
patients 

achieving 
virologic 

suppression 
(HIV-1 RNA < 

50 c/mL) 

HIV-RNA <50 
c/mL or 50-200 

c/mL with 
subsequent HIV-
RNA <50 in the 

effectiveness set 
(missing = 
excluded) 

Proportion of 
patients 

achieving 
HIV-1 RNA 
<50 c/mL 

93.3
100
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Treatment Experienced Patients 

High rates of virologic effectiveness were observed across real-world cohorts at Week 48, consistent 
with the Phase 3 TANGO and SALSA studies. Figure 2 represents RWE studies of treatment experienced 
patients who were virologically suppressed. Figure 2 is not all-inclusive of all cohort data that has been 
published and/or presented; criteria for inclusion were cohorts with ≥ 100 patients treated with DTG + 
3TC (potential overlap between groups cannot be ruled out). Additional study details are summarized 
in Table 2. 

Figure 2. Effectiveness Outcomes in Real-world Treatment Experienced Studies Treated with 

DTG + 3TC With N > 100 

 
 
 
 
 
 
Table 2. Real-world Evidence in Virologically Suppressed Patients Who Switched to DTG + 3TCa 
 

Study  Study Type  

(duration of study) 

Effectiveness Outcome Virologic Failureb  

Maggiolo et al. 

(2021)62  

Prospective, multicenter, 

cohort (5 years) 

Remained free of VF 0 

DOLAMA 

(2019)63 

Retrospective cohort (48 

weeks) 

VL < 50 c/mL 5 (2/5 underwent resistance 

testing) 

Ciccullo, et al. 

(2021)25  

Retrospective cohort (1992.6 

patient-years of follow-up) 

Estimated probability of 

maintaining VL < 50 c/mL 

18 (no evidence of new mutations 

in patients experiencing VF) 

Bravo (2019)4  Retrospective, multicenter, 

cohort (48 weeks) 

VL < 50 c/mL 0 

CSLHIV 

(2019)14 

Retrospective, single-center 

cohort (48 weeks) 

Estimated probability of 

maintaining VL < 50 c/mL 

17 (14 patients had resistance 

testing available) 

ICONA 

(2020)20 

Retrospective, multicenter 

cohort (1505 person-years of 

follow-up) 

Remained free of VF 0.7-1.2 x 100 person-years of 

follow-up 

34 

a Treatment effectiveness includes all patients who finished the study and were below the pre-established viral threshold, except 
where indicated; b Excludes 50 patients who discontinued treatment; c Treatment effectiveness reported at Month 12; d Viremic at 
baseline: Palmier, n=15, URBAN, n=14, DOLOMA, n=8, BRAVO, n=16; e Patients excluded from original analysis: URBAN, missing 
data, n=7; DOLAMA, not treated per protocol, n=29;Bravo, did not complete Week 48 assessment, n=222; Maggiolo, discontinued 
treatment, n=50. 

ITT = intention to treat; MEX = missing equals excluded; PP = per protocol. 

P
P

 
IT

T
 

6

 

N
=

3
2
6

 

M
E

X
 

40

 

P
P

 
IT

T
 

43

 

N
=

2
0
0

 
N

=
1

7
1

 

N
=

1
7
5

 

100b

96.7 98.5
93.9

97.8 98.1 99.2 98.7
95.2 92.9c

98.8 97 97.4

83.6

98.5

83

0

20

40

60

80

100

N
=

1
4
5
 T

A
N

G
O

 g
ro

u
p

 

N
=

2
8
8

 

N
=

3
0
7

 

N
=

9
6
6

 

N
=

6
9
5

 

N
=

1
7
7

 

 
62,e

 
63,d,e

 
25

 
14

 
20

 
64

 

N
=

4
1
2
 N

o
n
-T

A
N

G
O

 g
ro

u
p

 

N
=

7
8
5

 

N
=

2
1
8

 

21

 

N
=

1
8
3

 

9

 

N
=

1
7
7

 

V
ir

o
lo

g
ic

 e
ff

e
c
ti

v
e
n

e
s

s
, 

%
a
 

32,d,e 65 10 66,d 

N
=

3
2
6

 

N
=

1
7
5

 

N
=

1
7
1

 
N

=
2
0
0

 

N
=

3
5
8

 

M
E

X
 

P
P

 

P
P

 

IT
T

 

IT
T

 

4,d,e

 



 
 

MED--US-8993   4 

 

Study  Study Type  

(duration of study) 

Effectiveness Outcome Virologic Failureb  

Borghetti et al. 

(2020)64  

Observational cohort 

(ongoing until 144 weeks) 

Estimated probability of 

maintaining VL < 50 c/mL 

TANGO group: 1 

Non-TANGO group: 11 

(no resistance-associated 

mutations emerged after VF) 

Dat’AIDS 

(2021)9 

Retrospective, multicenter 

cohort (1.2 years, median) 

Remained free of VF 6 

 

LAMRES 

(2021)21 

Retrospective, multicenter 

cohort (2 years) 

Probability of remaining 

free of VF 

4.8% 

URBAN32 

(2021) 

Prospective, non-

interventional cohort (3 years) 

VL < 50 c/mL 3 (no treatment-emergent 

resistance) 

COMBINE-265 

(2021) 

Prospective, observational 

cohort (96 weeks) 

VL < 50 c/mL 0 

DOLAM 20010 Retrospective, observational, 

multicenter cohort (48 weeks) 

VL < 50 c/mL 5 

Palmier, et 

al.66 (2021) 

Retrospective, descriptive, 

observational, single-center 

cohort (96 weeks) 

VL < 50 c/mL 2 

a These studies did not compare DTG + 3TC with a 3-drug cART; b  Virologic failure defined as patients who are above the pre-
established viral threshold at the time of follow-up 

 

No on-treatment resistance was reported in treatment-naïve patients.49 Among 9 studies in treatment-
experienced patients switched to DTG + 3TC documenting on-treatment resistance (n=3527), 8/9 
reported no cases of treatment-emergent resistance, and 1/9 studies reported 1 case (<1%) of treatment-
emergent resistance.  The 1 case of VF and treatment-emergent resistance had NRTI RAMs at baseline 
(T215Y, M184V) and after VF (M41M/L, M184M/V, T215C/N/S/Y).14 

