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Abstract submission

Over 3,800 abstracts were submitted to the 12th IAS Conference on HIV Science.

The Organizing Committee (OC) is very grateful for all the abstract submissions received. While the OC
found many very high-quality abstracts among the submissions, due to limitations in the conference pro-
gramme, more abstracts were rejected than accepted - with an overall acceptance rate of 38%.

All abstracts went through a blind peer-review process completed by over 700 abstract reviewers. These
reviewers are international experts in the field of HIV, including members of the OC and track committees.
Each abstract was reviewed by three to four reviewers. The abstracts were reviewed for the quality and
originality of the work. Late-breaking abstract reviews included an additional assessment of the late-brea-
king nature of the research.

All reviewers were instructed to abstain from scoring any abstract on which they were an author or co-au-
thor, had a financial or personal conflict of interest, or did not have the appropriate expertise to evaluate.
Each abstract was scored numerically against five pre-determined criteria, which were equally weighted to
get a final score. The final score ranged from one (the lowest) to six (the highest). Any abstracts that recei-
ved less than two reviews or where there was a scoring discrepancy between reviewers were additionally
reviewed by the track committees.

Statistics for abstracts

3,857 Regular abstracts submitted

1,474 Regular abstracts accepted
92 Oral abstracts

225 Poster exhibition abstracts
1100  E-poster abstracts

395 Late-breaking abstracts submitted

97 Late-breaking abstracts accepted

28 Late-breaking oral abstracts

15 Late-breaking poster exhibition abstracts
54 Late-breaking e-poster abstracts

4,252  Total abstracts submitted

1,571  Total abstracts accepted
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IAS 2023 International Abstract Review Committee

The 12th IAS Conference on HIV Science received more than 3,800 abstract submissions, which went through
a blind, peer-reviewed process carried out by an international panel of reviewers who play a critical role in
designing a strong scientific programme.
More than 700 specialists from around the world volunteered their time and expertise to serve as peer re-
viewers, helping to ensure that the abstracts presented were selected on the basis of rigorous review aond

were of the highest scientific quality.

We extend our special thanks to the large pool of abstract reviewers for the time they dedicated to the

success of the conference.
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OAAO01 Viral replication and reservoirs
beyond the periphery: A deeper look at
tissues

Resident microbiota enhance HIV acquisition,
replication, and pathogenesis in vivo

A. Wahl', W. Yao', B. Liao', M. Chateau?, C. Richardson',
L. Ling', J. Tucker', I. McGowan?, R.B. Sartor’, J.V. Garcid'
"University of North Carolina at Chapel Hill,

Chapel Hill, United States, University of Pittsburgh
Medical School, Pittsburgh, United States

Background: Resident microbiota maintain intestinal ho-
meostasis by regulating digestion, metabolism, immune
development, and providing protection from infection.
Pioneering work has also shown that resident microbiota
enhance the transmission of a limited number of viruses
that target the intestinal tract. The intestinal tract is a
major site of HIV infection. However, the effect of resident
microbiota on HIV acquisition, replication, and patho-
genesis in the intestinal tract is unknown due to the strict
species tropism of HIV.

Methods: Bone marrow/liver/thymus (BLT) humanized
mice have been extensively utilized to study HIV acquisi-
tion, pathogenesis and prevention strategies in vivo. To
examine the role of resident microbiota in HIV acquisi-
tion and infection, we constructed germ-free (GF) BLT
mice and BLT mice colonized with resident intestinal mi-
crobiota. First, we rederived a GF strain of immune defi-
cient mice by sterile embryo transfer. GF-BLT humanized
mice were then surgically constructed in a sterile gnoto-
biotic surgical isolator. All GF mice were housed and ex-
periments performed in sterile gnotobiotic isolators and
the GF status of mice confirmed longitudinally. BLT mice
colonized with resident microbiota were also construct-
ed. We then evaluated HIV acquisition, replication, and
pathogenesis in GF BLT mice and BLT mice colonized with
resident microbiota following an oral or rectal HIV expo-
sure. HIV-RNA levels were monitored longitudinally in the
peripheral blood plasma of mice weekly by real-time PCR
analysis. At necropsy, we measured the levels of HIV-DNA,
HIV-RNA, and T cell activation blood and tissues.

Results: Our results show that HIV acquisition, replica-
tion and pathogenesis in the intestinal tract is greatly
enhanced in the presence of resident microbiota. HIV ac-
quisition was 300% higher following an oral HIV challenge
(P=0.013) and 200% higher following a rectal HIV challenge
(P=0.0286) in the presence of resident microbiota. Mean
plasma viral loads were up to 34-fold higher and cell-
associated HIV-RNA levels in tissue were also over a 1000-
fold higher in the presence of resident microbes. Further-
more, HIV-associated CD8* T cell activation was higher in
the intestinal tract in the presence of resident microbiota.
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Conclusions: These data directly demonstrate for the first
time that resident microbiota are a major driver of HIV
acquisition, replication, and pathogenesis.

Gut dysfunction as an independent driver of
neuroinflommation in ART-suppressed SIV

S. Byrnes', K. Busman-Sahay? T. Angelovich!, S. Younger?,
S. Taylor-Brill?, M. Nekorchuk? S. Bondoc? R. Dannay?,

M. Terry? C. Cochrane’, T. Jenkins', M. Roche?, C. Deleage?,
S. Bosinger®, M. Paiardini®, B. Brews?, J. Estes?, M. Churchill’
'RMIT, Melbourne, Australia, °OHSU, Portland,

United States, *University of Melbourne, Melbourne,
Australia, “Frederick National Laboratory for

Cancer Research, Frederick, United States, *Emory,
Atlanta, United States, SUNSW, Sydney, Australia

Background: Currently ~30% of people with HIV (PWH)
who are virally suppressed with antiretroviral therapy
(ART) develop a form of HIV-associated neurocognitive
disorder (HAND). The presence of a viral reservoir (and as-
sociated neuroinflammation) in the brain and ongoing
systemic inflammation penetrating the central nervous
system (CNS) are thought to play crucial roles. However,
the precise effects of viral mediated and/or independent
pathways on the brain remain ill-defined.

Methods: Here we characterized the CNS reservoir and
immune environment of SIV-infected (SIV+) rhesus ma-
caques (RMs) during acute (n=4), chronic (n=12) or ART-
suppressed SIV infection (n=11) using spatial multiplex
immunofluorescence analyses. Specifically, measures of
SIV vVRNA/DNA, blood-brain barrier integrity and ongoing
immune activation/inflammation were quantified at a
cellular level in the brain and matched gut tissue of SIV-
infected animals.

Furthermore, immune activation/inflammation was also
measured in a novel model of gut damage in SIV unin-
fected RMs (n=4) to understand whether gut domage
alone can drive neuroinflammation independent of SIV.
Results: SIV DNA+ and RNA+ cells were detected in the
brain and gut tissue of all SIV+ groups tested. Additionally,
the frequency of vDNA+ cells were not reduced in the brain
or gut in ART-treated animals (P<0.05), supporting the pres-
ence of a stable viral reservoir in the brain. SIV+ animals
had enhanced inflammatory responses, expansion of acti-
vated astrocytes and myeloid cells as well as reduced BBB
integrity compared to uninfected animals, which persisted
despite ART (P<0.05 for all). Surprisingly, BBB breakdown and
neuroinflammation correlated strongly with measures of
gut inflammation, but not brain viremia. Similar immune
activation profiles were present in the brains of the SIV un-
infected gut domage model group, indicating that dam-
age to the gut can contribute to immune activation in the
brain independent of SIV-infection.
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Conclusions: Here we show that ART-suppressed SIV+
RMs have BBB breakdown and heightened activation of
astrocytes and myeloid cells which is associated in part
with SIV vDNA and immune activation in the gut and not
resolved by ART treatment. These findings provide the
strongest evidence to date that the brain of SIV-infected
animals remains in an activated state despite long-term
ART treatment and that gut domage can induce neuro-
immune activation.

