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Key Takeaways RGSU":S Meta-analysis Effectiveness Estimates
_ - _ * Of the 14 SLR-included studies, 5 reported VF outcomes data for 637 individuals at Week 48 and were included in meta-analysis
9 Using a systematic literature review, we identified 14 publications representing 3535 unique people Overview of SLR-Identified Studies estimates6.20.22,24,27
Sl UG s T e M AUTAC TR UG L e Ul G L el LG s G e * We identified 310 publications representing 61,334 people with HIV-1 using DTG + 3TC  While no 2 studies used identical definitions of VVF, definitions were similar and broadly aligned with HIV treatment guidelines'2:30 (Table 2)
:) Across 5 real-world studies (n=637), no individuals developed virologic failure at Week 48 (random- through the SLR after accounting for population overlap
effects model, 0.0000; 95% Cl, 0.0000-0.0057) * 14 publications reported outcomes for 3535 unique individuals with ART experience who Table 2. Meta-analysis—-Included Studies Reporting VF Outcomes at Week 43

switched to DTG + 3TC with unknown prior genotype'6-2°

Among studies reporting resistance outcomes, on-treatment integrase strand transfer inhibitor g _ ~ _ ~ Study VF definition VF n/N (%)
9 resistance-associated mutations were rare; low-level resistance mutations were detected in only Cohorts were represented across Europe (n=8), Asia (n=4), and South America (n=2) - - | | | -
1 individual (0.03%; 1/3468) at virologic failure . Dot e:!l |nd|IV|du.aIs had VS at switch, but HIV-1 genotype was not specified for those with Mussini et al 2022 2 consecutive VL 2200 ¢/mL or 1 VL 2200 c¢/mL followed by regimen discontinuation 0/124 (0)
aseline viremia
With only 1 individual with unknown prior genotype developing low-level resistance at virologic failure, _ _ Lagi et al 20236 2 consecutive VL >50 ¢/mL or 1 VL >50 c¢/mL followed by ART modification 0/133 (0)
9 these findings provide reassurance that switching to dolutegravir + lamivudine can be an effective Effectiveness anq Safety Outf:orr_les l-\:;:_;;)ss All SLR-IncIuded. Studies _ Lee et al 202220 Persistent VL >1000 ¢/mL after =6 months of ART 0/80 (0)
option in real-world settings in the absence of a prior genotype ° Of.the 1.4 SL.R-lncIuded publications, 12 reported on effectlveness, representing 3513 =
unique individuals, 3499 of whom had follow-up data ranging from 6 to 33 months'6-%7 Pifieiro et al 202522 2 consecutive VL >200 o/mL 0/207 (0)
* Among these studies, VS rates were reported for 410 individuals, and VFs and
I - discontinuations for virologic reasons were reported for 3499 individuals Stagnaro et al 202424 NRa 0/93 (0)°
ntroduction . oh (989 A o
. . . . ] ] . . . VS rates were hlgh (98 A), 401/41 O), and VFs and discontinuations for VII’O|OgIC reasons were NR, not reported; VL, viral load. 2n=3 individuals had detectable VL (43, 51, and 373 ¢/mL). PAssumption; study stated both n=92 and n=93 people had follow-up data.
* Dolutegravir/Lamivudine (DTG/3TC) is a guidelines-recommended antiretroviral therapy (ART) regimen'2 that rare (0.29%; 10/3499)
i i i i ' ion i iglg3:4 . . o
PeaasI c\j\/e;zgn;{’gg?:&robust efficacy and a high barrier to resistance as a switch option in phase 3 trials>* and  Among the 9 studies that reported resistance outcomes,16.17.19-22,25-27 1 individual (0.03%; * No people with HIV and unknown prior genotype who switched to DTG + 3TC experienced VF at Week 48 (Figure 1)
. | | L | | 1/3468) had substitutions conferring low-level resistance to DTG at treatment discontinuation - Estimated proportions were 0.0000 (95% ClI, 0.0000-0.0057) using a random-effects model and 0.0000 (95% Cl, 0.0000-0.0015) using a common-
* Inthe US, DTG/3TC is indicated as a switch option for people with virologic suppression (VS) on stable ART with no (Table 1) effects model
history of treatment failure and no known DTG or 3TC resistance-associated mutations (RAMs)®
* INSTI RAMs T97A, E138K, and N155H were detected at Month 24 (HIV-1 RNA 540 c/mL) after . iy is_agti i M
* Inthe EU, DTG/3TC is indicated for HIV-1 treatment in those with no known or suspected DTG or 3TC RAMs’ switch to DTG + 3TC ( ) Sensitivity analys!s est|mat§d proport|ons. welre swrular and rf)bUSt _ _
* In clinical practice, people with HIV-1 do not always have historical genotype tests, and healthcare providers may not * The individual subsequently resuppressed on DTG + 3TC (<40 ¢/mL) by the time of treatment * Funnel plots provided no evidence of publication bias; Egger's test was not applicable as studies reported 0 events
always have access to existing prior genotype results or full treatment history at ART switch discontinuation at Month 25
* The prevalence of major integrase strand transfer inhibitor (INSTI) RAMs is very low,® and the presence of minor - ART history was limited to immediate prior use of DTG + TAF/FTC Figure 1. Meta-analysis—Estimated Proportions of People Switching to DTG + 3TC With VF at Week 48
INSTI RAMs has not been associated with VF on INSTI-based regimens® . N : : : Y ] ]
The individual switched to DRV/c/FTC/TAF + DTG after DTG + 3TC discontinuation VF at Week 48 Weight, Weight,

