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Snapshot Analysis of the Proportion of Participants With Plasma HIV-1 RNA <50 c/mL 
Through Week 144 in the GEMINI-1, GEMINI-2, and Pooled ITT-E Populations

aBased on Cochran-Mantel-Haenszel stratified analysis adjusting for baseline plasma HIV-1 RNA (≤100,000 vs >100,000 c/mL), baseline CD4+ cell count (≤200 vs >200 cells/mm3), and study (GEMINI-1 vs GEMINI-2).

Cahn et al. HIV Glasgow 2020; Virtual. Poster P018.
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DTG/3TC Is Non-Inferior to TAF-Based Regimen at Week 96

aSensitivity analysis excluding 16 and 28 participants in the DTG/3TC and TAF-based regimen groups, respectively, because of no Week 96 HIV-1 RNA data due to effects of the 
COVID-19 pandemic. bPrimary endpoint (Snapshot virologic non-response, ITT-E). cBased on Cochran-Mantel-Haenszel stratified analysis (DTG/3TC − TAF-based regimen) 
adjusting for baseline third agent class. dSensitivity analysis.

• In the per-protocol population,d superiority was demonstrated with 0/348 participants in the DTG/3TC group and 4/351 (1%) in the 
TAF-based regimen group with HIV-1 RNA ≥50 c/mL at Week 96 (adjusted difference, −1.1%; 95% CI, −2.3% to −0.0%)

van Wyk et al. HIV Glasgow 2020; Virtual. Slides O441.



• Efficacy in in extreme situations

• Efficacy in special scenarios

• Reservoir & Inflammation

• What if bad adherence

Missing gaps 



Only 2%  VL>500.000 cop/mL
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Selected Baseline Demographics and Participant Characteristics 
(ITT-E Population)

Rolle et al. HIV Glasgow 2020; Poster P020.

Characteristic DTG/3TC (N=131)
Age, median (range), years
≥50 years, n (%)

31 (18-63)
20 (15)

Cisgender female, n (%) 10 (8)
Transgender female, n (%) 1 (<1)

Ethnicity, n (%)
Hispanic/Latino
Not Hispanic/Latino

38 (29)
93 (71)

Race, n (%)
Black/African American
White
Other

61 (47)
65 (50)
5 (4)

Time to enrollment since diagnosis, median (range), days 5 (0-15)

HIV-1 RNA, median (range), c/mL, n (%)a,b

<100,000
100,000 to <500,000
500,000 to <1,000,000
≥1,000,000

63,056 (<40 to 68,706,840)c

79 (60)
32 (24)
9 (7)
10 (8)

CD4+ cell count, median (range), cells/mm3b

<200, n (%)
389.0 (<20 to 1466)d

37 (28)

HBV co-infection, n (%)b,e 7 (5)

M184V resistance mutation, n (%)b 1 (<1)
a1 (<1%) participant had missing plasma HIV-1 RNA results at BL. bBL resistance was identified at Week 4, and HIV-1 viral load, CD4+ cell count, and HBV co-infection 
were identified at Week 1 from samples taken at BL. cLower limit of quantification is <40. dLower limit of quantification is <20. e2 participants with HBV co-infection 
remained on DTG/3TC. 
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Proportion of Participants With Plasma HIV-1 RNA <50 c/mL at Week 24 
by BL HIV-1 RNAa and CD4+ Cell Count (ITT-E Missing = Failure 
Analysis)

a1 (<1%) participant had missing plasma HIV-1 RNA results at BL. bOf the 19 participants with BL viral load ≥500,000 c/mL, 13 (68%) were suppressed to <50 c/mL, 4 remain on study with viral load >50 c/mL (3 <200 c/mL), and 2 discontinued. 

Rolle et al. HIV Glasgow 2020; Poster P020.

b
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• All participants with available data who had an ART adjustment and remained on study at Week 24 had 
HIV-1 RNA <50 c/mL 

17

Participants Who Switched From DTG/3TC at Any Time Point by Week 24

Rolle et al. HIV Glasgow 2020; Poster P020.