Gut memory CD4+ T cells from people with HIV on
suppressive ART express high levels of intracellular
HIV sensors

A. George'?, J. Neidleman'?, X. Luo™, J. Frouard'?,

K. Yin'?, K. Young', T. Ma™?, A. Chaillon®, M. Porrachic?,

B. Woodworth?, D. Smith?, S. Gianella®, N. Roan'?
'Gladstone Institute of Virology, San Francisco, United
States, ?University of California San Francisco, Department
of Urology, San Francisco, United States, University of
California San Diego, Division of Infectious Diseases

and Global Public Health, La Jolla, United States

Background: Memory CD4+ T cells (CD4+ Tm) are major
targets of HIV infection. Despite antiretroviral therapy
(ART), HIV persists in tissues, with the gastrointestinal tract
harboring a major proportion of the reservoir.

Here, we test whether CD4+ Tm from different tissue sites
differentially express viral sensors with potential roles in
detecting, restricting, or responding to HIV infection.
Methods: We developed a CyTOF panel designed to quan-
titate 19 intracellular viral sensors. To determine if sensor
expression differs across tissues, we applied our CyTOF
panel on freshly isolated CD4+ Tm from 8 tissue sites (gas-
trointestinal tract, lymph node, spleen, liver, kidney, bone
marrow, heart, and lung) harvested by rapid research au-
topsy from five people with HIV (PWH) on suppressive ART
enrolled in the Last Gift Cohort. Last Gift is an end-of-life
cohort of PWH that were diagnosed with a terminal illness,
and who donate their bodies for HIV cure research.
Results: The gastrointestinal tract uniquely harbored a
sub-population of CD4+ Tm cells co-expressing high lev-
els of multiple sensors targeting viral components from
multiple stages of the HIV replication cycle. These sensors
included PQBP1 and MX2 which sense incoming viral cap-
sid protein, STING and IRF3 which indirectly sense HIV DNA,
SLFN11 which senses HIV RNA and inhibits viral protein
synthesis, and MX1 which responds to type | interferons
induced as a result of viral sensing. This sub-population
of CD4+ Tm was absent in the other tissues. As the gut
is o main site of HIV persistence during ART suppression,
elevated viral sensor expression at this site may reflect
ongoing detection of viral components produced by the
persistent HIV reservoir. Consistent with this observation,
in vitro infection assays revealed that infection of CD4+
Tm upregulated expression of these same viral sensors.

Conclusions: CD4+ Tm express a diverse array of intra-
cellular host factors capable of detecting and respond-
ing to the presence of HIV in a tissue-dependent manner,
with particularly high levels in the gastrointestinal tract, a
major site of HIV persistence. The constant sensing of HIV
components in the gastrointestinal tract may contribute
to ongoing low levels of chronic inflammation in PWH.

Are moto-neurons susceptible to SARS-CoV-2
infection?

G. Cappelletti', C. Colombrita? F. Limanagqi'?, S. Strizzi',
C. Vanetti', M. Garziano', D. Trabattoni', S. Santangelo?4,
V. Silani®, A. Ratti*4, M. Biasin'

"University of Milan, Department of Biomedical and
Clinical Sciences, Milan, Italy, ?2IRCCS Istituto Auxologico
Italiano, Department of Neurology and Laboratory

of Neuroscience, Milan, Italy, *University of Milan,
Department of Pathophysiology and Transplantation,
Milan, Italy, “*University of Milan, Department of Medlical
Biotechnology and Translational Medicine, Milan, Italy,
*University of Milan, Department of Pathophysiology
and Transplantation, Dino Ferrari Center, Milan, Italy

Background: COVID-19 typically causes respiratory disor-
ders, but surprisingly a high proportion of patients also
reported CNS symptoms as well as myopathies during
and after SARS-CoV-2 infection. Notwithstanding, the im-
pact of SARS-CoV-2 exposure on motor neuronal cells has
not been investigated so far. Thus, by using human iPSC-
derived motor neurons (MNs) we assessed: their infect-
ability by SARS-CoV-2; the expression of SARS-CoV-2 main
receptors; and the effect of SARS-CoV-2 exposure on iPSC-
MN transcriptome.

Methods: Human iPSC lines from healthy donors were ob-
tained by reprogramming fibroblasts and MNs were ob-
tained by iPSC differentiation. The expression of the main
SARS-CoV-2 human-receptors was assessed in MNs by PCR
and Immunofluorescence (IF). MNs were in vitro infected
with SARS-CoV-2, and viral replication was assessed by
gPCR on two viral targets (N1, N2) in cell culture superna-
tants at 24, 48 and 72 hours post infection (hpi). To confirm
the results obtained these same supernatants were used
to re-infect susceptible VeroEé cells. Viral infection was
monitored by IF and Qgene expression as well. In paral-
lel, we profiled the gene expression of 46 different target
involved in viral entry as well as antiviral and immune re-
sponse in SARS-CoV-2 infected MNs.

Results: Gene expression profiling of the main receptors
recognized by SARS-CoV-2 revealed that all of them are
expressed with lower level of ACE2 compared to CD147 and
NRP1. By analyzing N1 and N2 gene expression over time,
we observed that human iPSC-MN were productively in-
fected by SARS-CoV-2, although viral replication was not
accompanied by cytopathic effect. Supernatant collected
from SARS-CoV-2 infected MNs was able to re-infect Vero
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E6 cells. Image analyses of SARS-CoV-2 Nucleocapsid pro-
teins by IF confirmed the results obtained. Furthermore,
SARS-CoV-2 infection was accompanied by the activation
of the antiviral and inflammatory response (HLA-A, MX1,
BCL2) in MNs.

Conclusions:

These results suggest for the very first time that SARS-
CoV-2 can infect human MNs probably by binding CD147
and NRP1 receptors. New evidence, indicate that these
proteins have higher and broader patterns of expression
in the human brain than ACE2 or TMPRSS2.

Such information will be essential to unveil the neuromus-
cular disorders characterizing SARS-CoV-2 infection and
the so called long-COVID symptoms.
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OAA02 Immune-based interventions
towards an HIV cure

OAA0202

Depletion of plasmacytoid dendritic cells in
ART-suppressed SIV-infected rhesus macaques to
reverse dysfunction and exhaustion of cytotoxic
CD8+ T lymphocytes and perturb the SIV reservoir

MY-H. Lee!, G. Li?3 J. Ma?, R. Mopuri', K.A. Karunakaran',
T.Ton', S.A. Lapp', AM. MetZ, K. Engelman?, S. Liang®,

M.C. Lin', KA. Easleys, V. Govindu’, A.D. Silva Trenkle?, K. Gill%,
E.A. Mahar, N. Schoof™, K. Pellegrini™, M. Mavigner'?,

G.A. Kwong®B11 D Magnani4, J.D. Altman'",

A. Chahroudi™®?, L. Su?3, R.R. Amara'’, S.E. Bosinger'®
'Division of Microbiology and Immunology, Emory
National Primate Research Center, Emory University,
Atlanta, United States, “Division of Virology, Pathogenesis,
and Cancer, Institute of Human Virology, Departments
of Pharmacology and Microbiology and Immunology,
University of Maryland School of Medicine, Baltimore,
United States, ’Lineberger Comprehensive Cancer Center,
Department of Microbiology and Immunology, School

of Medicine, University of North Carolina at Chapel Hill,
Chapel Hill, United States, “MassBiologics, University of
Massachusetts Medical School, Boston, United States,
*Emory National Primate Research Center and Emory
Vaccine Center, Emory University, Atlanta, United States,
sEmory University, Department of Biostatistics and
Bioinformatics, Rollins School of Public Health, Atlanta,
United States, "NIH Tetramer Core Facility, Emory
University, Atlanta, United States, éWallace H. Coulter
Department of Biomedical Engineering, Georgia Institute
of Technology and Emory University, Atlanta, United States,
°Flow Cytometry Core, Emory Vaccine Center, Emory
University, Atlanta, United States, °Emory University School
of Medicine, Department of Pedliatrics, Atlanta, United
States, "Emory NPRC Genomics Core Laboratory, Emory
National Primate Research Center, Emory University,
Atlanta, United States, “Center for Childhood Infections
and Vaccines of Children’s Healthcare of Atlanta and
Emory University, Atlanta, United States, "Winship Cancer
Institute of Emory University, Atlanta, United States,
“Institute for Electronics and Nanotechnology, Georgia
Institute of Technology, Atlanta, United States, *Parker

H. Petit Institute of Bioengineering and Bioscience,
Georgia Institute of Technology, Atlanta, United States,
“Integrated Cancer Research Center, Georgia Institute
of Technology, Atlanta, United States, "Emory University
School of Medlicine, Department of Microbiology and
Immunology, Atlanta, United States, ®Emory University
School of Medicine, Department of Pathology and
Laboratory Medicine, Atlanta, United States

Background: For people living with HIV (PLWH), unabated
activation of plasmacytoid dendritic cells (oDCs) and Type
| IFN signaling is associated with immune suppression
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and HIV-1 persistence. Depletion of pDCs or blocking of
the IFN | receptor during ART-treated chronic HIV-1 infec-
tion in humanized mice reverses HIV-1 pathogenesis and
rescues HIV-specific CD8+ T cells.

