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Of the 8034 PWH receiving DTG + 3TC, 61% were based in Southern Europe (ltaly, Spain, Portugal; n=4934),5911.14-
20,23,24,27-30,32,34,36,37,40,42,44,47 1 49 in W estern Europe (France and Germany; n=1130),%%:333° 506 each in Northern Europe
(UK; n=439)1321.2243.46 gnd Canada (n=391),%° 2% each in the United States (n=181)1%2> and Brazil (n=123),3>41 1% in
China (n=96),%? and <1% in Turkey (n=32)48; the remaining 9% were from mixed regions in Europe (n=708)3138

* 18 (41%) of the 44 unique real-world cohorts, represented by 65 unique studies (77 unique publications), included =1
study that reported 210 PWH whose baseline characteristics were not consistent with clinical development program
RCT inclusion criteria; the 26 unigque studies (27 unique publications) reporting these PWH are summarized in Figure 3
* 9 unique studies (11 publications) were not characterized by cohort (eg, observed multiple cohorts)

* 26 (59%) of the 44 unique real-world cohorts were not included:

25 (57%) cohorts represented by 28 unique studies (33 unique publications) did not report PWH with baseline characteristics that were outside of the clinical
development program RCT inclusion criteria

1 (2%) cohort (representing 1 unique study and 1 unique publication) reported <10 PWH (n=1 PWH) with baseline characteristics that were outside of the clinical
development program RCT inclusion criteria?!

Figure 3. Reported Efficacy of DTG + 3TC From Real-world Studies in PWH With Characteristics
Inconsistent With RCT Inclusion Criteria
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Figure 1. (A) Databases and Congress Searches Included and (B) PRISMA Flow Diagram .

A Databases searched Manual congress searches

on HIV & Hepatitis, GeSIDA, HIV/HEP, HIV-NAT, IAS/IAC, ICAR, ICASA,
ICID, IDWeek™, JSAR, KAP, SFLS, STI & HIV World Congress

A systematic literaturereview was performed to summarize effectiveness outcomes reported
from real-world evidence (RWE) studies in which people with HIV (PWH) with baseline
characteristics that were not consistent with inclusion criteriafor the dolutegravir and
lamivudine (DTG + 3TC) phase 3 clinical development program randomized controlled trials
(RCTs) either initiated or switchedto DTG+ 3TC B

RWE from PWH with various baseline characteristics, including clinical development program
RCT exclusion criteria (eg, prior virologic failure [VF] or evidence of baseline drug resistance),
support the durable efficacy and high barrier to resistance of DTG + 3TC
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Full-text reports screened (n=919)

A\ 4

Introduction
* |n phase 3 clinical development program RCTs, DTG + 3TC demonstrated durable efficacy in both
treatment-naive (GEMINI-1/-2)! and virologically suppressed switch (TANGO, SALSA)?3 participants

* Eligibility criteria for these RCTs included
* No history of VF or any major nucleoside reverse transcriptase inhibitor or integrase inhibitor—associated mutations

Full-text articles excluded
(n=456)
v * Outcome (n=107)

Drug-drug interaction/
Resistance (n=5)

No extractable data (n=4)
Intervention (n=151) Intervention sample size (n=2)
SGA disease (n=28) * Population (n=5)
Review/Publication type (n=24) « Time period (n=41)

Study design (n=64)

Screening
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Publications included (n=463)

