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 – information and language also matter. 
Language changes how we perceive 
reality. A person labelled “AIDS-
infected” is perceived differently from a 
person “living with HIV.” That’s why it is 
key to communicate in a people-centred
way instead of putting the disease first.

 Seventy-five years on, that Article 1 has 
lost none of its power. In our country, 
every single person must be protected –
no matter where they come from, no 
matter how healthy they are, no matter 
who they love.
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Slide credit: clinicaloptions.comBekker. AIDS 2024. Abstr SS0407. Bekker. NEJM. 2024;[Epub]. 

PURPOSE 1: Twice-Yearly LEN Injections vs Daily Oral 
Tenofovir as PrEP in Cisgender Women

 Randomized, double-blind phase III trial in South Africa and Uganda using counterfactual design

 Prespecified interim analysis when 50% of participants completed ≥52 wk

‒ Primary analysis: LEN vs background HIV incidence, FTC/TAF vs background HIV incidence

‒ Secondary analysis: LEN vs FTC/TDF HIV incidence, FTC/TAF vs FTC/TDF HIV incidence

Cisgender women aged 16-25 yr; 
sexually active with cisgender men 

and >1 vaginal intercourse within last 
3 mo (not pregnant); unknown HIV 

status; no prior HIV testing or 
PrEP/PEP use in last 3 mo; ≥35 kg 

body weight; eGFR ≥60 mL/min; no 
contraceptive requirement

(N = 5368)

LEN* SC Q26W + FTC/TAF or FTC/TDF placebo oral QD
(n = 2134)

FTC/TDF oral QD + LEN placebo SC Q26W
(n = 1068)

FTC/TAF oral QD + LEN placebo SC Q26W
(n = 2136)

Wk 26 Wk 52+

Follow-up 
at WK 4, 8, 

and 13, 
then 

Q13W 
thereafter

Centralized 2:2:1

*Participants received a loading dose (300 mg tablets) on Day 1 and Day 2.

http://www.clinicaloptions.com/


Baseline Characteristics
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PURPOSE 1: HIV Incidence in mITT Population at Interim 
Analysis

 Zero HIV infections occurred in cisgender women receiving LEN

 In oral FTC/TAF arm, HIV incidence no different from background and treatment adherence was poor

Comparison HIV Incidence 
Rate Ratio (95% CI)*

P 
Value

LEN vs background 
HIV incidence

0 (0.04) <.0001

FTC/TAF vs background 
HIV incidence

0.84 (0.55-1.28) .21

LEN vs FTC/TDF 
HIV incidence

0 (0.10) <.0001

FTC/TAF vs FTC/TDF 
HIV incidence

1.20 (0.67-2.14) --

Bekker. AIDS 2024. Abstr SS0407. Bekker. NEJM. 2024;[Epub]. 

HIV Incidence: Background vs Follow-up
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Patient Groups

 At baseline, median age 21 yr, 23%-56% 
aged 16-18 yr, ~25% with any STI

*People found to have HIV at study entry excluded from analysis.

http://www.clinicaloptions.com/


HIV Test Results for
Participants who had
HIV at Baseline
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 On-time injections were similar across all groups: 91.5% at Wk 26 and 92.8% at Wk 52

 Adherence to oral therapy was low for most FTC/TAF and FTC/TDF participants and decreased over time

 Lower odds of HIV infection with medium or high FTC/TAF adherence vs low adherence
(OR: 0.11; 95% CI: 0.01 to 0.49)

PURPOSE-1: Adherence

Bekker. AIDS 2024. Abstr SS0407. Bekker. NEJM. 2024;[Epub]. 

Adherence to FTC/TAF and FTC/TDF FTC/TAF Adherence-Efficacy Association
FTC/TAF FTC/TDF
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PURPOSE 1: LEN Treatment Adherence and ISRs

 Injections given on time in

‒ 91.5% (4545/4967) at Wk 26

‒ 92.8% (2025/2181) at Wk 52

 On-time injection rate similar 
for LEN and placebo

 Adherence to oral tablets 
was low based on TDF-DP 
concentration for both FTC/TAF 
and FTC/TDF, declined over time

 Pregnancies were common and 
outcomes were similar to those 
expected for the population  Among 25,329 injections, 4 ISRs led to 

treatment discontinuation
Bekker. AIDS 2024. Abstr SS0407. Bekker. NEJM. 2024;[Epub]. 