Methods: We performed pDC depletion in SIVmac251-in-
fected rhesus macaques under long-term ART using 1D3,
a novel anti-BDCA2/CD303 monoclonal antibody, and as-
sessed the impact on CD8+ T cell exhaustion and SIV res-
ervoirs. To study the SIV-specific CD8+ T cell response, we
generated barcoded Gag-CM9 tetramers and performed
CITE-Seq and TCR immune profiling.

Results: We achieved depletion of pDCs in the peripheral
blood (PB), lymph nodes (LN) and bone marrow. In the LN,
we observed a significant reduction in ISGs in CD4+ and
CD8+ T cells at 16 days post-infusion and a reduced ex-
pression of PD-1 on central memory (CD95+ CCR7+) CD8+
T cells at 30 days post-infusion. Two out of six macaques
that received 1D3 controlled viremia after ART interruption
compared to 0/6 control animals. There was no change
in SIV-DNA and SIV-RNA in PB and LN CD4+ T cells after
pDC depletion. Gag-CM9 Tetramer+ CD8+ T cells of three
Mamu-A*01+ control animals were tracked at 26 days
before and at 5 weeks after treatment interruption. We
identified two major populations of LN SIV-specific CD8+
T cells: exnausted (TOX* PD-1* TIGIT*) and stem-like cells
(TCF1* PD-1"t). By matching TCR clones at both time points,
we demonstrate that the expansion of these populations
to recrudescent SIV differs significantly.

Conclusions: Taken collectively, we report that in vivo pDC
depletion was able to effectively suppress expression of
ISGs and checkpoint blockade proteins in LN CD8+ T cells.
Importantly, a subset of RMs in the depletion group main-
tained virological control off ART. These data suggest that
therapeutics targeting the pDC/IFN axis are capable of
functionally improving anti-SIV CD8+ T cell responses to
control SIV infection. Ultimately, this is a promising strat-
egy to reverse the effects of chronic inflammation in ART-
suppressed PLWH that could be used to restore host im-
munity and contribute to an HIV cure.

In vivo genome engineering of human T cells
results in ART-free control of HIV-1in humanized
mice

P. Kumar', J. Beloor', J. Rajashekhar, I. Ullah', P. Uchil?,
L. Zhu' Y. Sun’, S. Zeller'

Yale University School of Medicine, Internal Medicine/
Infectious Diseases, New Haven, United States,

2Yale University School of Mediicine, Microbial
Pathogenesis, New Haven, United States

Background: Autologous cell transplant approaches for
HIV cure typically involve re-infusion of a person's own
gene-modified hematopoietic stem and/or T cells. How-
ever, poor post-infusion engraftment of the gene-modi-
fied cells remains a major hurdle for achieving successful
control of HIV-1 viral loads and ART-free remission. In vivo
gene therapy, which does not involve ex-vivo cell manipu-
lations, may address this issue. That said, effective trans-
gene delivery to human hematopoietic cells in vivo is a
formidable challenge in the gene therapy field.

Methods: We exploited the dominant surface expression
of CD7 on human T cells and monocytes to allow targeted
and effective transduction of these cell types with virus-
like particles (VLPs) surface-decorated with a human-
ized antibody to human CD7. Importantly, as a key step
toward clinical application, we adapted this platform for
the delivery of genome-integrating ORFs encoding short-
hairpin RNA (long-term expression) and/or ‘scarless’ de-
livery of packaged CRISPR ribonucleoprotein complexes
(RNPs, transient expression). The platform was tested for
abrogating expression of HIV-1 host dependency factors
in human T cells in humanized mouse models of HIV-1in-
fection after systemic (intravenous) administration.
Results: Simple intravenous injection of CD7 antibody-
guided VLPs into humanized mice resulted in selective
transduction of primary human T cells (and monocytes)
with negligible off-targeting and hepatotoxicity. We ob-
tained impressive in vivo gene marking frequencies of
> 50% of human T cells. Gene-marked CD4 T cells selec-
tively expanded in HIV-1 . -infected humanized mice af-
ter withdrawal of antiretroviral therapy (ART) resulting in
control of plasma viral loads and stabilization of CD4 T
cell levels.

Importantly, treated mice were resistant to repeated
challenge with HIV-1. ART-free control of viral loads was
also achieved humanized mice transplanted with CD4 T
cells from people living with HIV (PLWH) demonstrating
potential applicability as a cure strategy for HIV-1.
Conclusions: The approach we report here represents an
important advance to the field of gene therapy-based
cure for HIV in that it obviates the need for cell transplant
protocols with ex-vivo transduced hematopoietic cells.
We expect our work to be a significant advance towards
achieving ART-free remission and of compelling interest
to the fields of clinical gene-therapy for HIV-1 and other
diseases.
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The EZH2 inhibitor Tazemetostat increases
MHC-I antigen presentation in vitro and in vivo,
enhancing antiviral activities of HIV-specific CTLs

A. Gramatica', A. Danesh’, F. Kahn', I. Miller', J. Weiler',

D. Copertino', A. Ward', T. Motad', L. Leyre', U. Chukwukere',
B. Jones"

"Weill Cornell Medical College, New York, United States

Background: Infected cells vary in their intrinsic suscep-
tibilities to cytotoxic T-lymphocytes (CTLs) mediated kill-
ing. We reported that overexpression of the survival factor
BCL-2 in reservoir cells confers a degree of resistance to
CTLs, and that inhibiting BCL-2 potentiated 'shock and kill'
reservoir reduction ex vivo. Here, we evaluate Enhancer of
Zeste Homolog 2 (EZH2) as additional mechanism of resis-
tance, implicated by its transcriptional overexpression in
HIV-infected CD4+ T-cells that survive CTL co-culture. EZH2
is a histone-methyltransferase that negatively regulates
MHC-I| expression and is inhibited by the FDA-approved
drug Tazemetostat.

Methods: CD4+ T-cells isolated from HIV+ donors were

superinfected with HIV-1 treated with Tazemetostat

JRCSF
and cocultured with HIV-specific CTLs (in vitro-killing as-
say), or co-cultured with autologous CD8+ T-cells in the
presence of Tazemetostat (viral-inhibition assay). En-
hancement in the individual's antiviral response, driven
by Tazemetostat, was evaluated by comparing reduc-
tion in Gag(p24)+CD4- T-cells in treated versus untreated
conditions. NodSCID-/-IL2rgnull mice were engrafted with
memory CD4+ T-cells from an HIV+ donor. Mice were then
infected with HIV .and either co-engrafted or not with
autologous memory CD8+ T-cells. Tazemetostat or vehicle
control were administered orally, up to 500mg/kg BID. Vi-
ral loads and phenotypical analysis of T-cells were con-
ducted weekly.