Discontinuations due to AEs ranged from 1.7%-7.9% in virologically-suppressed real-world studies and 
AEs were consistent with those reported in the Phase 3 clinical studies.49,53-55  Reasons for 
discontinuation may have been classified as intolerance, toxicity, or other (GI and/or hepatic toxicity, 
n = 19; hypersensitivity, n = 2; neuropsychological, n = 37; renal toxicity, n = 6; weight gain, n = 3; 
myalgia/asthenia or headache, n = 3; other, n = 16).62,63,67-69 Reasons for discontinuation or safety data 
were not  reported in every study. In the treatment-naïve RWE the most common ADR reported was 
depression (n=3) in the URBAN cohort and 3 patients discontinued treatment due to CNS side effects 
in the REDOLA cohort.5 

Systematic Literature Reviews in Subgroups  

Participants who did not Meet Inclusion Criteria for the Phase 3 Clinical Development Program 

A separate systematic literature review was conducted to review effectiveness outcomes for patients 
with baseline characteristics that were not consistent with inclusion criteria for the Phase 3 clinical 
development program for DTG/3TC in treatment naïve or virologically suppressed patients.70 Twenty-
seven unique publications comprised of 2015 patients were identified from databases and international 
conference proceedings from January 2013 to February 2022. Of the 27 unique publications only 7 
reported effectiveness outcomes. See Table 3 for a summary of findings. 

Table 3. Reported Efficacy of DTG + 3TC From Real-world Studies in Patients with 
Characteristics Inconsistent with RCT Inclusion Criteria70 

Characteristic Number of 

Publications 

(Total/Reported 

Outcomes) 

Number of 

patients 

(Total/Reported 

Outcomes) 

Effectiveness outcomes 

Previous VF 7/1 1134/194 • Over ~1500 PYFU, probability of VF at 1 year 
was 0.4% or 1.2%, depending on VF criteria20 
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Characteristic Number of 

Publications 

(Total/Reported 

Outcomes) 

Number of 

patients 

(Total/Reported 

Outcomes) 

Effectiveness outcomes 

Evidence of BL 

drug resistance 

10/4 253/211 • VF ranged from 0-5.4% at ~1 year9,21,71,72 

• Difference in VF between those with or without 
M184V/I was not significant in 3 of 4 cohorts 

• A treatment-emergent resistance mutation 
(M41L, not selected by DTG or 3TC) was 
observed in 1 patient with evidence of baseline 
resistance 

Evidence of 

HBV 

6/1 166/35 • No patient with HBV experienced VF67 

Evidence of 

HCV 

13/0 431/0 • No studies reported effectiveness outcomes in 
this subgroup 

Treatment-

naïve with BL 

VL >500,000 

1/1 18/18 • 89% (16/18) of patients with BL VL >500,000 
copies/mL achieved VL < 50 copies/mL or 50-
200 copies/mL with subsequent VL <50 
copies/mL at Week 2412 

Treatment-

experienced 

with VL <50 

copies/mL for 

<6 months 

before switch 

1/0 13/0 • No studies reported effectiveness outcomes in 

this subgroup 

a 1 patient reported for VF outcome had chronic HCV21 

BL = baseline; DTG = dolutegravir; 3TC = lamivudine; PYFU = patient year follow-up; VF = virologic failure; VL = viral load 

Women 

Overall, 122 publications were identified in a systematic literature review of real-world studies which 
reported on DTG + 3TC use.73 Thirty-one studies reported the number of women at baseline: 1658/6948 
(24%); of these 4 studies reported efficacy outcomes stratified by sex (N=254). Virologic effectiveness 
ranged from 96%-100% when defined as free from virologic failure over time or HIV-1 RNA <3o 
copies/mL. One study assessed odds of virologic suppression among treatment-naïve patients by sex at 
birth and found no significant difference between sexes (OR: 1 [95% CI 1-23]). Two studies reported 
safety outcomes, and both found higher rates of discontinuation in women vs men: 10% (5/50) vs 5% 
(7/153) and 15% (4/26) vs 3% (2/74), respectively.  

Meta-Analysis 

A systematic literature review of PubMed and Embase along with 24 regional and international 
conferences was conducted between January 2013 and August 2021 to identify RWE studies of DTG + 
3TC in PLHIV.56 A total of 89 RWE studies comprised of > 5000 PLHIV using DGT + 3TC were 
identified. A total of 11 DTG + 3TC studies (n = 3021) reported data on therapy experienced 
virologically suppressed PLHIV with at least one outcome of interest (proportion of patients with 
virological suppression [< 50 c/mL], virological failure and discontinuations) at a timepoint of 
interest (Week 48 and Week 96). Adverse events were not evaluated within this meta-analysis. Studies 
included within this meta-analysis may be included in the real-world cohorts presented above. 

Treatment-Experienced Patients 

• In the snapshot analysis, the viral suppression rate was 86.4% (95% CI: 81.7, 90.5) and 

87.6% (95% CI: 74.2, 96.7) at Week 48 and Week 96, respectively. 

• For the on-treatment analysis, the viral suppression rate was 98.7% (95% CI: 97.3, 99.6) and 

98.1% (95% CI: 96.0, 99.5) at Week 48 and Week 96, respectively. 
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• The virological failure rate was 1.2% (95% CI: 0.4, 2.2) and 1.7% (95% CI: 0.5, 3.4) at Week 

48 and Week 96, respectively. 

Therapy-Naïve Patients 

• In the snapshot analysis, viral suppression rate was 85.4% (95% CI: 78.6, 91.3) at Week 48. 

• For the on-treatment analysis, viral suppression rate was 100% (95% CI:100.0, 100.0) at 

Week 48. 

• The virological failure rate was 0% (95% CI: 0.0, 0.0) at Week 48. 

No studies reported therapy-emergent resistance and discontinuation rates ranged from 11.9%-13.6%. 
Limitations to this analysis include the inherent clinical heterogeneity between included studies (given 
the single-arm, non-comparative methodology) and the small sample size (n ≤ 50) of several studies 
included in this analysis. Click here to view the full poster from IDWeek 2021. 

Treatment Experience in the US 

TANDEM Study 

The TANDEM study was a retrospective chart review of 24 sites throughout the US designed to describe 
real-world prescribing behaviors and treatment outcomes of DTG 2 drug-based regimens (2DR).45 Out 
of a total population of 469 patients, 318 received DTG/3TC, of whom 126 were treatment-naïve and 
192 were virologically suppressed (HIV-1 RNA <50 copies/mL) on a stable ART regimen for ≥3 months 
upon DTG-based 2DR initiation (SS). Patients had to have at least 6 months of clinical follow-up after 
initiation of DTG/3TC. Treatment-naïve patients who started DTG/3TC had a median time of 1.3 years 
on DTG/3TC and SS patients had a median time of 1.6 years on DTG/3TC. 