* Among individuals with stable VS and a prior M184V mutation, switching to DTG/3TC has led to very low VF rates and

* Resistance tests at VF were available for 5/10 individuals who experienced VF16.17.19-22,25-27

rare emergence of new resistance across clinical trials and real-world cohorts0-13 Study Events Total (95% CI) common (%) random (%)
* In a pooled post hoc analysis of the phase 3 TANGO and SALSA randomized clinical studies,'* high proportions of Table 1. INSTI RAMs at VF Among SLR-Included Studies Reporting Resistance o
participants with and without prior genotype maintained VS at Week 48: no prior genotype, 93% (272/294); prior Outcomes (n=9 Studies; n=3468 Individuals; Follow-up, 6-33 Months) Mussini et al 2022 0 124 D 0.0000 (0.0000-0.0293) 19.5 19.5
° ;ﬁg;{nﬁgﬁgﬁaﬁknﬁwn prior genotype on regimen effectiveness after switch to DTG/3TC in clinical practice remains People using prior genotype using INSTI RAMs Lee et al 2022 0 80 O3 0.0000 (0.0000-0.0451) 126 126
- gap DTG + 3TC, n DTG + 3TC, n detected at VF o
* Previously, a systematic literature review (SLR) of real-world studies found that switching to DTG/3TC (including both Noe ot al 202321 335 12 L ow-level resistance: Pifieiro et al 2025 0 207 [ 0.0000 (0.0000-0.0177) 32.5 32.5
fixed-dose single-tablet DTG/3TC and multi-tablet DTG + 3TC) with an unknown prior genotype resulted in high rates oecta oW-ieve' resistance.
. TO7A, E138K, N155H Stagnaro et al 2024 0 93 O 0.0000 (0.0000-0.0389)  14.6 14.6
of VS, low rates of VF, and rare development of INSTI resistance™®
* Here, we expand on this SLR and report 3 meta-analysis from the subset of studies in populations switching to ;E??:g\o/?tg(efs was reported for 1 individual with unknown prior genotype, but overall number with unknown prior genotype was
DTG + 3TC with unknown prior genotype to determine point estimates of VF at Week 48 Common-effects model 4 0.0000 (0.0000-0.0015) 100.0
* Of the 14 SLR-included publications, 5 (=356 unique individuals) reported on safety >
Systematic Literature Review * <1% of individuals discontinued DTG + 3TC due to adverse events (3/356), and no drug- Heterogeneity: /2=0.0% (') 0 61 0 '02 0 '03 0 '04 0 '05

* We systematically searched Ovid MEDLINE®, Embase, and Cochrane databases and relevant congresses for related discontinuations were reported® 2=0. P=1.0000

observational studies reporting on DTG + 3TC use published between January 2013 and November 2024, per Proportion experiencing VF at Week 48
Preférreld Reportlng ltems f(?r SyStematIC Reviews and Me_t_a'AnalyseS (PRISMA) gwd.elln.es . Acknowledgments: This study was funded by ViiV Healthcare. Editorial assistance and graphic design support for this poster

* Publications reporting effectiveness, safety, and/or tolerability outcomes for people switching to DTG + 3TC with were provided under the direction of the authors by Fingerpaint Medical and funded by ViiV Healthcare. Data included in this Note: each study used distinct definitions of VF, which were broadly aligned with HIV treatment guidelines. 2%
unknown prior genotype (ie, no historical or baseline genotype results or no available prior results) were included poster have previously been presented in part at the 23rd European Meeting on HIV & Hepatitis; June 4-6, 2025; Barcelona,

Spain; Poster 69.
* Lead studies were identified after screening based on the highest number with unknown prior genotype per cohort bai, FosTer