Results: In both the in vitro-killing and viral-inhibition as-
says, co-cultures of infected cells with HIV-specific CTL
clones, or bulk CD8+ T cells, resulted in elimination of
50-70% of infected cells. However, treatment with Taze-
metostat induced higher MHC-I levels on infected cells
and significantly greater killing (up to 80-90%). No such
enhancement was observed with cells infected with a
Nef-deficient virus, suggesting that Tazemetostat may
act by offsetting Nef-mediated MHC-I downregulation. In
mice, viral loads were significantly reduced in +CD8 ver-
sus no-CD8 mice. Tazemetostat drove a 2.1-fold increase
in surface MHC-I on infected cells (n=8, p value = 0.0004),
and a further decrease of 1-log (mean value) of viral load,
relative to vehicle control +CD8 mice.

Conclusions: Tazemetostat increases MHC-I expression in
infected cells, counterbalancing Nef-mediated immuno-
evasion. This resulted in enhanced infected-cell elimina-
tion in vitro and decreased viral loads in vivo. Our results
provide impetus for pre-clinical studies assessing impact
on reservoir formation and for consideration of future
clinical studies.
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Anti-PD-1 chimeric antigen receptor T cells
efficiently target SIV-infected CD4+ T cells in
germinal centers of rhesus macaques

K. Eichholz', Y. Fukazawa?, C. Peterson’, F. Haeseleer’,

M. Medina?, S. Hoffmeister? D. Duell?, B. Varco-Merth?,

S. Dross®, H. Park? C. Labriolo?, M. Axthelm? R. Murane?,

J. Smedley?, L. Jin', B. Rust!, D. Fuller?, H.-P. Kiem', L. Picker?,
A. Okoye?, L. Corey'

'Fred Hutchinson Cancer Center, Vaccine and Infectious
Disease Divison, Seattle, United States, ?°OHSU, Vaccine and
Gene Therapy Institute, Portland, United States, *University
of Washington, Department of Microbiology, Seattle,
United States, “University of Washington, Washington
National Primate Reseach Center, Seattle, United States

Background: Programmed cell death protein 1 (PD-1) is
an immune checkpoint marker commonly expressed on
memory T cells and enriched in latently-infected CD4+ T
cells containing replication-competent human immune
deficiency virus 1 (HIV) provirus in people with HIV on anti-
retroviral therapy (ART).

Methods: We engineered novel chimeric antigen receptor
(CAR) T cells that can efficiently kill PD-1 expressing cells in
vitro and in vivo to assess the impact of PD-1 depletion on
viral reservoirs and rebound dynamics in simian immuno-
deficiency virus (SIV) mac239-infected rhesus macaques
(RMs). Adoptive transfer experiments of anti-PD-1 CAR T
cells were done in 2 SIV naive and 4 SIV-infected RMs on
ART.

Results: In 3 of 6 RMs, one SIV naive and 2 SIV+ RMs, an-
ti-PD-1 CAR T cells expanded efficiently and persisted for
up to 100 days concomitant with the depletion of PD-1+
memory T cells in blood and tissues, including CD4+ follic-
ular helper T cells (T,,,). This depletion of T, in lymph nodes
was also associated with depletion of detectable SIV RNA
from the germinal center (GC).

However, following ART interruption, there was a marked
increase in SIV replication in extrafollicular portions of
lymph nodes, a 2-log higher plasma viremia relative to
controls and accelerated disease progression, associated
with the acute depletion of CD8+ memory T cells after CAR
T infusion in SIV+ RMs on ART.

Conclusions: These data indicate anti-PD-1CART cells can
target and deplete PD-1+ T cells in vivo including GC T,
cells and eradicate SIV from this immunological sanctu-
ary. Approaches to limit CAR T cell-mediated depletion to
PD-1+ CD4+ T cell reservoirs and reduced off target CD8+
memory T cell depletion should be pursued.
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OAAO03 Novel insights into viral
persistence

Differential susceptibility of cells infected with
defective and intact proviruses to HIV-selective
cell killing by small molecule therapies

G.N. Kadiyala', S. Telwatte?, A. Wedrychowski', J. Janssens',
S.J. Kim', P. Kim?3, S. Deeks#, J. Wongd, S. YUKI'

"University of California, San Francisco (UCSF) and

San Francisco VA Medlical Center, Medicine, San

Francisco, United States, °’The University of Melbourne,
Infectious Diseases, Melbourne, Australia, *°San

Francisco VA Medical Center, San Francisco, United
States, “University of California, San Francisco

(UCSF), Mediicine, San Francisco, United States

Background: Some drugs that augment cell-intrinsic de-
fenses or modulate cell death/survival pathways have
been reported to selectively kill HIV-infected cells and/or
reduce HIV DNA. We hypothesized that these drugs may
differ in their ability to kill cells infected with intact and
defective proviruses.

Methods: We tested drugs currently in clinical use or hu-
man trials, including interferon alpha?2A, interferon gam-
ma, acitretin (RIG-I inducer), GS5-9620/vesatolimod (TLR7
agonist), nivolumab (PD-1 blocker), auranofin (p53 mod-
ulator), obatoclax (Bcl-2 inhibitor), FX-1 (Bcl-6 inhibitor),
bortezomib (proteasome inhibitor), birinapant (IAP inhibi-
tor), and INK128/sapanisertib (mTOR[c]1/2 inhibitor). Drug
concentrations were chosen based on levels attainable in
plasma (if known) or previously tested in vitro. PBMCs were
isolated from eight ART-suppressed PWH, aliquoted into
single or duplicate wells (6x10¢ cells/well), and cultured for
six days with ARVs and either DMSO (negative control),
anti-CD3/CD28+IL-2, or individual drugs. After six days, we
measured cell counts/viabilities and extracted DNA/RNA.
Total, intact, and defective HIV DNA were measured by
IPDA (4-10 replicates), normalized to copies/million cells
(using DNA mass and housekeeping genes), expressed
as percent of the DMSO control, and compared to DMSO
(Wilcoxon signed rank test).

Results: A trend toward lower cell viability was observed
with auranofin (median=86.7% of DMSO; P=0.11), FX-1 (me-
dian=84.6%; P=0.063), and obatoclax (median=93.9%;
P=0.078), so the doses were subsequently reduced. Oba-
toclax reduced intact HIV DNA (median=17.0% of DMSO
[range 0-82.9%]; P=0.0078) but not defective or total HIV
DNA. A trend towards lower intact HIV DNA was also ob-
served with auranofin (median=53.9%[0-156.5%]; P=0.11),
bortezomib (median=78.6%[0-121.5%]; P=0.11), and INK128
(median=33.2%[0-138.2%]; P=0.12). IFNalpha2A resulted
in the lowest median intact HIV DNA (18.2%), but effects
were not consistent (range:0-232%; P=NS). Vesatolimod
reduced 3-defective HIV DNA (median=63.7%[0-87.3%];
P=0.031) and tended to reduce 5-defective DNA (medi-

an=75.0%[0.5-101.4%]; P=0.063) but not intact or total HIV
DNA. Other drugs showed no statistically significant ef-
fects.

Conclusions: Several drugs induced selective ex vivo de-
pletion of cells with intact proviruses (obatoclax, possibly
auranofin, INK128, and bortezomib) or defective provi-
ruses (vesatolimod). Their distinct modes of action on cell
death/survival and innate immune response provide a
strong rationale to compare the effects of drug combi-
nations ex vivo and in animal or human trials.

Follicular T helper cells (TFH) are a minor source
of the active HIV reservoir in secondary lymphoid
tissues of people with HIV (PWH) on prolonged
suppressive antiretroviral therapy (ART)

J.M. Folkvord', M. Ollerton?, B.l. Mitchell?, F. Yost?,
C.M. Shikuma? L.C. Ndhlovu?, A. Chaillon# D. Smith?,
M. Porrachia?, S. Gianella?, E. Connick’

"University of Arizona, Tucson, United States,
2University of Hawaii/Hawaii Center for HIV/

AIDS, Honolulu, United States, *Weill Cornell
Medicine, New York, United States, “University of
California San Diego, San Diego, United States

Background: TFH are considered major HIV RNA express-
ing (VRNA+) cells in secondary lymphoid tissues during
chronic, untreated HIV/SIV. TFH are variably defined based
on location in germinal centers, and/or expression of the
canonical transcription factor BCL6 and multiple cell sur-
face markers including PD-1. The phenotype of vVRNA+ cells
within secondary lymphoid tissues of PWH on prolonged
suppressive ART is unknown. We investigated the distribu-
tion and expression of BCL-6 and PD-1 by VRNA+ cells in
lymph nodes (LN) and spleen of PWH receiving virally sup-
pressive ART.