Reason for switch Visit window Modified ART

Plasma HIV-1 
RNA

at Week 24
BL HBV Week 1 DTG/3TC + TAF <40 c/mL
BL HBV Week 1 BIC/FTC/TAF NAa

BL HBV Week 4 DTG + TDF/FTC <40 c/mL 
BL HBV Week 4 BIC/FTC/TAF or

DTG + TDF/FTCb
49 c/mL 

Decision by participant or 
proxy

Week 4 BIC/FTC/TAF NAc

BL HBV Week 8 DTG/3TC + TAF <40 c/mL 
BL M184V Week 8 DTG/RPV NAd

AE (rash) Week 12; 
Week 12

COBI/DRV/FTC/TAF; 
BIC/FTC/TAFe

<40 c/mL 

aParticipant on study but missing data in window. Participant had HIV-1 RNA <40 c/mL at Week 36. bParticipant participates in another double-blind clinical trial with a tenofovir-based 
regimen; switched to either Biktarvy or Truvada + Tivicay. cParticipant withdrew consent after switch from DTG/3TC. dParticipant had HIV-1 RNA 18,752 c/mL at baseline, <40 c/mL on 
Day 47, switched to DTG/RPV on Day 49, and had last HIV-1 RNA 54 c/mL on Day 57; participant withdrew consent (due to relocation) on Day 106 (Week 12). eParticipant switched 
ART twice. 



Star of DTG+3TC after PreP
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Tiraboschi J, et al . JID 2020, accepted

15 individuals from DOLAM





• Increase of IL-6 x1.16 
(p=0.006)

• Reduction of sCD14 
x0.97 (p=0.048)

• No changes in CRP, D-
dimers, sCD163

”Effects on inflammation
biomarkers were small and 
inconclusive, with
significant differences
observed in differing
directions for DTG/3TC and 
TAF-based regimens.”

Van Wyk. CID 2020

Changes in Inflammatory biomarkers in TANGO study 
Switch to DTG+3TC vs 3DR (Week 48)



Boffito M, et al. AIRHR 2019

Mulato A, et al.  IAS 2019. Mexico City, Mexico. TUPEA103

In Vitro “Forgiveness” Studies: BIC+FTC+TAF vs DTG+3TC
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• Across both studies, 12 participants (2%) in the DTG + 3TC group (1 since Week 96) and 
9 participants (1%) in the DTG + TDF/FTC group (2 since Week 96) met protocol-defined 
CVW criteria1 through Week 144
• None of these participants had treatment-emergent INSTI or NRTI resistance mutations 

• 1 non-CVW participant with reported non-adherence in the DTG + 3TC group developed 
M184V at Week 132 (HIV-1 RNA 61,927 c/mL) and R263R/K at Week 144 (HIV-1 RNA 
135 c/mL), conferring a 1.8-fold change in susceptibility to DTG
• Baseline HIV-1 RNA: 93,515 c/mL; CD4+ cell count: 393 cells/mm3

• Suppressed to HIV-1 RNA <50 c/mL from Week 4 through Week 120; HIV-1 RNA 61,927 c/mL 
detected at 
Week 132, with successive HIV-1 RNA of <50, 135, and 61 c/mL after Week 132

• Withdrawn due to lack of efficacy after Week 144, switched to DTG once daily + DRV/COBI, and 
regained virologic suppression

23

Confirmed Virologic Withdrawal

1. Cahn et al. Lancet. 2019;393:143-155.

Cahn et al. HIV Glasgow 2020; Virtual. Poster P018.





Conclusions

• DTG+3TC is an excellent option of ART in naïve as well as in therapy

optimisation in selected individuals

• DTG+3TC is not recommended in naïve individuals with > 500.000 copies/mL

and probably if CD4 cels counts < 200 µL

• DTG+3TC should not be used as a Test&Treat Strategy and if prior use of PreP

• DTG+3TC has not shown to have a worse impact on reservoir and 

inflammation markers than 3DR

• DTG+3TC selection should be used in patients with good adherence to ART
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