*LEN n: baseline, 2138; Wk 26, 1930; Wk 52, 862. Placebo (FTC/TAF + FTC/TDF) n: baseline, 
3206; Wk 26, 2883; Wk 52, 1274 
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HPTN 084 Open-Label Extension: Safety Evaluation of 
LA CAB During Pregnancy
 International, randomized, double-blind phase III trial, with evaluation of OLE in pregnant individuals 

offered the choice of LA CAB or FTC/TDF from 2022 onwards 

 Primary outcomes: pregnancy incidence, maternal AE incidence, individual and composite pregnancy 
outcomes: birth that includes spontaneous abortion <20 wk or IUFD; stillbirth ≥20 wk or premature 
birth <37 wk or small gestational age; infant outcomes

LA CAB

FTC/TDF

Sexually active 
cisgender women 

aged 18-45 yr 
without HIV and at 

high risk of HIV 
infection

LA CAB

FTC/TDF PO

Original 
study arm

Product choice

LA CAB

FTC/TDF PO

ART choice AND consent to 
CAB during pregnancy*

LA CAB

FTC/TDF PO
Pr
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ur
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nt

 C
AB

 u
se

Pregnancy 
confirmed by 

2 separate urine 
samples on the 

same day

Delany-Moretlwe. AIDS 2024. Abstr SY2503.

*If no consent to substudy or 
on FTC/TDF, follow-up 
occurred every 8 wk through 
pregnancy.

Ultrasound at 
Wk 12

HIV testing, safety 
assessments every 
mo to pregnancy 

outcome

http://www.clinicaloptions.com/
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HPTN 084 OLE: Pregnancy Outcomes By CAB Exposure

 Across non-randomized 
exposure CAB groups, 
pregnancy outcomes were 
consistent with expected 
background rates of pre-term 
birth, stillbirth/IUFD, 
spontaneous abortion

 Composite of poor pregnancy 
outcomes rates were similar 
across groups and driven by 
spontaneous abortion rates
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Prior CAB (n=68)

No CAB (n=45)

Composite 
poor 

pregnancy 
outcome

33
38

27

 Interpret spontaneous abortion with caution given the non-legal status of abortion in many 
of the countries participating in this study

Delany-Moretlwe. AIDS 2024. Abstr SY2503.

http://www.clinicaloptions.com/
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Outcome Active CAB Prior CAB No CAB
Live infants, n 157 31 35
Median gestational age at delivery, wk (IQR) 39 (37-40) 38 (36-40) 37 (37-39)
Median birth weight, kg (IQR) 3 (3-3) 3 (3-4) 3 (3-4)
Size for gestational age, n (%)
 Small
 Appropriate
 Large
 No data

17 (10)
104 (66)
21 (13)
15 (10)

2 (6)
15 (48)
10 (32)
4 (13)

3 (9)
15 (43)
9 (26)
8 (23)

Neonatal death within 28 days, n 4 0 0

HPTN 084 OLE: Infant Outcomes by CAB Exposure

Delany-Moretlwe. AIDS 2024. Abstr SY2503.

 Infant growth was similar across CAB exposure groups, and the 10% small size for gestational age in the active 
CAB group was lower than previously reported background rates for similar populations

 All neonatal deaths were considered by investigators to be unrelated to PrEP, and 2.5% prevalence rate was 
consistent with background rates of neonatal deaths, which can range from 1%-4% in this population

http://www.clinicaloptions.com/
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HPTN 083: HIV-1 RNA Screening in People With HIV 
Receiving LA CAB for PrEP
 LA CAB vs FTC/TDF for PrEP in cisgender men and transgender women1,2

 In original study, HIV detection with antigen/antibody testing was delayed 
compared with qualitative HIV-1 RNA testing for both arms2

 Based on these results, 2021 CDC guidelines recommend using HIV-1 RNA assays 
for monitoring people on both oral and LA injectable PrEP5

 Current analysis of OLE participants (LA CAB only) through November 30, 2023, 
calculated positive predictive value and false positive rates of isolated positive 
RNA results and assessed screening sensitivity1