Methods: Formalin-fixed paraffin-embedded LN tissue
from 6 males on suppressive ART a median of 20 years
were sectioned, baked at 60°C, deparaffinized and sub-
jected to antigen retrieval and protease treatment. In
situ hybridization (ISH) for vRNA (ACDbio), and immuno-
fluorescent antibody staining for CD20 was performed
and vRNA+ cell frequencies determined. Spleen from 6
male PWH on suppressive ART a median of >5 years were
embedded in OCT, sectioned and fixed in paraformail-
dehyde. ISH for vRNA and BCL6, and immunofluorescent
antibody staining for PD1 and CD20 was performed in 3
LN and 6 spleens and vVRNA+ cell phenotypes determined.
CD20+/CD20- areas defined follicular/extrafollicular re-
gions, respectively. Data are reported as medians.
Results: Most VRNA+ cells in LN (55%; range, 33-69%) and
spleen (91%; range 82-100%) were located in extrafol-
licular regions. Frequencies of VRNA+ cells were higher in
follicular vs extrafollicular regions in LN (0.28 vs 0.17 cells/
mm?) and spleen (0.07 vs 0.05 cells/mm?), but only 31% and
5.4% of tissue consisted of follicle, respectively. Twenty-five
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HIV RNA+ cells were evaluated in LN (9, range 7-9 cells;
n=3) and 182 in spleen (32, range 6-52 cells; n=6). Germi-
nal centers were not observed. BCL6 was observed in 71%
and 27%, and PD1in 14% and 12% of vRNA+ cells in LN and
spleen, respectively. Of VRNA+ cells, 14% (range 0-33%) in
LN and 4% (range, 0-17%) in spleen were TFH (BCL6+/PD1+).
Conclusions: TFH are a minor source of the active reser-
voir in secondary lymphoid tissues of PWH on prolonged
suppressive ART. Strategies to eliminate the active reser-
voir must identify and target additional cell phenotypes.

Hypoxic adaptation uncovers a glycolytic
dependence of HIV-1 latency reversal

Y.l. Kayode', D.C. Clemmer', A.A. Owolabi', L.M. Clark,
H.E. Taylor

'SUNY Upstate Medical University, Microbiology

and Immunology, Syracuse, United States

Background: The main barrier to HIV-1 curative strate-
gies is the persistence of latently infected CD4 T cells in
lymphoid tissue compartments which readily fuel viral re-
bound following antiretroviral therapy (ART) interruption
in people living with HIV (PLWH).

However, our incomplete understanding of the role of
the unique metabolic microenvironment in these tissues
in controlling latency reversal remains a limitation to ad-
vancements in the field of HIV curative research.

Based on prior associations of glycolytic metabolites with
post-translational modifications that facilitate HIV-1 rep-
lication during primary infection, and with viral rebound
following ART interruption, we directly tested the hypoth-
esis that glycolysis facilitates epigenetic modifications
that promote HIV-1 latency reversal.

Methods: We utilized orthogonal pharmacological, me-
tabolomic, and genetic tools in functional cell-based as-
says using multiple CD4 T cell models of HIV-1 latency. We
also utilized Epi-FLOW, a single-cell flow cytometry-based
assay developed in our lab to assess global epigenetic
marks in reactivating cells.

All experimentation was performed in our hypoxic work-
station which is maintained at 1% oxygen (physiologic hy-
poxia) or in standard normoxic tissue culture conditions
(21% O,).

Results: We show that CD4 T cell adaption to physiologi-
cal hypoxia present in lymphoid tissues drives glucose
sensitivity and glycolytic-dependence of HIV-1 latency re-
versal. By modelling physiologic variations in oxygen and
glucose availability as found in HIV-1-harbouring tissues
in vivo, we uncover a differential glycolytic dependence of
compounds from two clinically relevant latency reversal
agent (LRA) classes; the PKC agonists and histone deacet-
ylase inhibitors (HDACis) during physiologic hypoxia.

Our metabolomic profiling reveals that this differential
dependence on glycolysis is attributable to differential
capacities of LRAs to induce glucose uptake and glycolytic
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flux. We further define a role for glycolysis in facilitating
both histone acetylation and lactylation, post-transla-
tional modifications associated with latency reversal.
Conclusions: Taken together, our current findings uncover
glucose and oxygen availability as critical metabolic de-
terminants of HIV-1 latency reversal and underscore the
importance of executing studies of latency reversal under
physiological conditions to identify compounds that ef-
fectively target the latent reservoir in vivo.

Analysis of HIV transcribing cells from viremic
and virally-suppressed individuals living with HIV
using novel single-cell RNAsegq method

S. Telwatte3, J. Frouard?, X. Luo*, D. Arneson?,

GN. Kadiyalo?, A. Wedrychowski, R. Hohe, A. Butte®,

S. Deekss, S. Lee$, N. Roan?, S. Yukl??

"The Peter Doherty Institute for Infection and Immunity,
Infectious Diseases, Melbourne, Australia, 2University

of California, San Francisco, Infectious Diseases, San
Francisco, United States, °San Francisco Veteran Affairs
Medical Center, Infectious Diseases, San Francisco, United
States, “Gladstone Institute of Virology and Immunology,
San Francisco, United States, *University of California,
San Francisco, Bakar Computational Health Sciences
Institute, San Francisco, United States, ¢San Francisco
General Hospital, San Francisco, United States

Background: Latently-infected CD4+ T cells are consid-
ered the main barrier to a cure for HIV-1. During viral sup-
pression under antiretroviral therapy (ART), a proportion
of infected cells transcribe HIV and these are predictive of
time to viral rebound after ART cessation. Characteriza-
tion of this HIV-transcribing "reservoir” has been limited
by technical challenges, including the very low frequency
of HIV-1-transcribing cells, the low levels per cell of HIV RNA
(most of which is not polyadenylated) in ART-treated in-
dividuals, the lack of cellular biomarkers to identify HIV-
infected cells, and the fact that most HIV-infected cells
reside in lymphoid tissues.

Methods: To address these limitations, we developed
"HIV-Seq", a new single-cell (sc)RNAseq approach that
incorporates custom-designed HIV-specific capture se-
guences and DNA-barcoded antibodies to key cell surface
proteins (CITE-seq) into a single cell RNAseq (scRNAseq)
workflow (10X Genomics).

Using this approach, we characterized the transcriptome
and surface proteome of unstimulated HIV-infected cells
from blood and gut tissue from people living with HIV
(PWH).

HIV-Seq was applied to longitudinal samples obtained
from 4 PWH before ART (Week 0) and after ART suppression
(Week 24 or 45). CD4+ T cells were enriched using mag-
netic beads and stained with DNA-tagged antibodies.
HIV capture sequences were incorporated during library
preparation.
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We also characterised leukocytes (CD45+) and T cells
(CD3+) from the blood and gut of one ART-suppressed
individual. scRNAseq and CITE-seq analyses were per-
formed and sequences were aligned to a constructed
subtype B consensus reference sequence.

Results: In the viremic samples, HIV-seq enabled identifi-
cation of 32-72% more HIV RNA+ cells than scRNAseq with-
out HIV-specific primers. HIV transcripts aligned to pol
and gag regions at the highest frequency, irrespective of
capture, however HIV-seq typically yielded more HIV tran-
scripts/infected cell.

In total, we identified 1345 HIV RNA+ cells from viremic
timepoints and 26 HIV RNA+ cells from the ART-sup-
pressed timepoints representing the transcriptionally-
active reservoir.

Conclusions: Our HIV-Seq method enables efficient iden-
tification and characterization of HIV-infected cells in-
cluding in the context of ART suppression, allowing for in-
depth transcriptomic and surface phenotypic analysis of
HIV-transcribing reservoir cells.