The most common reason for initiation of DTG/3TC was avoidance of long-term toxicities in both 
treatment-naïve (32.5%) and SS (27.1%).45 95.8% (184/192) of SS patients maintained suppression. 
Four patients who became detectable remained on DTG/3TC and resuppressed, 2 patients remained on 
DTG/3TC and did not resuppress, and 2 patients were lost to follow-up.  93.7% (118/126) of treatment-
naïve patients achieved virologic suppression and 83.3% (105/126) remained suppressed. One 
treatment naïve patient and 3 SS patients discontinued DTG/3TC by the data cut-off. Click here to view 
the full poster from AIDS 2o22. 

A descriptive analysis was performed of treatment naïve patients with high baseline viral loads 
(≥100,00 copies/mL) within the TANDEM cohort.74 Sixteen patients had high baseline viral loads: 9 
had values of 100,000-250,000 copies/mL and 7 were >250,000 copies/mL. Out of the 16 patients with 
high baseline viral loads, 13 experienced sustained virological suppression with no treatment 
discontinuations. 

Approximately half (61/126) of the treatment naïve patients received DTG/3TC within a test and treat 
approach.75 Relevant treatment considerations differed between the test and treat group and non-test 
and treat with the main consideration in the test and treat group identified as limited access to 
healthcare; whereas comorbidities were the main consideration for the non-test and treat group. 

At data cut-off, 57 (93.4%) of the test and treat group achieved virologic suppression, 3 (4.9%) did not, 
and 1 (1.6%) was still unknown; in the non-test and treat group, 59 (95.2%) achieved virologic 
suppression.75 Of the 3 individuals in the test and treat group who did not achieve viral suppression, 2 
remained on DTG/3TC and 1 was switched to BIC/FTC/TAF. Virologic rebound occurred in 6 patients 
in the treatment naïve cohort, with 1 of these occurring in the test and treat group. See Table 4 for 
additional virologic outcomes. 

https://medinfo.gsk.com/5f95dbd7-245e-4e65-9f36-1a99e28e5bba/597960ce-419c-4714-92a4-9f33de47e745/597960ce-419c-4714-92a4-9f33de47e745_viewable_rendition__v.pdf
https://medinfo.gsk.com/5f95dbd7-245e-4e65-9f36-1a99e28e5bba/2b64ad52-6429-445c-87cc-124a54cb4417/2b64ad52-6429-445c-87cc-124a54cb4417_viewable_rendition__v.pdf
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Table 4. Virologic Outcomes in the TANDEM Study75 

 Test & Treat 

(n = 61)  

Non-Test & Treat 

(n = 62) 
Time to virologic suppression following DTG/3TC initiation 
(weeks) 

Median (IQR) 

 

9.7 (5.8, 17.7) 

 

10.7 (5.4, 19.3) 

Time since virological suppression observed (weeks) 
Median (IQR) 
% sustaining viral suppression to 24 weeksa 

 

59.9 (33.3, 79.3) 

48 (78.7) 

 

48.5 (29.8, 77.6) 

45 (72.6) 
Discontinuation Status, n (%)   

Discontinued DTG/3TCb 1 (1.6) 0 (0.0) 

Ongoing DTG/3TC 60 (98.4) 60 (96.8) 

Unknown/lost to follow-up 0 (0.0) 2 (3.2) 

3TC = lamivudine; DTG = dolutegravir; IQR = interquartile range. 
a All had at least 24 weeks of clinical follow-up post-initiation of DTG/3TC; n=3 test and treat and n=7 non test and treat patients 
had remained virologically suppressed to data abstraction but had not yet reached 24 weeks suppressed; b Primary reason for 
the n=1 discontinuation was due to ‘persistent low-level viremia or viral blips’.  

A separate descriptive analysis by age group was performed for SS patients in the TANDEM cohort.76 
Out of a total of 192 DTG/3TC SS patients, the number in each age group was 86 (<50 years), 106 (≥50 
years), and 20 (≥65 years; [≥50 years and ≥65 years were  not mutually exclusive groups]). More 
patients in older age groups reported comorbidities (12.8% <50 years; 34.9% ≥50 years; 45.0% ≥65 
years) and polypharmacy (5.8% <50 years; 17.9% ≥50 years; 30.0% ≥65 years). Patients aged ≥50 years 
were more likely to have had >1 previous ART regimen (81.1%) compared to those aged <50 years 
(47.7%). Within the oldest subgroup of ≥65 years, the majority (55.0%) had received 3 or more 
regimens, and 30.0% received more than 5 ART regimens in the past before switching to DTG/3TC. The 
primary reason for switching to DTG/3TC was avoidance of long-term toxicities in patients ≥50 years 
(reported by 32.1% of HCPs), while simplification/streamlining of treatment was most common in the 
<50 years cohort (27.9%). 

The percent of patients that remained virologically suppressed at data retrieval (minimum of 6 months 
after index date) were 95.3% (<50 years, n=82), 96.2% (≥50 years, n=102), and 95.0% (≥65 years, 
n=19).76 Three SS patients, all in the ≥50 years cohort, discontinued DTG/3TC. Reasons for 
discontinuation were toxicity/intolerance (n=1), patient preference (n=1), and concerns about weight 
gain (n=1).  

OPERA Cohort 

Electronic health record data from the OPERA cohort (made up of 84 clinics throughout 18 US 
states/territories) was analyzed to assess incidence rates of discontinuation, loss of suppression and 
confirmed virologic failure in 787 virologically suppressed (HIV-1 RNA <50 copies/mL). patients.46  

Of the 787 patients who switched to DTG/3TC, 54% switched from DTG/ABC/3TC, 31% from 
BIC/TAF/FTC and 16% from DTG + TAF/FTC.46 The median follow-up was 13.6 months (IQR: 8.2-
22.3). There were ≤5 (masking of data with 1 to 5 individuals is required by HIPAA) confirmed virologic 
failures (defined as 2 viral loads ≥200 copies/mL or discontinuation after 1 viral load ≥200 copies/mL) 
with an incidence rate of 0.43 per 100 person-years (95% CI: 0.16-1.00).  