Delays in Diagnosis, Median Days3,4 Baseline Infections Incident Infections
LA CAB for PrEP 62 98

Oral FTC/TDF for PrEP 34 31

1. Landovitz. AIDS 2024. Abstr OAE0406LB. 2. Marzinke. CROI 2021. Abstr 153. 3. Marzinke. J Infect Dis. 2021;224:1581. 
4. Delany-Moretlwe. Lancet. 2022;399:1779. 5. cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf. 

http://www.clinicaloptions.com/
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 HIV-1 RNA assay performance was 
better in those who had not received 
LA CAB in the past 6 mo

HPTN 083: HIV-1 RNA Testing Results

 Out of 26,528 HIV-1 RNA tests, 
22 were false positives

‒ Of these, 7 resulted in subsequent 
LA CAB administration delays

 A single, isolated positive HIV-1 RNA 
result was uncommon, but when it 
occurred, was frequently a false 
positive

 Repeat HIV-1 RNA testing can clarify 
whether the initial positive result is 
indeed an HIV infection

Patient Group PPV, %
(95% CI)

FPR, %
(95% CI)

Overall 18.5
(7.0-38.7)

0.08
(0.05-0.13)

No LA CAB 
in last 6 mo

60
(17-92.7)

0.06
(0.01-0.25)

LA CAB 
in last 6 mo

9.1
(1.6-30.6)

0.09
(0.05-0.14)

Results From Isolated Positive HIV-1 RNA Tests

Landovitz. AIDS 2024. Abstr OAE0406LB. 

http://www.clinicaloptions.com/


» Sexually Transmitted Infections (STIs)
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DOXY PEP in Canada

Seite 21Troy Grennan et al., IAS 2024, Poster Session: LB11

Methods: MSM living with HIV with previous syphilis were randomized 1:1 to receive 48 weeks of 
daily doxycycline 100mg orally versus placebo in this double-blind pilot study in Toronto and 
Vancouver
Results: 52 participants were randomized. The bacterial STI incidence rate at week 48 b<y study arm 
is summarized in table 1. There were no between-arm differences in sexual behaviors, adverse 
events or tetracycline resistance to S. aureus.



DOX PREP PREVENTS STIS 
WITHOUT AFFECTING VAGINAL 
BACTERIAL FLORA IN FSW

Seite 22Seitaro Abeet al.; IAS 2024, Oral Abstract Session Tuesday: OAC0803

Incidence for each infection before and after starting DoxyPEP

• Before DoxyPrEP, the overall STI incidence rate was 232.3 per 100 person-years. After initiating DoxyPrEP, the 
overall STI incidence rate declined to 79.2 per 100 person-years 



Antimicrobial resistance in Neisseria
gonorrhoeae infections among MSM 
on DOXYPEP

Béatrice BERCOT, et al. IAS 2024, Co-chair Special Session Wednesday: SS0404LB Seite 23

• 450 samples (278 patients) were GC-positive by NAAT. 
Susceptibility to ceftriaxone, MIC distribution



Seite 24

Antimicrobial resistance in 
Neisseria gonorrhoeae infections
among MSM on DOXYPEP

Béatrice BERCOT, et al. IAS 2024, Co-chair Special Session Wednesday: SS0404LB



Prevalence of high risk penile human 
papillomavirus MSM and TGW).

» This study aimed to evaluate the prevalence of penile HPV among MSM and TGW 
populations from Buenos Aires, Argentina. The study involved 246 MSM and 43 TGW. 

Diego Salusso et al., IAS 2024; 
Oral Abstract session: OAB0103 Seite 25

Prevalence of hr-HBV by risk group and site of examination.

• HIV diagnosis and lifetime 
sex work were identified as 
significant predictors of 
detecting any penile hr-
HPV. 



Prevalence of high risk penile human 
papillomavirus MSM and TGW).

Diego Salusso et al., IAS 2024; 
Oral Abstract session: OAB0103 Seite 26

Distribution of hr-HPV genotypes

• The prevalence of penile hr-
HPV was 31%, with no 
statistical difference 
between MSM and TGW. 

• A high proportion of penile 
samples with detectable HPV 
contained at least one 
genotype included in the 
nonvalent HPV vaccine. 