OAA04 Mechanisms of transmission
and novelties in vaccine design

Novel V1 deleted-envelope vaccine based on VLP
protects against SHIV infection

. Silva de Castro’, AM. Rahman', M. Bissa', J.D Stamos?,

S. Sarkis!, M. Doster!, A. Gutowskad', K. N'guessan?,

D. Paquin-Proulx? T. Cardozo?, G. Franchini'

'NIH, CCR, Bethesda, United States, °MHRR Walter reed Army
Institute of Research, Silver Spring, United States, *New York
University School of Medicine, New York, United States

Background: Our group have demonstrated that vacci-
nation based in Viral Like Particles (VLP) using DNA/ALVAC/
gp120+Alum platforms delivering SIV envelope immuno-
gens engineered by V1 deletion to favor a-helix confor-
mation of V2, was superior to wild type (WT) envelope im-
munogens in decreasing the risk of SIVmac,,, acquisition
in macaques. In the current study we investigate whether
a similarly engineered vaccine based on HIV also differed
from WT-based envelope immunogens in immunogenic-
ity and efficacy.

Methods: We created a DV1 gp160 DNA vaccine by delet-
ing V1 (DV1 gp160) in the envelope of HIV clade A/E (HIV
A244) and expressed also the corresponding DV1 A244
gp120 protein in CHO cells. DV1 or WT gp160 combined with
p55Gag DNA vaccine were given at week 0, 4, followed by
two immunizations with ALVAC-HIV at week 8 and 12; one
WT or DV1 HIV A244 gp120 protein boost in alum was giv-
en at week 12. Two months following the last immuniza-
tion animals were exposed to 11 weekly low doses of SHIV
157(QNE) Y173H intrarectally.

Results: The DV1 immunogens decreased the risk of SHIV
157 (QNE) acquisition by 81% compared to controls,
whereas the WT immunogens did not, recapitulating the
results obtained with SIV-based vaccines.

Analyses of immune response elicited by the HIV A244WT
and A244DV1 immunogens revealed several differences.
Immunization with DV1, elicited higher V2-specif ADCC, and
more efficient efferocytosis, responses correlating with the
decreased risk of virus acquisition also in the SIV.

Similarly, the frequency of mucosal CD14 + cells, IgG enve-
lope specific B-cells (that correlated directly with V2-spe-
cific ADCC), CCR2+ and of CD73+ rectal macrophages and
in non-classical blood monocytes was higher in DV1 that
WT immunized animals. The two immunization regimens
differed also in the level of trogocitosis, that was higher
in WT immunized animals and correlated negatively with
V2-specific ADCC.

Conclusions: Thus, for reasons that are unclear at pres-
ent, we conclude that V1 affects protective responses
against HIV and further studies will be needed to address
the mechanism(s).

Perturbation of mucosal granulocytic effector
cells in lentivirus infections

C. Manickam', A. Afifi2, R. Jones?, S. Sugawara? R.K. Reeves?
'Duke University, Surgery, Durham, United States,
2Duke University, Durham, United States

Background: Granulocytes including eosinophils and
neutrophils, are critical innate effector cells bearing high
Fc receptor expression and armed with a preformed pool
of inflammatory and cytotoxic mediators and are also
highly enriched in the Gl mucosae. However, their roles
in lentiviral-mediated intestinal pathology and immuno-
protection have been largely overlooked.

To address this deficit, we studied granulocyte pheno-
types, distribution, function and signaling using nonhu-
man primate models of HIV infection and as well as hu-
man blood samples.

Methods: Mononuclear cells and tissue samples from je-
junum, colon, cervix, vagina, lymph nodes, spleen, liver,
and whole blood of naive, acute SIVmac251-, and chronic
SHIVsf162p3-infected rhesus macaques (RM) were ana-
lyzed by imaging cytometry and advanced polychromat-
ic flow cytometry.

Peripheral granulocytes of naive RM and humans were
used for controls and for functional assays, including re-
spiratory burst assay by flow cytometry, ‘'net'osis assay by
confocal microscopy and multiplex signaling analyses.

A neutrophil antibody-mediated cell phagocytosis (ADNP)
assay used HIV-gag opsonized fluorescent microbeads
and HIV-specific antibodies.

Results: Flow cytometric and imaging data confirmed
granulocyte phenotypes as CD45*CDé66abce*CD14*CD49d"
neutrophils and CD45*CDé6abce*CD14-CD49d* eosinophils
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based on their surface marker expression, nuclear mor-
phology, and cytoplasmic granularity in whole blood and
tissues.

Significant modulation of granulocytic subsets was ob-
served in mucosal sites of SIV/SHIV replication as evi-
denced by depletion of jejunal eosinophils and vaginal
neutrophils and eosinophils. Interestingly, neutrophils in
circulation and colorectal biopsies were elevated indicat-
ing tissue-specific modulation of granulocytes in chronic
SHIV infection.

Further, the efficacy of RM and human granulocytes as Fc
effector cells was substantiated in vitro by their ability to
generate reactive oxygen species, phosphorylation of im-
portant signaling adaptors including Syk, ZAP70, Lck and
LAT upon CD32 and CD16 crosslinking and extracellular
trap generation. In addition to FcgR-mediated responses,
we observed elevated phagocytosis when neutrophils
were cultured in the presence of VRCO1-IgA compared to
the VRCO1-IlgG subtype, indicating HIV-specific mucosal
activity.

Conclusions: Granulocytes are depleted in SIV/SHIV in-
fection, notably in the gastrointestinal and reproductive
mucosae where significant inflammation and disrup-
tion occurs in lentivirus-induced disease. Mucosal deple-
tion of granulocytes could potentially lead to pathogenic
co-morbidities and also adversely affect the outcome of
antibody-based therapies and HIV cure, thus warranting
further studies.

Diverse envelope trimers with altered glycan
coverage around the CD4-binding site elicit
neutralizing antibodies of >50% breadth in NHPs

X. Chen', T. Zhou', C. Chengd', Z. Sheng? E.-S. Stancofski',
AR. Corrigan’, E. Sarfo', S. Charaf', K. Mckee', M. Louder!,
N.A. Doria-Rose', B. Zhang', J.R. Mascold', R. Koup”,

L. Shapiro?, P. Kwongd'

'VRC/NIAID/NIH, Bethesda, United States,

2Columbia University, New York, United States

Background: Vaccine elicitation of broadly neutralizing
antibodies (bnAbs) remains a challenge to the develop-
ment of an effective HIV-1 vaccine. BnAbs targeting the
conserved CD4-binding site (CD4BS) have been identified
in many HIV patients and are often broad and potent.
Immunization with stabilized HIV-1 envelope trimers (Env)
generally only elicits autologous or narrow-breadth neu-
tralization.

We previously reported that Env trimers with four glycans
removed around the CD4BS elicited strong neutralizing
response to the glycan-removed CD4BS but not to wild-
type glycan-covered envelopes in NHPs.

Methods: We further boosted the above NHPs with di-
verse Env trimers, first with removed glycans partially
restored (2-3x each) and then with natively glycosylated
HIV-1 Envs (6x). Sera and PBMCs were collected two weeks
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after each immunization and analyzed for neutraliza-
tion and B cell recognition. B cell sorting and RT-PCR for
antibody identification were performed at terminal time
point. Binding, neutralization, and cryo-EM analyses were
performed on identified IgGs. Longitudinal NGS was per-
formed for two NHPs with bnAb lineages.

Results: Boosting with partially glycan-restored and na-
tively glycosylated HIV-1 Envs resulted in broadly serum
neutralizing responses in a subgroup of honhuman pri-
mates, four of which neutralized more than 10 out of 17
tested tier Il isolates.

From B cell sorting with BG505.SOSIP and its CD4BS-knock-
out mutant as probes, we isolated multiple neutralizing
antibodies from these four NHPs. The top two antibod-
ies, A11V093-10 and A13V144-91, from two different NHPs,
neutralized 56% and 54% of viruses in a 208-isolate panel,
respectively.