Records identified through

* No baseline hepatitis B virus (HBV) co-infection or need for hepatitis C virus (HCV) therapy O et gy gl Sample size <10 (n=21) Characteristic PWH with characteristic with characteristic ~Cohort(s)? Effectiveness outcomes
* Viral load (VL) £500,000 ¢/mL at screening (GEMINI)! or <50 ¢/mL for >6 months (TANGO, SALSA)23 ot publications inciuded (1661 Disease (n=4) m——
* Inthe GEMINI studies, although participants had VL <500,000 c/mL at screening, 28 had VL =500,000 c/mL at treatment initiation! > 7 Total 113 4 Total CSLHIV36
. . . . . = | Publications excluded (n=506) LAMRESS38 c O ~1500 PYEU babili fVE at 1
* RCTs are conducted under controlled settings with a selected population that is not always representative of 3 " . Didnot evaluate DTG dual therapy (n=506) Previous VE enortad S enorted Stephenson® ver , probability of VF at 1 year
i i : - S eporte eporte 0 0 i itari
the population of interest; real-world studies can be used to better understand how DTG + 3TC performsin = Publications evaluating DTG 1 ’ 194 ’ opoacres  Was low (0.4% or 1.2%, depending on VF criteria)
. . . . P . . dual therapy (n:155) Publications excluded (n:33) OUtCOmeS Outcomes MUIUple !
populations that include PWH whose characteristics would have prevented them from participating in RCTs . ART regimens other than DTG + 3TC (n=31) ICONAL
* This work is a follow-up to a previous systematic literature review of real-world data that supported the ! " gg;;';‘g;tgegt';g@”(gg;? Bravo™® + VF was low (ranging from 0%-5.4% at ~1 year)
overall high effectiveness, safety, and durability of DTG + 3TC observed in clinical trials* Publications e(vahigg?g 10 Total 253 Total DOLAM(AR The difference in VF between those with or without
. . . . . . . . n= . Palmier . - .
e We summarized studies of RWE for DTG + 3TC use in PWH with baseline characteristics not consistent — - Evidence of BL CONA® M184V/l was not significantin 3 of 4 cohorts
: . . : o r Publications excluded (n=115) S drug resistance Dat AIDS26 » Atreatment-emergent resistance mutation (M41L,
with clinical deve|0pment program RCT inclusion criteria Publications including PWH with baseline characteristics not consistent with clinical development All PWH met clinical development program RCT inclusion criteria Reported Reported L AMRES3 not selected by DTG or 3TC) was observed in
8 program RCT inclusion criteria and reporting effectiveness outcomes for these individuals (n=7) (n=76) 4 outcomes 211 outcomes ODOACRE#? ] y ]
S «  Previous VF (n=1) <10 PWH had baseline characteristics outside of the clinical Multiple53 1 PWH with evidence of BL resistance
M et h O d S 5 Evidence of baseline resistance (n=4) development program RCT inclusion criteria (n=8) e
= Evidence of HBV infection (n=1) Did not report effectiveness outcomes for PWH who did not meet 6 Total 166 Total REDOLA?
. . . . . . i ' = linical devel RCT inclusi iteria (n=31
* We conducted a systematic literature review according to the Preferred Reporting Items for Systematic Baseline viral load 500,000 it (n=1) ciniee] Ceveopmer program RE T Tekeion orera 2 ota oa snening?® N6 PWH with HEBY exoerionced VE
. . Evidence of HBV . * NO Wi experience
Reviews and Meta-An aIyS|S (PR'SMA) statement ACHA, Asian Conference on Hepatitis and AIDS; ASHM, Australasian HIV & AIDS Conference; ASICON, National Conference of AIDS Society of India; BASHH, British Association for Sexual Health and 1 Reported 35 Reported ﬁal\l}r_p;gm P
. . . . HIV; BHIVA, British HIV Association; CAHR, Canadian Conference on HIV/AIDS Research; CROI, Conference on Retroviruses and Opportunistic Infections; GeSIDA, Grupo de Estudio del SIDA-
* RWE StUdIeS that reported on DTG + 3TC use in PWHwere retrleved from OVld MEDLINE@, Embase®, SEIMC; HV/HEP, HIV & Hepatitis in the Americas; HIV-NAT, The HIV Netherlands Australia Thailand Research Collaboration; IAS/IAC, International AIDS Society/International AIDS Conference; ICAR, outcomes outcomes ODOACRE®