European consent requirements for 
HIV and viral hepatitis B and C 
testing

» An online survey on legal and policy frameworks and daily 
implementation was developed by a working group under the EuroTEST
Initiative and disseminated to clinical and community-based testing 
facilities and national public health institutions in the countries of the 
WHO European Region. Data collection and validation occurred between 
October 2023 and April 2024.

» 84 responses from 36 community-based testing sites, 33 healthcare 
facilities and 15 public health institutes in 34 countries were included

Rockstroh J et al. IAS 2024; Poster LB60
Seite 27



European consent requirements for 
HIV and viral hepatitis B and C testing

Rockstroh J et al. IAS 2024; Poster LB60 Seite 28

Responding countries and requirements for obtaining HIV and hepatitis testing consent.

Written or documented consent remains a 
requirement for HIV testing in more than a 

third of responding countries. 



» Coinfections

Seite 29



Seite 30



New HBV WHO guidelines
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New HBV WHO guidelines
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Slide credit: clinicaloptions.com

DTG/3TC in People With HIV With Isolated Reactive 
Anti-HBc in Phase III/IIIb Trials

 Participant demographics and baseline characteristics were generally comparable between 
treatment groups across studies 

 Studies did not proactively collect data on HBV vaccination

Trial
Isolated 
anti-HBc

(n)
Study population Design Treatment

GEMINI-1/ 
GEMINI-2

46 ART-naive adults with HIV-1 
RNA 1000-500,000 c/mL

Randomized, double-blind, 
phase III, non-inferiority trials

DTG + 3TC vs 
DTG + FTC/TDF

STAT 5 ART-naive adults Single-arm study in test-and-
treat setting (DTG/3TC started 

≤14 days after diagnosis without 
baseline lab results)

DTG/3TC

TANGO
SALSA

13
12

Adults with virologic 
suppression (HIV-1 RNA 

<50 c/mL) for >6 mo

Randomized, open-label, 
parallel-group, phase III, non-

inferiority trials

Switch to DTG/3TC 
vs continue CAR

Fox. AIDS 2024. Abstr OAB0106LB. 

http://www.clinicaloptions.com/


DTG/3TC in People With HIV-1 
With Isolated Reactive Anti-HBc: 
Virologic Suppression

Fox. AIDS 2024. Abstr OAB0106LB. 

Outcomes in ART-naive participants Outcomes in participants with 
prior virologic suppression
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DTG/3TC in People With HIV With Isolated Reactive 
Anti-HBc: Safety

 1 participant receiving DTG + 3TC in GEMINI-1/-2 discontinued treatment at ~Wk 144 and withdrew 
from study due to hepatitis E virus and liver enzyme elevations that met liver-stopping criteria

 No instances of HBV reactivation reported in any study

 Proportions of participants with HIV-1 RNA <50 c/mL or HIV-1 RNA <40 c/mL and target not 
detected were generally high and comparable between treatment groups across all studies

Emergent Liver Chemistry Test 
Elevations, n (%)

GEMINI-1/-2 STAT TANGO/SALSA

DTG + 3TC
(n = 23)

DTG + TDF/FTC
(n = 23)

DTG/3TC
(n = 5)

DTG/3TC
(n = 16)

CAR
(n = 9)

Grade 1 6 (26) 4 (17) 0 2 (13) 1 (11)

Grade 2 2 (9) 2 (9) 0 1 (6) 1 (11)

Grade 3
 Elevated serum/plasma AST

0
0

1 (4)
1 (4)

0
0

0
0

0
0

Grade 4
 Elevated serum/plasma AST
 Elevated serum/plasma ALT

2 (9)
2 (9)
1 (4)

0
0
0

0
0
0

0
0
0

0
0
0

Fox. AIDS 2024. Abstr OAB0106LB. 

http://www.clinicaloptions.com/


Evaluating the impact of increased provision of low dead 
space syringes on HIV and HCV transmission among 
people who inject drugs: a modelling analysis for 19 
countries 

» Low dead space syringes (LDSS) may reduce HIV and HCV transmission risk among people who 
inject drugs (PWID) compared to high dead space syringes (HDSS). The potential impact of 
introducing detachable LDSS into needle and syringe programs (NSPs) across 19 countries was 
evaluated. 

» Replacing HDSS with detachable LDSS could avert 2.6% of new HCV infections and 2.9% of new 
HIV infections between 2024 and 2030. 