Cryo-EM structures showed that they both targeted the
CD4BS with heavy-light chain orientation flipped rela-
tive to that of VRCO1. Both mimicked key CD4 and VRCO1
interactions to HIV-1 gp120, but A13V144-91 used a flexible
and shortened CDR-H1to accommodate glycan 276 while
A11V093-10 bound to gp120 with an epitope that shifted
away from glycan 276 to reduce interaction to this gly-
can and achieve broad neutralization. Longitudinal NGS
analyses of the two bnAb lineages indicate that the initial
expansion of the lineages coincided with immunization
by the first glycan-restored trimer containing a restored
glycan at N197.

Conclusions: Env trimer immunization with glycans mod-
ulated around the CD4BS can elicit broadly neutralizing
CD4BS antibodies in NHP.

Protective efficacy of intranasal vaccination
with a Sendai virus vector expressing a spike
antigen against SARS-CoV-2 infection in mice

H. Ishii', K. Miyauchi', S. Harada', M. Nakamura-Hoshi',
S. Seki, D. Kaneda'?, M. Okazaki', T. Matano'?

'AIDS Research Center, National Institute of

Infectious Diseases, Tokyo, Japan, ?Institute of
Mediical Science, University of Tokyo, Tokyo, Japan,
3Joint Research Center for Human Retrovirus,
Kumamoto University, Kumamoto, Japan

Background: Currently approved COVID-19 vaccines have
shown strong protective efficacy against disease onset
and progression after SARS-CoV-2 infection. However,
systemic immune responses induced by intramuscular
vaccination have limited impact on protection of viral
transmission. Intranasal vaccination is an important
strategy for induction of mucosal immune responses for
protection of viral transmission.

We have previously reported protective efficacy of intra-
nasal vaccination with a Sendai virus (SeV) inducing CD8*
T cell responses against SARS-CoV-2 infection (Cell Rep
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Med 3:100520, 2022). In the present study, we investigated
the potential of intranasal SeV vaccination inducing mu-
cosal neutralizing antibody responses to prevent SARS-
CoV-2 infection in a mice model.

Methods: BALB/c mice received two times of intrana-
sal vaccination with a SeV vector expressing SARS-CoV-2
S1 domain fused with foldon, the trimerization domain
of T4 fibritin (SeV-S1-fol), produced by ID Pharma, Co.,
Ltd. SeV-S1-fol-vaccinated and unvaccinated mice were
intranasally challenged with a mouse-adapted SARS-
CoV-2 strain QHmMusX provided by Noriyo Nagata (Sci Adv
8:eabh3827,2022). Viral sgRNA levels and infectious viral ti-
ters were examined in bronchoalveolar lavage fluid (BALF)
obtained on day 3 post-challenge.

Results: Intranasal SeV-S1-fol vaccination induced not
only anti-S I1gG in plasma but also anti-S IgA in BALF and
nasal wash. Anti-SARS-CoV-2 neutralizing activity was
detected not only in plasma but also in BALF in the vac-
cinated mice. After SARS-CoV-2 challenge, all the nine un-
vaccinated mice showed significant body weight loss and
high viral loads, sgRNA levels and infectious viral titers, in
BALF. In contrast, all the wight vaccinated mice with no
body weight loss had no detectable viral sgRNA nor infec-
tious viruses in BALF except for one mouse with marginal
SgRNA.

Conclusions: The present study indicates the potential
of intranasal SeV-S1-fol vaccination to efficiently induce
mucosal anti-SARS-CoV-2 neutralizing antibody responses
and confer sterile protection from SARS-CoV-2 infection.

OABO1 Prioritizing the clinical HIV care
of women and children in 2023

Persistent accelerated epigenetic aging is
associated with altered neuroimaging and
immune biomarkers in a longitudinal cohort of
vertically-acquired HIV-positive adolescents

S. Heany', J. Hoare', N. Phillips', D. Stein', A. Levine?,
H. Zar3, L. Myer?, S. Horvath?

"University of Cape Town, Psychiatry and Mental
Health, Cape Town, South Africa, 2University of
California, Los Angeles, Los Angeles, United States,
SUniversity of Cape Town, Paediatrics, Cape

Town, South Africa, “University of Cape Town,
Epidemiology, Cape Town, South Africa

Background: We have previously shown accelerated ag-
ing in adolescents living with perinatally-acquired HIV
(PHIV+), based on discrepancies between epigenetic and
chronological age.

The current study examines follow-up longitudinal pat-
terns of epigenetic aging, and the association of epigen-
etic aging with cognition as well as whole brain structure

changes in PHIV+ and healthy controls enrolled in the
Cape Town Adolescent Antiretroviral Cohort Study (CTA-
AC).

Methods: The lllumina EPIC array was used to generate
blood DNA methylation data from 60 PHIV+ adolescents
and 36 age-matched controls aged 9-12 years old at
baseline, and again at a 36-month follow-up. Epigenetic
clock software estimated two measures of epigenetic
age acceleration: extrinsic epigenetic accelerated ag-
ing (EEAA) and age acceleration difference (AAD) at both
timepoints.

At follow-up, each participant completed neuropsycho-
logical testing, structural magnetic resonance imaging,
and diffusion tensor imaging.

Results: At follow-up, PHIV status remained associated
with increased EEAA and AAD. Accelerated epigenetic ag-
ing remained positively associated with viral load and
negatively associated with CD4 ratio. EEAA was positively
associated with whole brain grey matter volume and al-
terations in whole brain white matter integrity. These re-
sults did not differ between genders. AAD and EEAA were
not associated with cognitive function within the PHIV+
group.

Conclusions: Measures of epigenetic aging, as detected
in DNA methylation patterns, remain increased in PHIV+
adolescents across a 36-month period. Associations be-
tween epigenetic aging measures, viral biomarkers, and
alterations in brain micro and macrostructure also persist
at 36-month follow-up. Increased variance in DNAmMAgQ-
ing might indicate varying degrees of immune health re-
sponse to treatment and development trajectories.
Accelerated epigenetic aging is also associated with viro-
logic and treatment related variables such as CD4 ratio
and VL, indicating the importance of disease manage-
ment during the adolescent stage.

Neuroimaging results showed that epigenetic aging is
associated with reduced white matter fractional an-
isotropy and increased mean diffusion, indicating white
matter microstructural damage. PHIV+ additionally have
larger grey matter volumes, possibly due to ineffective
pruning during the adolescent period.
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Is the recommended valganciclovir dosing for
treatment of cytomegalovirus in infants adequate
for treatment of cytomegalovirus pneumonia

in HIV-positive infants in sub-Saharan Africa?

A pharmacokinetic sub-study in the EMPIRICAL trial
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Faculty of Health Sciences, Beira, Mozambique, ?Jinja
Regional Referral Hospital, Jinja, Uganda, PUniversity
Teaching Hospital, Children’s Hospital, Lusaka, Zambia,
“University of Zambia, School of Medicine, Lusaka, Zambia,
BHerpez Limited, Lusaka, Zambia, “London School of
Hygiene and Tropical Medicine (LMC), London, United
Kingdom, "University of California Los Angeles David
Geffen School of Medicine, Los Angeles, United States,
8pediatric Service, Hospital Universitario 12 de Octubre,
Servicio Madrileno de Salud (SERMAS), Madrid, Spain,
PComplutense University of Madrid, Madrid, Spain

Background: Cytomegalovirus (CMV) is a cause of severe
pneumonia in children with advanced HIV. Valganciclovir,
the oral prodrug of ganciclovir, is used to treat CMVin im-
munocompromised hosts. No pharmacokinetic data is
available to support valganciclovir dosing in infants living
with HIV.

This study aimed to determine adequacy of dosing and
sources of pharmacokinetic variability of ganciclovir in in-
fants living with HIV with severe pneumonia.