In this cohort 170 patients discontinued DTG/3TC (101 did not identify a reason for switch, 6 patients 
had a treatment-related reason and 66 had “other” reasons).46 The incidence rate of DTG/3TC 
discontinuation was 17.47 per 100 person-years. Loss of suppression defined as 1 viral load ≥50 
copies/mL occurred at a rate of 14.02 per 100 person-years, or 3.29 per 100 person-years when defined 
as 1 VL ≥200 copies/mL. Click here to view the full poster from AIDS 2022. 

In a separate analysis from the OPERA cohort, confirmed virologic failure (defined as 2 consecutive 
viral loads ≥ 200 copies/mL) and regimen discontinuation were evaluated among patients switched 
DTG/3TC, BIC/TAF/FTC, or DTG + 2 NRTI’s in patients suppressed to viral load < 200 copies/mL at 
switch.77 The incidence rate of confirmed virologic failure was 0.66 (95% CI: -.35, 1.23) per 100 person-
years for DTG/3TC (N=1450), 0.84 (95% CI: 0.66, 1.09) per 100 person-years for BIC/TAF/FTC, and 
1.78 (95% CI: 1.11, 2.86) per 100 person-years for DTG + 2 NRTIs. There was no difference in risk of 
confirmed virologic failure observed between DTG/3TC and BIC/TAF/FTC (HR: 1.39; 95% CI: 0.61, 
3.17). A difference was observed between DTG/3TC and DTG + 2 NRTIs (HR: 5.21; 95% CI: 1.85, 14.67). 

https://medinfo.gsk.com/5f95dbd7-245e-4e65-9f36-1a99e28e5bba/90f72020-e090-4fc8-91c9-899938ebf954/90f72020-e090-4fc8-91c9-899938ebf954_viewable_rendition__v.pdf
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See Table 5 for duration of follow-up and regimen discontinuation. Treatment-related discontinuations 
(included viral load ≥ 200, side effects, and/or lab abnormality) ranged from 7-11%. 

Table 5. Duration of follow-up and regimen discontinuation77 

 DTG/3TC  

N = 1450 

BIC/TAF/TDF 

N = 5691 

DTG + 2 NRTIs 

N = 896 

Median months of follow-up (IQR) 13.6 (7.3, 18.3) 15.8 (11.6, 19.8) 13.4 (7.9, 18.2) 

Regimen discontinuation    

IR per 100 person-years (95% CI) 17.7 (15.7, 19.9) 8.3 (7.7, 9.0) 24.9 (21.9, 28.3) 

HRa (95% CI) Ref 0.51 (0.42, 0.62) 1.69 (1.30, 2.19) 

a Cox proportional hazards model with inverse probability of treatment weights (IPTW): baseline age (quadratic), # of ART 
classes (quadratic), female, Black race, Hispanic ethnicity, Southern US, core agent class of prior regimen, CD4 cell count 
(quadratic) 

3TC = lamivudine; BIC = bictegravir; CI = confidence interval; DTG = dolutegravir; HR = hazard ratio; IQR = interquartile range; 
IR = incidence rate 

 

Trademarks are owned by or licensed to the ViiV Healthcare group of companies. 

Some information contained in this response may be outside the approved Prescribing 
Information. This response is not intended to offer recommendations for administering this 
product in a manner inconsistent with its approved labeling. In order for ViiV Healthcare to 
monitor the safety of our products, we encourage healthcare professionals to report adverse 
events or suspected overdoses to the company at 888-825-5249. Please consult the 
Prescribing Information. This response was developed according to the principles of 
evidence-based medicine and, therefore, references may not be all-inclusive. 

 

REFERENCES 

1. Alves Correia RM and Carvalho AC. Real Life Study with Dual Therapy in a HIV-Treatment Experienced 
Portuguese Cohort. Presented at the 23rd International AIDS Conference. July 6-10, 2020. Virtual 
Congress. Poster PEB0235. 

2. Amor-Garcia MA, Rodriguez-Gonzalez CG, Chamorro-de-Vega E, Herranz-Alonso A, Sanjurjo-Saez M. 
Dolutegravir-Based Dual Therapies in HIV Pretreated Patients: A Real-Life Study in Madrid. Ann 
Pharmacother. 2022;56(4):401-411. doi:http://dx.doi.org/10.1177/10600280211038504. 

3. Noe S, Jonsson-Oldenbuettel C, Heldwein S, et al. High Persistence of Dolutegravir-containing 2-drug 
Regimens in Real Life. Presented at the 18th European AIDS Conference - European AIDS Clinical 
Society (EACS), November 6-9 2019, Basel, Switzerland. Poster PE2/39. 

4. Bravo, Martínez O, Martínez-Alfaro E, et al. Multi-Central Study to Evaluate Effectiveness and Safety of 
the Dolutegravir and Lamivudine Bitherapy in Vida Real. Abstract from GeSIDA 2019, December 10-13, 
2019, Toledo, Spain. 

5. Cabello A, López Bernaldo de Quiros JC, Pulido F, et al. 48 Weeks Efficacy and Tolerability of 
Dolutegravir (DTG) + Lamivudine (3TC) in Adult HIV Naive Patients. A Multicenter Real Life Cohort. 
Presented at the 11th International AIDS Conference on HIV Science. July 18-21, 2021. Virtual Congress. 
Poster PEB183. 

6. Calza L, Colangeli V, Borderi M, et al. Simplification to dual therapy containing lamivudine and 
raltegravir or dolutegravir in HIV-infected patients on virologically suppressive antiretroviral therapy. J 
Antimicrob Chemother. 2020;75(11):3327-3333. doi:http://dx.doi.org/10.1093/jac/dkaa319. 

7. Ciccullo A, Baldin G, Dusina A, et al. Short Communication: Efficacy and Safety of Dolutegravir Plus 
Lamivudine as a First-Line Regimen in Clinical Practice. AIDS Res Hum Retroviruses. 2021;37(6):486-
488. doi:http://dx.doi.org/10.1089/AID.2020.0276. 

8. Cucchetto G, Lanzafame M, Nicolè S, et al. Integrase inhibitors with lamivudine, as maintenance-dual 
therapy, in a real-life clinical setting. Conference presented at 2016 Italian Conference on AIDS and 
Antiviral Research (ICAR) - Italian Society of Infectious and Tropical Diseases (SIMIT); 06/06/2016; 
Milan; Italy. 