. : : : . _ ; TR : References: 1. Panel on Antiretroviral Guidelines for Adults and Adolescents. https://clinicalinfo.hiv.gov/en/guidelines/adult-and- =
Leac: stu_dles ::Nzre used to represent unique populations and to avoid double counting individuals across potentlally adolescent-arv. Accessed August 26, 2025. 2. European AIDS Clinical Society. https://www.eacsociety.org/guidelines/eacs- Conc' USIons
overiapping studies guidelines. Accessed August 26, 2025. 3. Osiyemi et al. Clin Infect Dis. 2022;75:975-986. 4. Llibre et al. Clin Infect Dis. . : : , : : , :
. . . L . ’ . ! L . Real-world effectiveness and/or safety outcomes were reported in 3535 unique people with ART experience who switched to DTG + 3TC with
* Rates of VS and VF, INSTI RAMs at VF, safety, and tolerability were summarized using descriptive statistics across 2023:76:720-729. 5. Fraysse et al. Infect Dis Ther. 2025;14:357-383. 6. Dovato [US prescribing information]. K . { Y P que peop P
lead studies ViiV Healthcare; 2024. 7. Dovato [EU summary of product characteristics]. ViiV Healthcare BV; 2024. 8. Bailey et al. unknown prior genotype
. AIDS Res Hum Retroviruses. 2021;37:736-743. 9. Pyngottu et al. Clin Infect Dis. 2021;73:2134-e2141. 10. Kabra et al. * Across all SLR-included studies that reported effectiveness data at any time point, this population showed high rates of VS (98%; 401/410) and
Meta-anaIySIs Open Forum Infect Dis. 2023;10:0fad526. 11. Rial-Crestelo et al. J Antimicrob Chemother. 2021;76:738-742. low rates of VF (O 299%,- 10/3499)
* The SLR-included studies were screened to identify all studies reporting VF at Week 48 for inclusion in the 12. De Lagarde et al. HIV Drug Therapy Glasgow 2024; Glasgow, Scotland. Poster P043. 13. Blick et al. AIDS 2024; P . L e .
meta-analysis (5 studies: n=637 individuals) Munich, Germany. Oral presentation OAX0903LB. 14. Scholten et al. Open Forum Infect Dis. 2024;11:0fae365. 15. Boulos * On-treatment INSTI RAMs were rare and detected in only 1 individual (0.03%; 1/3468) at Month 24 among SLR-identified studies that reported
y A et al. EMHH 2025; Barcelona, Spain. Poster 69. 16. Lagi et al. J Med Virol. 2023;95:629149. 17. Allavena et al. HIV Drug resistance outcomes
* Asingle-arm meta-analysis produced point estimates from common- and random-effects models for proportions of Therapy Glasgow 2024; Glasgow, Scotland. Poster P059. 18. Duarte et al. HIV Drug Therapy Glasgow 2024; Glasgow, , , , , _ _
individuals with VF at Week 48 Scotland. Poster P109. 19. Galizzi et al. Int J Antimicrob Agents. 2020:55:105893. 20. Lee et al. Viruses. 2022;14:2558. * Treatment with DTG + 3TC was well tolerated across studies, with no drug-related discontinuations reported
_ o _ _ 21. Noe et al. EACS 2023; Warsaw, Poland. Poster eP.A.072. 22. Pifieiro et al. HIV Med. 2025;26:36-43. 23. Silva Sombra et al. o v _ - _ . 0 _
* Denominators used the number of people switching to DTG + 3TC with unknown prior genotype Braz J Infect Dis. 2021;25(suppl 1):101045. 24. Stagnaro et al. HIV Drug Therapy Glasgow 2024; Glasgow, Scotland. Poster Among _63_7 individuals a.lcross 5. real-world studies, no.ne de\./e.loped VI_: at Week 48 (rahdom effects model, O'.OOOO’ 95% Cl, 0.0000 9'0057)_
* Data sets were transformed using double-arcsine transformations P110. 25. Galizzi et al. ICAR 2018; Rome, Italy. Abstract OC 13. 26. Kim et al. Infect Chemother. 2021;53:313-316. 27. Mussini * These findings are consistent with those from randomized clinical studies®#* and provide reassurance for using DTG + 3TC as a switch option
L . et al. BHIVA 2022; Manchester, UK. Poster PO07. 28. Yagci-Caglayik et al. EACS 2017; Milan, Italy. Poster PE9/12. 29. Seong if genotype is unknown
* Sensitivity analyses used Freeman-Tukey transformations et al. Open Forum Infect Dis. 2025;12(suppl 1):5455-S456. 30. British HIV Association. https://bhiva.org/clinical-guideline/hiv-1-
* Publication bias was evaluated with funnel plots and Egger’s test treatment-guidelines/. Accessed September 15, 2025.
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Disclaimer

This content was acquired following an unsolicited medical information enquiry by a healthcare professional. Always
consult the product information for your country, before prescribing a ViiV medicine. ViiV does not recommend the use of

our medicines outside the terms of their license. In some cases, the scientific Information requested and downloaded may
relate to the use of our medicine(s) outside of their license.
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