: : : i International Conference on Antiviral Research; ICASA, International Conference on AIDS and STIs in Africa; ICID, International Congress on Infectious Diseases; JSAR, Japanese Society for AIDS REDOLA?
PUbMed1 COChrar.‘e Ilbrary1 and relevant |nternat|0na| Conference proceedlngs from ‘]anuary 201310 Research; KAP, Kenya Association of Physicians; SGA, small for gestational age; SFLS, Société Francaise De Lutte Contre Le Sida; STI, sexually transmitted infection. Calza842
February 2022 (Figure 1) 13 Total 431 Total SCOLTALM
. ) . . .. .. Mendozal®
* Studies with <10 PWH with baseline characteristics that would exclude them from phase 3 clinical development ReS U |tS ogrg;’éaREm
program RCTs, case reports, reviews, editorials, and preclinical studies were excluded o Evidence of HCV conar —+ No studies reported effectiveness outcomes
Cohorts and Participants Eﬂggtggqggg in this subgroup of PWH¢
Acknowledgments: This study was funded by ViiV Healthcare. Editorial assistance and graphic design support for this poster were provided under the direction of the * This review Includes 122 publications from 103 RWE studies of 44 unique cohorts (Figure 2)5'48 O Reported O Reported gf;r%'?gi Alonso?
authors by MedThink SciComand funded by ViiV Healthcare. _ : : : : : outcomes outcomes HIVTR%®
References. Figure 2. DTG + 3TC Real-world Cohorts According to Prior Treatment Experience and Viremic Status MultipleSs»
1. Cahnetal. AIDS. 2022;36:39-48. 29. Maggiolo et al. IAS 2021, Virtual. Poster PEB179. N=8034 . 0 '
2. Llibre et al. Clin Infect Dis. 2022 [Epub ahead of print]. 30. Martinez-Sanzet al. CROI 2022; Virtual. Poster 482. Total suppressed switch: 6082 Treatment-naive 1 Total 18 Total 89 /f) (16/1_8) of F_)WH with Bl_‘ VL >500,000 c/mL
3. Osiyemi et al. Clin Infect Dis. 2022 [Epub ahead of print]. 31. Mussini et al. EACS 2021; Virtual and London, UK. Poster PE2/48. ' PWH with BL VL Doul2 achieved virologic suppression (VL <50 c/mL
4. Letang et al. BHIVA 2022; Manchester, UK. Poster P023. 32. Povar-Echeverria et al. Enferm Infecc Microbiol Clin (Engl Ed). 2021;39:78-82. \ or 50-200 ¢/mL with subsequent VL <50 ¢/mL) at
5. Alves Correiaet al. AIDS 2020; Virtual. Poster PEB0235. 33. Noe et al. EACS 2019; Basel, Switzerland. Poster PE2/39. >500,000 c/mL 1 Reported 18 Reported Week 24 ; )
6. Bravo et al. GeSIDA 2019; Toledo, Spain. Poster P-145. 34. Palmier et al. EACS 2021; Virtual and London, UK. Poster PE2/51. Suppressed switch: unknown prior VF outcomes outcomes
7. Cabello et al. IAS 2021; Virtual. Poster PEB183. 35. Pereira Goulartet al. EACS 2019; Basel, Switzerland. Poster PE2/34. ] T : ;
8. Calza et al. J Acquir Immune Defic Syndr. 2022;89:e30. 36. Galizzi et al. Int J Antimicrob Agents. 2020;55:105893. StatuS5,6,9,11,16,17,21,23,25-29,31,34,35,39,41,45-47,a rea men 3 1 Total 13 Total
9. Cucchetto et al. ICAR 2016; Milan, Italy. Abstract P69. 37. Rodriguez Alonso et al. GeSIDA 2017; Vigo, Spain. Abstract P-203. : . experienced PWH . NO studies reported effectiveness
10. Ma et al. Clin Infect Dis. 2022 [Epub ahead of print]. 38. Santoro et al. CROI2021; Virtual. Poster 429. , Unknown viremic status with VL <50 ¢/mL ODOACRESS . p.
11. Amor-Garcia et al. Ann Pharmacother. 2022;56:401-411. 39. Scholten et al. EACS 2021; Virtual and London, UK. Poster PE2/52. : £ virologi — at BL6:10,13-15,22,32,33,37,39,44 for <6 months R ied R ied outcomes in this subgroup of PWH
12. Dou et al. EACS 2021; Virtual and London, UK. Poster PE2/19. 40. Ciccullo et al. AIDS Res Hum Retroviruses. 2021;37:486-488. Duration of virologic suppression: . O eporte O eporte
13. Tanetal. HIV Med. 2019;20:634-637. 41. Silva Sombra et al. Braz J Infect Dis. 2021:25(suppl 1):101045. 0.6-12.0 years19.26:29,48,0 1106 before switch outcomes outcomes