9. Hocqueloux L, Allavena C, Secher S, et al. Archived mutation M184V does not increase virologic failure 
during maintenance therapy with dolutegravir + lamivudine in the French DAT’AIDS cohort. Presented 
at the 18th European AIDS Conference (EACS), October 27-30, 2021, Online & London, United 

http://dx.doi.org/10.1177/10600280211038504
http://dx.doi.org/10.1093/jac/dkaa319
http://dx.doi.org/10.1089/AID.2020.0276
https://www.viivhcmedinfo.com/?MIContent=ViiVRSP


 
 

MED--US-8993   9 

 

Kingdom. Slides OS1/2. 
10. Pasquau Liaño J, Sequera Arquelladas S, López-Cortes L, et al. DOLAM Study 200: Effectiveness, Safety 

and Economic Evaluation of a Dual Therapy with Dolutegravir Plus Lamivudine in Treatment-
experienced HIV Patients. Presented at the 18th European AIDS Conference (EACS), October 27-30, 
2021, Online & London, United Kingdom. ePoster Presentation. 

11. Hidalgo-Tenorio C, Pasquau J, Vinuesa D, et al. DOLAVI Real-Life Study of Dolutegravir Plus 
Lamivudine in Naive HIV-1 Patients (48 Weeks). Viruses. 2022;14(3). 
doi:http://dx.doi.org/10.3390/v14030524. 

12. Dou Y, Li Y, Hong Z, et al. The Efficacy of DTG + 3TC in Naïve HIV Patients - The Real World Data From 
Southern China. Presented at the 18th European AIDS Conference (EACS), October 27-30, 2021, Online 
& London, United Kingdom. ePoster Presentation. 

13. Fernández Zamora C, Rodríguez Martínez T, Meroño Saura MA, et al. 4CPS-068 Effectiveness of 
dolutegravir and lamivudine therapy in a two drug regimen in a third level hospital. Eur J Hosp Pharm. 
2020;27(Suppl 1):A79.71-A79. doi:http://dx.doi.org/10.1136/ejhpharm-2020-eahpconf.169. 

14. Galizzi N, Poli A, Galli L, et al. Retrospective study on the outcome of two-drug regimens based on 
dolutegravir plus one reverse transcriptase inhibitor in virologically-suppressed HIV-infected patients. 
Int J Antimicrob Agents. 2020;55(3):105893. doi:http://dx.doi.org/10.1016/j.ijantimicag.2020.105893. 

15. Foca E, Calcagno A, Calza S, et al. Durability of Integrase STrand Inhibitor (InSTI)-based regimen in 
geriatric people living with HIV in the GEPPO cohort. PLoS One. 2021;16(10):e0258533. 
doi:http://dx.doi.org/10.1371/journal.pone.0258533. 

16. Haidari G, Barchi W, Chilton D, et al. Dolutegravir/lamivudine (DTG/3TC) in People Living with HIV 
(PLWH) as a Switch or Start: a London Based Experience. Presented at the 18th European AIDS 
Conference (EACS), October 27-30, 2021, Online & London, United Kingdom. ePoster Presentation. 

17. Bowman C, Ambrose A, Simoes P, et al. Performance of dolutegravir based two drug regimens (DTG-
2DR) in a large real-world cohort of people with HIV. Presented at the British HIV Association (BHIVA) 
Spring Conference 2022, April 20-22, 2022, Manchester, UK. Poster P002. 

18. Hiryak K, et al. Real-World Implementation of Dolutegravir-Lamivudine to Achieve and Maintain HIV-1 
Viral Suppression at an Academic Medical Center. Presented at IDWeek 2020, October 22-25, 2020, 
Virtual Event. Poster 1040. 

19. Gianotti N, Tavelli A, Antinori A, et al. Are patients starting first-line ART with a 2-drug regimen (2DR) 
with dolutegravir/lamivudine different from those intiating 3-drug regimens (3DR) based on an 
integrase strand transfer inhibitor (InSTI), plus tenofovir alafenamide/emtricabine? Presented at the 
11th International AIDS Conference on HIV Science. July 18-21, 2021. Virtual Congress. Poster 00429. 

20. Gagliardini R, Lorenzini P, Cozzi-Lepri A, et al. Effect of past virological failure on 
dolutegravir+lamivudine as maintenance regimen. Presented at the Conference on Retroviruses and 
Opportunistic Infections, March 8-11, 2020, Boston, MA, USA. Presentation 486. 

21. Santoro SM, Armenia D, Teyssou E, et al. Impact of M184V on the virological efficacy of switch to 
3TC/DTG in real life. Presented at CROI 2021, March 6-10, 2021, Virtual Event. Science Spotlight. 

22. Lanzafame M NS, Rizzardo S, et al. Immunovirological Outcome and HIV-1 DNA Decay in a Small 
Cohort of HIV-1-infected Patients Deintensificated from Abacavir/Lamivudine/Dolutegravir to 
Lamivudine plus Dolutegravir. New Microbiologica. 2018;41(4):262-267 

23. Malagnino V, Teti E, Compagno M, et al. HBcAb Positivity Is a Risk Factor for an Increased Detectability 
of HIV RNA after Switching to a Two-Drug Regimen Lamivudine-Based (2DR-3TC-Based) Treatment: 
Analysis of a Multicenter Italian Cohort. Microorganisms. 2021;9(2). 
doi:http://dx.doi.org/10.3390/microorganisms9020396. 

24. Mendoza I, Lazaro A, Torralba M. Effectiveness, Durability, and Safety of Dolutegravir and Lamivudine 
Versus Dolutegravir, Lamivudine, and Abacavir in a Real-Life Cohort of HIV-Infected Adults. Ann 
Pharmacother. 2022;56(4):412-421. doi:http://dx.doi.org/10.1177/10600280211034176. 

25. Ciccullo A, Borghi V, Giacomelli A, et al. Five Years With Dolutegravir Plus Lamivudine as a Switch 
Strategy: Much More Than a Positive Finding. J Acquir Immune Defic Syndr. 2021;88(3):234-237. 
doi:http://dx.doi.org/10.1097/QAI.0000000000002787. 

26. Pereira Goulart S, de Albuquerque Moraes C, Furtado da Costa A, et al. ART Simplification: Use of Dual 
Therapy for HIV in a Public Health Reference Center (CRT-DST/Aids) in Sao Paulo, Brazil. Presented at 
the European AIDS Clinical Society, November 6-9 2019, Basel, Switzerland. Poster PE2/34. 