Seite 36Kara Chew et al. IAS 2024:  LB Poster Session: LB21



Integrating HCV self-testing into HIV 
and harm reduction services 
» Study aim: To compare Community-based HCV self-testing (HCVST) delivery models to 

provider-led HCV testing (PL-HCVT, that is, standard-of-care facility-based HCV testing, 
SOC-HCVT) and HCV testing by community-based organizations (CBO-HCVT). 

Bao Vu et al. IAS 2024; OAE2005 Seite 37

First-time HCV testers by testing model and by key population



Pharmacokinetics and HIV viral load 
suppression of 1HP for TB preventive 
therapy among PWH taking standard 
dolutegravir 

» Ultrashort 1-month of daily rifapentine600/isoniazid 300 mg (1HP) is an 
effective and attractive Tuberculosis Preventive Therapy (TPT) regimen. 
However, co-administration of 1 HP and Dolutegravir (DTG) based ART 
is limited due mainly to potential suboptimal DTG concentrations. 
Recent findings from A5372 and Taiwanese HIV cohort suggest the
potential concomitant use of 1 HP with standard dose DTG in Asian 
people with HIV (PWH). We therefore assessed safety, pharmacokinetics
and HIV viral load suppression of once daily tenofovir disoproxil
fumarate/lamivudine/DTG (TLD) when co-administration with 1HP in ARV 
naïve and ARV experienced PWH.

Seite 38
Avihingsanon A et al. IAS 2024; OAB1702
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Immune response against Mpox
» Objective: This study analyzed the immune response developed after mpox vaccination in 

comparison with mpox infection.
» People infected with mpox (mpox+) (n=30), people vaccinated against mpox (n=24; 4 of which 

were also previously vaccinated against smallpox), and people who were not in contact with 
mpox or smallpox (naive) (n=38) were recruited for this study.

Seite 40
O. de la Calle-Jiménez et al IAS 2024; THPEA017



W.H.O. Declares Global Emergency 
Over New Mpox Outbreak

Seite 41



» HIV Cure
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The next HIV Cure

Seite 43Gaebler. IAS 2024. Abstr SS0402LB. 
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HIV Remission After Heterozygous Allogeneic 
Hematopoietic Stem Cell Transplantation
 White male born in 1964, 

diagnosed with HIV in 2009

‒ Viremic plasma sample from 
2014 demonstrated CCR5 
WT/Δ32 tropism

 Did not receive ART until April 
2015  initiated on 
RAL/ABC/3TC

 Diagnosed with AML April 2015 
 aHSCT in October 2015 with 
reduced intensity conditioning

‒ HLA-identical donor, CCR5 
WT/Δ32

‒ Full donor chimerism <1 mo

Gaebler. IAS 2024. Abstr SS0402LB. 

http://www.clinicaloptions.com/


The next HIV Cure

Seite 45Gaebler. IAS 2024. Abstr SS0402LB. 



Summary
» The PURPOSE 1 trial has demonstrated 100% efficacy of lenacapavir, a twice-yearly injectable, 

in preventing new HIV infections among African cisgender women and adolescent girls.

» Initial data provide reassurance regarding use of CAB in pregnancy.

» DoxyPrEP significantly decreased rates of syphilis, chlamydia and gonorrhea compared to 
placebo, and was well-tolerated in MSM living with HIV. 

» All GC were resistant to tetracycline but rate of high-level resistance mediated by the tetM gene 
were higher with Doxy-PEP. No impact of Doxy-PEP on Ceftriaxone susceptibility.

» Written or documented consent remains a requirement for HIV testing in more than a third of 
responding EU countries.

» The 2024 WHO HBV guidelines prioritize simplified treatment criteria for adults and adolescents 
and expanded eligibility for antiviral prophylaxis for pregnant women to prevent mother-to-
child transmission of HBV. 

» DTG/3TC in People With HIV With Isolated Reactive Anti-HBc showed no difference in efficacy 
endpoints; also no HBV reactivations were noted. 

» HIV remission achieved after allogeneic hematopoietic stem cell transplantation.
Seite 46



Update on IAS-Durban: Focus on ART

Thank You for Your Attendance!

Please visit us at:
www.prn.org