14. Taramasso et al. AIDS Patient Care STDS. 2021;35:342-353. 42. Calza et al. J Antimicrob Chemother. 2020;75:3327-3333. : oL :
15. Foca et al. PLoS One. 2021;16:€0258533. 43. Stephenson etal. BHIVA 2020; Virtual. Poster P11. 823 Total 2 [ Unique publications® 2015 PwH 18 Unique cohorts®
16. Mendoza et al. Ann Pharmacother. 2022;56:412-421. 44. Teiraet al. BHIVA 2020; Virtual. Poster P31. — A aStudies for which cohort(s) may have partially overlapped with other named cohorts, or for which cohort name was not recorded, have been indicated by first author name for the lead study. *Data from
17. Fernandez Zamora et al. EAHP 2020; Gothenburg, Sweden. Abstract4CPS-068. 45. Krentz et al. AIDS Patient Care STDS. 2022;36:1-7. Suppressed switch: Treatment- multiple centers from the Antiviral Response Cohort Analysis (ARCA) database were aggregated and analyzed collectively; these studies are excluded from the 44 unique real-world cohort total as overlap
18. Ciccullo et al. 3 Acquir Immune Defic Syndr. 2021;88:234-237. 46. Uriel et al. BHIVA 2020; Virtual. Poster P4. th . VF18’19’34’36’38’43 788 naive7’8’10’12’16’20’21’24’25’30’39’40’43 with unique cohorts cannot be determined. ¢1 PWH reported for VF outcome had chronic HCV.28 9A single publication can be reported more than once under different characteristics.
19. Gagliardini et al. CROI 2020; Boston, MA. Poster 486. 47. Vergas et al. GeSIDA 2017; Vigo, Spain. Poster P-190. WwItn previous
20. Gianottiet al. IAS 2021, Virtual. Poster PEB145. 48. Yagci-Caglayiket al. EACS 2017; Milan, Italy. Poster PE9/12. .
21. Haidari et al. EACS 2021, Virtual and London, UK. Poster PE2/53. 49. Borghetti et al. Open Forum Infect Dis. 2021;8:0fab103. b <= 2175 CO n C I U S I O n S
22. Hart et al. BHIVA 2020; Virtual. Poster P18. 50. Gagliardini et al. J Glob Antimicrob Resist. 2022;28:274-281. . i - i ) i .. . .
23. Malagnino et al. Microorganisms. 2021;9:396. 51. Bravo Urbieta et al. GeSIDA 2021; Malaga, Spain. Poster P-023. S_uppressed switch: 58 Treatmelrga?elegggieggiegC * |In real-world cohorts reflective of routine clinical practice, DTG + 3TC has been used by PWH with broad
24. Hidalgo et al. EACS 2021; Virtual and London, UK. Poster PE2/74. 52. Tagliaferri etal. EACS 2021, Virtual and London, UK. Poster PE2/6. no previous VF>:13,18,19,36,38,42,43,48 (Viremic)=®2/:20205%39,45,45 baseline characteristics
25. Hiryak et al. IDWeek 2020; Virtua_ll. Poster 1040. _ 53. Gagliardini et al. Open Forum Infect Dis. 2018;5:0fy113. _ o ] _
g? ::Iocqufelouxm ETl.NEAC'\S/SI .202bl.; Ylggféinlqzl_gznggg’ UK. Slides OS1/2. 54. Ciccullo ?t al AntIVIrTI‘.]er_ 2019;24:63-61. — BL, baseline; VF, virologic failure. Potential overlap between patient cohorts cannot be ruled out. 21 study used the term “therapeutic failures,” the definition of which is unclear*’; 74 PWH without previous ° OUtcom es from th ese RWE Su bgrou pS re|nf0rce the C||n|Ca| eﬁecuveness Of DTG + 3TC and fU rther Inform
. fr"nza ame et al. New |c_ro 101, v ) ' S5. Borghett! etal. J A_‘nt'mmmb_ Chemother. 2022;77:740-746. therapeutic failure are included in the “no previous VF” population and 3 with therapeutic failure are included in the “unknown prior VF status” population. Includes all studies reporting ranges for duration |tS a I|Cat| on in routine Clini Cal I’aCti ce
28. Liano etal. EACS 2021; Virtual and London, UK. Poster PE2/38. 56. Borghetti et al. Clin Infect Dis. 2020;71:e200-e201. of virologic suppression; values reported here are IQRs only. ¢1 study defined viremic as = or <20 ¢/mL and target detected.?3 PP P

IDWeek 2022; October 19-23, 2022; Virtual and Washington, DC




Y,

Healthcare

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 licence. 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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