27. Povar-Echeverria M, Comet-Bernad M, Gasso-Sanchez A, et al. Neuropsychiatric adverse effects of 
dolutegravir in real-life clinical practice. Enferm Infecc Microbiol Clin (Engl Ed). 2021;39(2):78-82. 
doi:http://dx.doi.org/10.1016/j.eimc.2020.02.018. 

28. Alonso BR, Ubeda AC, Bonilla M, et al. Efficacy and tolerance of dolutegravir-based bitherapy (DTG) in 
simplification outside clinical trials. Abstract from GeSIDA 2017, Nov 28-Dec 1, 2017, Vigo, Spain. 

29. Taramasso L, De Vito A, Ricci ED, et al. Durability of Dolutegravir-Based Regimens: A 5-Year 
Prospective Observational Study. AIDS Patient Care STDS. 2021;35(9):342-353. 
doi:http://dx.doi.org/10.1089/apc.2021.0089. 

30. Stephenson I and Pan D. Clinical Experience of Dolutegravir + Lamivudine Dual Treatment Regimens at 
University Hospitals of Leicester NHS Trust. Presented at the 26th Annual Conference of the British 
HIV Association. November 22-24, 2020. Harrogate, UK. Poster P11. 

31. Tan M, Johnston S, Nicholls J, Gompels M. Dual therapy with renally adjusted lamivudine and 
dolutegravir: a switch strategy to manage comorbidity and toxicity in older, suppressed patients? HIV 
Med. 2019;20(9):634-637. doi:http://dx.doi.org/10.1111/hiv.12781. 

32. Scholten S, et al. 12-month outcomes of Dolutegravir (DTG) + Lamivudine (3TC) in ART-naïve and pre-
treated people living with HIV in Germany: Real-world data from the German URBAN cohort. Presented 
at the 18th European AIDS Conference (EACS), October 27-30, 2021, Online & London, United 
Kingdom. ePoster Presentation. 

http://dx.doi.org/10.3390/v14030524
http://dx.doi.org/10.1136/ejhpharm-2020-eahpconf.169
http://dx.doi.org/10.1016/j.ijantimicag.2020.105893
http://dx.doi.org/10.1371/journal.pone.0258533
http://dx.doi.org/10.3390/microorganisms9020396
http://dx.doi.org/10.1177/10600280211034176
http://dx.doi.org/10.1097/QAI.0000000000002787
http://dx.doi.org/10.1016/j.eimc.2020.02.018
http://dx.doi.org/10.1089/apc.2021.0089
http://dx.doi.org/10.1111/hiv.12781


 
 

MED--US-8993   10 

 

33. Uriel AJ, Banks T, Ashton K, et al. Dual Antiretroviral (ARV) Therapy: Safe and Efficacious Even in a 
Heavily ARV Experienced Real-World Cohort. Presented at the 26th Annual Conference of the British 
HIV Association. November 22-24, 2020. Harrogate, UK. Poster P4. 

34. Teira R, Diaz-Cuervo H, Aragao F, et al. Shorter Time to Discontinuation Due to Treatment Failure in 
People Living with HIV Switched to Dolutegravir Plus Either Rilpivirine or Lamivudine Compared with 
Integrase Inhibitor-Based Triple Therapy in a Large Spanish Cohort. Infect Dis Ther. 2022;11(3):1177-
1192. doi:http://dx.doi.org/10.1007/s40121-022-00630-y. 

35. Tornero JV, V. Estrada J, Perez-Somarriba J, et al. Bitherapies without protease inhibitors. A safe and 
efficient option. Abstract from GeSIDA 2017, Nov 28-Dec 1, 2017, Vigo, Spain. 

36. Yagci Caglayik D, Gokengin D, Inan A, et al. Real Life Experience of Dolutegravir and Lamivudine Dual 
Therapy As a Switching Regimen in HIV-TR Cohort. Conference presented at 16th European AIDS 
Conference - European AIDS Clinical Society (EACS). Poster PE9/12.; October 25-27, 2017; Milan; Italy. 

37. Calza L LG, Fulgaro C, et al. . Changes in serum inflammatory markers in antiretroviral therapy-naive 
HIV-infected patients starting dolutegravir/lamivudine or dolutegravir/lamivudine/abacavir. . J Acquir 
Immune Defic Syndr. 2022;89(3):c30-c32 

38. Ma J, Nance RM, Delaney JAC, et al. Current Antiretroviral Treatment Among People With Hiv In The 
Us: Findings From The Cnics Cohort. Clin Infect Dis. 2022. doi:http://dx.doi.org/10.1093/cid/ciac086. 

39. Krentz HB, Campbell S, Lahl M, Gill MJ. Uptake Success and Cost Savings from Switching to a Two-
Drug Antiretroviral Regimen. AIDS Patient Care STDS. 2022;36(1):1-7. 
doi:http://dx.doi.org/10.1089/apc.2021.0118. 

40. Sombra IS LM, Vasconcelo M, et al. . Simplification with lamivudine/dolutegravir dual therapy in HIV 
patients with real-life virological suppression (LAMDO study). Braz J Infect Dis. 2021;25(S 1):101045 

41. Ruiz-Alguero M, Hernando V, Riero M, et al. Temporal Trends and Geographic Variability in the 
Prescription of Antiretroviral Treatments in People Living with HIV in Spain, 2004-2020. J Clin Med. 
2022;11(7). doi:http://dx.doi.org/10.3390/jcm11071896. 

42. Nasreddine R, Yombi JC, Darcis G, et al. Efficacité, durabilité et tolérance de dolutégravir/lamivudine 
(DTG/3TC) et dolutégravir/rilpivirine (DTG/RPV): données de vie réelle en Belgique. Presented at 
AFRAVIH 2022. Marseille, France April 6-9, 2022. Oral Presentation. 

43. Hui X, Gan X, Li Q, Sun W. Dolutegravir Plus Lamivudine as Initial Therapy for HIV-1 Infected and 
ARV-naive Patients in West China, 24-Weeks Results of a Preliminary Real-world Study. Curr HIV Res. 
2022;20(3):222-227. doi:http://dx.doi.org/10.2174/1570162X20666220514165728. 

44. Maggiolo F, Valenti D, Teocchi R, Comi L, Filippo ED, Rizzi M. Adherence to and Forgiveness of 
3TC/DTG in a Real-World Cohort. J Int Assoc Provid AIDS Care. 2022;21:23259582221101815. 
doi:http://dx.doi.org/10.1177/23259582221101815. 

45. Schneider S, et al. Treatment experience of single-tablet dolutegravir/lamivudine in the United States: 
results from the ‘real-world outcomes with dolutegravir-based two-drug-regimens for the treatment of 
HIV-1’ (TANDEM STUDY). Presented at AIDS 2022, July 29-August 2, 2022, Montreal, Canada, and 
virtually. E-poster. EPB147. 

46. Pierone G, et al. Switching to dolutegravir/lamivudine two-drug regimen: durability and virologic 
outcomes in routine U.S. clinical care. Presented at AIDS 2022, July 29-August 2, 2022, Montreal, 
Canada, and virtually. E-poster. EPB164. 

47. Knobel H, et al. Switching to Dolutegravir/lamivudine or Bictegravir/Emtricitabine/Tenofovir 
alafenamide. A comparative real-world study. Presented at AIDS 2022, July 29-August 2, 2022, 
Montreal, Canada, and virtually. E-poster. EPB168. 

48. Rolle C, et al. Change in weight and BMI associated with switching to 
bictegravir/emtricitabine/tenofovir alafenamide vs. a dolutegravir-based regimen among a prospetive 
longitudinal cohort of virologically suppressed adults living with HIV. Presented at AIDS 2022, July 29-
August 2, 2022, Montreal, Canada, and virtually. E-poster. EPB116. 

49. Letang E, Priest J, Di Giambenedetto S, et al. Effectiveness and Tolerability of the 2-Drug Regimen 
Dolutegravir Plus Lamivudine in People with HIV-1: A Systematic Literature Review of Real-World 
Evidence from Clinical Practice. Presented at the British HIV Association (BHIVA) Spring Conference 
2022, April 20-22, 2022, Manchester, UK. Poster P023. 

50. Cahn P, Madero JS, Arribas JR, et al. Dolutegravir plus lamivudine versus dolutegravir plus tenofovir 
disoproxil fumarate and emtricitabine in antiretroviral-naive adults with HIV-1 infection (GEMINI-1 
and GEMINI-2): week 48 results from two multicentre, double-blind, randomised, non-inferiority, 
phase 3 trials. The Lancet. 2019;393(10167):143-155. doi:http://dx.doi.org/10.1016/s0140-
6736(18)32462-0. 

51. Cahn P, Madero JS, Arribas JR, et al. Durable Efficacy of Dolutegravir Plus Lamivudine in Antiretroviral 
Treatment-Naive Adults With HIV-1 Infection: 96-Week Results From the GEMINI-1 and GEMINI-2 
Randomized Clinical Trials. J Acquir Immune Defic Syndr. 2020;83(3):310-318. 
doi:http://dx.doi.org/10.1097/QAI.0000000000002275. 

52. Cahn P, et al. Durable efficacy of dolutegravir (DTG) plus lamivudine (3TC) in antiretroviral treatment-
naïve adults with HIV-1 infection: 3-year results from the GEMINI studies. Presented at HIV Drug 
Therapy Glasgow, October 5-8, 2020, Glasgow, UK. Poster P018. 

53. van Wyk J, Ajana F, Bisshop F, et al. Efficacy and Safety of Switching to Dolutegravir/Lamivudine Fixed-
Dose 2-Drug Regimen vs Continuing a Tenofovir Alafenamide-Based 3- or 4-Drug Regimen for 
Maintenance of Virologic Suppression in Adults Living With Human Immunodeficiency Virus Type 1: 
Phase 3, Randomized, Noninferiority TANGO Study. Clin Infect Dis. 2020;71(8):1920-1929. 
doi:http://dx.doi.org/10.1093/cid/ciz1243. 

54. Van Wyk J, et al. Switching to DTG/3TC fixed-dose combination (FDC) is non-inferior to continuing a 
TAF-based regimen (TBR) in maintaining virologic suppression through 96 weeks (TANGO study). 
Presented at HIV Drug Therapy Glasgow, October 5-8, 2020, Glasgow, UK. Oral presentation. 

http://dx.doi.org/10.1007/s40121-022-00630-y
http://dx.doi.org/10.1093/cid/ciac086
http://dx.doi.org/10.1089/apc.2021.0118
http://dx.doi.org/10.3390/jcm11071896
http://dx.doi.org/10.2174/1570162X20666220514165728
http://dx.doi.org/10.1177/23259582221101815
http://dx.doi.org/10.1016/s0140-6736(18)32462-0
http://dx.doi.org/10.1016/s0140-6736(18)32462-0
http://dx.doi.org/10.1097/QAI.0000000000002275
http://dx.doi.org/10.1093/cid/ciz1243


 
 

MED--US-8993   11 

 

55. Llibre J, et al. Switching to the 2-drug regimen of dolutegravir/lamivudine (DTG/3TC) fixed-dose 
combination (FDC) is non-inferior to continuing a 3-drug regimen through 24 weeks in a randomized 
clinical trial (SALSA). Presented at the 11th IAS Conference on HIV Science, July 18-21, 2021, Virtual 
Event. Oral Presentation. 

56. Evitt LA, et al. Effectiveness and tolerability of DTG+3TC in clinical practice: evidence from real world 
data. Presented at IDWeek 2021, September 29 - October 3, 2021, Virtual Conference. Poster 
Presentation. 

57. Beer D, et al. 2 Year outcomes of dolutegravir (DTG) + lamivudine (3TC) in ART-naive and pre-treated 
people living with HIV in Germany: real-world data from the German URBAN cohort. Presented at HIV 
Glasgow 2022, October 23-26, 2022, Glasgow, UK and virtually. Poster Presentation. 

58. Kuznetsov S, et al. Real-world data from the prospective, multicenter study on the use of dolutegravir-
based regimens (DBRs) in ART-naive and experienced people living with HIV: 12-months results from 
the Russian TESLA study. Presented at HIV Glasgow 2022, October 23-26, 2022, Glasgow, UK and 
virtually. Poster Presentation. 

59. De Vito  A, et al. Safety and Efficacy of Switching People with HIV to Dual Treatment With 3TC/DTG 
and RPV/DTG in Real Life: Results From the SCOLTA Cohort. Presented at HIV Glasgow 2022, October 
23-26, 2022, Glasgow, UK and virtually. Poster P085. 

60. Debono MA, et al. Clinical Experience Using Dolutegravir + Lamivudine in Glasgow. Presented at HIV 
Glasgow 2022, October 23-26, 2022, Glasgow, UK and virtually. Poster P130. 

61. Revollo B, Vinuela L, de la Mora L, et al. Integrase resistance emergence with dolutegravir/lamivudine 
with prior HIV-1 suppression. J Antimicrob Chemother. 2022;77(6):1738-1740. 
doi:http://dx.doi.org/10.1093/jac/dkac082. 

62. Maggiolo F, Gulminetti R, Pagnucco L, et al. Five Years of Durability of Dolutegravir + Lamivudine in 
Patients with Suppressed HIV-RNA. Presented at the 11th International AIDS Conference on HIV 
Science. July 18-21, 2021. Virtual Congress. Poster PEB179. 

63. Hidalgo-Tenorio C, Cortes LL, Gutierrez A, et al. DOLAMA study: Effectiveness, safety and 
pharmacoeconomic analysis of dual therapy with dolutegravir and lamivudine in virologically 
suppressed HIV-1 patients. Medicine (Baltimore). 2019;98(32):e16813. 
doi:http://dx.doi.org/10.1097/md.0000000000016813. 

64. Borghetti A, Ciccullo A, Baldin G, et al. Shall We Dance? Extending TANGO's Results to Clinical 
Practice. Clin Infect Dis. 2020;71(7):e200-e201. doi:http://dx.doi.org/10.1093/cid/ciaa313. 

65. Mussini C, et al. Highly Effective Two-drug Regimens of an Integrase Inhibitor and Reverse 
Transcriptase Inhibitor in Real-World Setting - Data from COMBINE-2 Study. Presented at the 18th 
European AIDS Conference (EACS), October 27-30, 2021, Online & London, United Kingdom. ePoster 
Presentation. 

66. Palmier E, Micán R, Busca C, et al. Switch Strategy with Dolutegravir Plus Lamivudine in Routine 
Clinical Practice: Persistance and Efficacy at 48 and 96 Weeks. Presented at the 18th European AIDS 
Conference (EACS), October 27-30, 2021, Online & London, United Kingdom. ePoster Presentation. 

67. Ciccullo A, Baldin G, Capetti A, et al. A comparison between two dolutegravir-based two-drug regimens 
as switch strategies in a multicentre cohort of HIV-1-infected patients. Antivir Ther. 2019;24(1):63-67. 
doi:http://dx.doi.org/10.3851/imp3270. 

68. Baldin G, Ciccullo A, Rusconi S, et al. Long-term data on the efficacy and tolerability of lamivudine plus 
dolutegravir as a switch strategy in a multi-centre cohort of HIV-1-infected, virologically suppressed 
patients. International Journal of Antimicrobial Agents. 2019;54(6):728-734. 
doi:http://dx.doi.org/https://doi.org/10.1016/j.ijantimicag.2019.09.002. 

69. Borghetti A, Lombardi F, Gagliardini R, et al. Efficacy and tolerability of lamivudine plus dolutegravir 
compared with lamivudine plus boosted PIs in HIV-1 positive individuals with virologic suppression: a 
retrospective study from the clinical practice. BMC Infectious Diseases. 2019;19(1):59. 
doi:http://dx.doi.org/10.1186/s12879-018-3666-8. 

70. Slim J, et al. Systematic Literature Review of Real-world Experience With the 2-Drug Regimen 
Dolutegravir and Lamivudine in People With HIV Who Would Not Have Met Inclusion Criteria for the 
Phase 3 Clinical Program. Presented at IDWeek 2022, October 19-23, 2022, Washington, D.C. and 
virtually. Poster. 

71. Borghetti A, Giacomelli A, Borghi V, et al. Nucleoside Reverse-Transcriptase Inhibitor Resistance 
Mutations Predict Virological Failure in Human Immunodeficiency Virus-Positive Patients During 
Lamivudine Plus Dolutegravir Maintenance Therapy in Clinical Practice. Open Forum Infect Dis. 
2021;8(7):ofab103. doi:http://dx.doi.org/10.1093/ofid/ofab103. 

72. Gagliardini R, Ciccullo A, Borghetti A, et al. Impact of the M184V Resistance Mutation on Virological 
Efficacy and Durability of Lamivudine-Based Dual Antiretroviral Regimens as Maintenance Therapy in 
Individuals With Suppressed HIV-1 RNA: A Cohort Study. Open Forum Infectious Diseases. 2018;5(6). 
doi:http://dx.doi.org/10.1093/ofid/ofy113. 

73. di Giambenedetto S, et al. Real-world experience with the 2-drug regimen dolutegravir and lamivudine 
in women with HIV: a systematic literature review. Presented at HIV Glasgow 2022, October 23-26, 
2022, Glasgow, UK and virtually. Poster Presentation. 

74. Benson P, et al. Real World Treatment Experience of Single Tablet Dolutegravir/Lamivudine in Those 
Naive to Treatment With Baseline Viral Loads ≥100,000 Copies/mL in the US. Presented at IDWeek 
2022, October 19-23, 2022, Washington, D.C. and virtually. Poster. 

75. Kuretski JP, et al. Real World Treatment Experience of Treatment-Naive People With HIV Who 
Initiated Treatment With Single Tablet Dolutegravir/Lamivudine in a Test and Treat Setting in the US. 
Presented at IDWeek 2022, October 19-23, 2022, Washington, D.C. and virtually. Poster. 

76. Brogan AP, et al. Virological suppression in people with HIV-1 (PWH) receiving dolutegravir/lamivudine 
was high and similar across age groups despite older PWH having increased rates of comorbidities and 

http://dx.doi.org/10.1093/jac/dkac082
http://dx.doi.org/10.1097/md.0000000000016813
http://dx.doi.org/10.1093/cid/ciaa313
http://dx.doi.org/10.3851/imp3270
http://dx.doi.org/https:/doi.org/10.1016/j.ijantimicag.2019.09.002
http://dx.doi.org/10.1186/s12879-018-3666-8
http://dx.doi.org/10.1093/ofid/ofab103
http://dx.doi.org/10.1093/ofid/ofy113


 
 

MED--US-8993   12 

 

polypharmacy (TANDEM subgroup analysis) (encore). Presented at IDWeek 2023, October 11-15, 2023, 
Boston, Massachusetts. Poster 1564. 

77. Pierone G, et al. Suppressed Switch to DTG/3TC 2-Drug Regimen vs BIC- or DTG-Based 3-Drug 
Regimens. Presented at IDWeek 2022, October 19-23, 2022, Washington, D.C. and virtually. Hot Zone 
Poster. 

 