Methods: The study was conducted within EMPIRICAL trial
(#NCT03915366) for the treatment of severe pneumonia in
infants living with HIV. Participants randomized to receive
valganciclovir for empirical CMV treatment were recruit-
ed from hospitals in Zimbabwe, Zambia, Mozambique
and Uganda between August 2020-August 2022. Valgan-
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ciclovir reconstituted syrup was given at 16mg/kg/dose
every 12 hours and pharmacokinetic sampling was done
2 and 5 hours post-administration on day 3 of enrolment
after at least 3 doses. Ganciclovir area-under-curve for a
12-hour dosing interval (AUC ) was estimated using a
limited sampling equation (AUC, =2.7*AUC, . +6) [Ville-
neuve 2013]. The geometric mean AUC_, and number of
subjects within the pharmacokinetic target for CMV treat-
ment (AUC

man's rank test was applied to test the extent to which

o = 80-120 h*mg/L) were determined. Spear-
baseline parameters (age, weight, weight-for-age, eGFR
and BSA) correlated with ganciclovir AUC_, .

Results: Geometric mean AUC ., (%CV) was 777 (54.4)
h*mg/L. Of the 85 recruited participants, only 30 (35%)
had AUC, ,,, within the pre-defined efficacy target for CMV
treatment. The remaining subjects were either below (40
(47%)) or above (15 (18%) the target. There was a posi-
tive correlation between AUC,, and weight-for-height
z-score (r(83)=.22, p=.042). A negative correlation was
observed between AUC and age (r(83)=-41, p<.001), eGFR
(r(83)=-.36, p=.001) and BSA (r(83)=-.25, p=.021).

Conclusions: A significant number of participants did not
achieve the PK target for CMV treatment when receiv-
ing valganciclovir at 16mg/kg/dose twice daily. This could
result in decreased treatment response or failure. Expo-
sure to valganciclovir decreased with increasing age, BSA,
eGFR, and poorer nutritional status. Future studies should
investigate the clinical significance of these findings and
if higher dosing or an alternative dosing strategy is re-
quired. This project is part of the EDCTP2 programme
supported by the European Union (grant number RIA RI-

A2017MC-2013).

Pharmacokinetics, safety, and efficacy of
bictegravir/emtricitabine/tenofovir alafenamide
(B/F/TAF) in virologically suppressed pregnant
women with HIV

H. Zhang', H. Martin', L. Lin!, M. Davis', H. Huang',

D. Xiao', P. Arord’, A. Avihingsanon?, E. Koenig?,

R. Palaparthy', S. Girish', D. Marathe'

'Gilead Sciences, Inc., Foster City, United States,
2HIV-NAT, Thai Red Cross AIDS Research Centre and

CE of Tuberculosis, Faculty of Medicine, Chulalongkorn
University, Bangkok, Thailand, *Dominican Institute of
Virological Studiies (IDEV), Santiago, Dominican Republic

Background: Safe, effective, and convenient treatment
options are needed for pregnant women with HIV. Bicte-
gravir (BIC) is highly protein bound and metabolized by
uridine diphosphate glucuronosyltransferase 1A1 (UGT1AT)
and cytochrome P450-3A4 (CYP3A4). Physiological chang-
es during pregnancy, including increased CYP3A4 and
UGT1AT activities, have been reported; however, limited
data exist on B/F/TAF pharmacokinetics, safety, and effi-
cacy during pregnancy.
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Methods: A dedicated open-label study (NCT03960645)
was conducted in 33 virologically suppressed pregnant
women with HIV-1. Steady-state plasma samples were
collected over 24 hours following oral administration of
B/F/TAF during second and/or third trimesters of preg-
nancy, and 6 and 12 weeks postpartum. For BIC and
TAF, protein binding was measured and serial sparse
samples collected in heonates. Geometric least-squares
mean (%GLSM) ratios were calculated for pharmacoki-
netic comparisons between pregnancy and postpartum
samples. Plasma HIV-1 RNA and trough peripheral blood
mononuclear cell (PBMC) tenofovir diphosphate (TFV-DP)
levels were measured. The proportion of participants with
HIV-1 RNA <50 copies/mL (missing=excluded) at delivery
was calculated.

Results: GLSM values for plasma B/F/TAF were lower dur-
ing pregnancy versus postpartum (%GLSM ratios <100).
For BIC and TAF, %GLSM ratios were higher when adjusted
for protein binding, although they remained lower during

pregnancy (Table).
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Table. %GLSM ratios (90% Cl) of AUC,,, for B/F/TAF between
second or third trimester in pregnancy (test) versus 6
weeks or 12 weeks postpartum (reference).

Trough PBMC TFV-DP levels were generally similar during
pregnancy and postpartum. All pregnant women main-
tained virologic suppression, with HIV-1 RNA <50 copies/
mL at delivery (n=32 [100%]). In neonates, median (IQR)
BIC half-life was 43 (38, 58) hours, and TAF was below the
quantitation limit in all neonates.

There were no adverse events (AEs) leading to premature
discontinuation and no drug-related AEs in pregnant
women or neonates.

Conclusions: Despite the comparatively lower exposure
to BIC, emtricitabine, and TAF during pregnancy versus
postpartum, all adult participants maintained virologic
suppression, and B/F/TAF was generally well tolerated,
suggesting appropriateness for use of B/F/TAF during
pregnancy and indicating that no dose change is needed.

Virological dynamics among children living
with HIV transitioned to a dolutegravir-based
regimen in Nigeria

L. Ani", M. Unimuke?, F. Agu? E. Umanca? A. Achanyc?,

E. Udofia? C. Ezissi', A. [Idemudia?, E. Nwanja', U. Akpan’,
K. Agu?, O. Toyo', A. Adeoye', O. Onyedinachi’,

D. Ogundehin®, E. James®, A. Eyo', O. Omeh? D. Oqua?
'Excellence Community Education Welfare Scheme,
Uyo, Nigeria, ’Achieving Health Nigeria Initiative,

Uyo, Nigeria, *Howard University, Abuja, Nigeria,

‘FHI 360, Abuja, Nigeria, *USAID, Abuja, Nigeria

Background: Nigeria adopted the use of dolutegravir
(DTG)-based regimen as the preferred first line ART regi-
men for children living with HIV (CLHIV) in July 2021 and
immediately commenced transitioning those on prote-
ase inhibitor (Pl)-based regimen to DTG. This paper aims
to assess virological dynamic upon transitioning from PI-
to DTG-based regimen amongst CLHIV in Nigeria.
Methods: We conducted an institutional-based retro-
spective cohort study using data from the electronic
medical records from 155 health facilities in Akwa lbom
and Cross River States support by PEPFAR through United
State Agency for International Development (USAID). The
cohort included CLHIV (<=9 years) who were transitioned
from Pl-based to DTG-based regimen between July 2021
and December 2021.

The baseline viral load at transitioning and 12 months
after transition was abstracted, and categorized as un-
detectable viral load (<=40 copies/ml), low-level viremia
(41-999copies/ml), or unsuppressed) viral load (>=1000
copies/ml. Chi-square statistics was used to compare
proportional difference in viral load change using STATA
version 14 with statistical significance set at p<0.05.
Results: A total of 2,358 CLHIV were transitioned to DTG-
based regimen as of December 2021. Median age was
6years [IQR: 4-7years], and 51.0% (n=1,203) were females.
At baseline 81.6% (n=1924) were undetectable, 14.6%
(n=345) had low-level viremia while 3.8% (n=89) were
unsuppressed (>=1000 copies/ml). Of the 2,148 (91.1%) CL-
HIV who remained on ART 12 months after transitioning,
90.6% (n=1,947) were undetectable, 7.0% (n=150) had low-
level viremia while 2.4% (n=51) were unsuppressed (>=1000
copies/ml). There was no sex difference in virological dy-
namics [Male = 91.7% versus Female = 92.5%; p = 0.374].
Conclusions: Children living with HIV achieved favour-
able virological changes when transitioned to DTG-based
regimen. Programs should prioritize DTG-based regimen
in children in order to improve their treatment outcomes.
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OABO02 What's up with ART? Latest
studies in HIV treatment

Prior M184V/l and muiltiple prior virological failures
have no impact on the efficacy of switching HIV+
adults to DTG/3TC through 96Wks in SOLAR-3D

G. Blick', E. Cerreta', G. Mancini', A. Cosenzd', L. Fang?
'Health Care Advocates International, Stratford,
United States, Pharstat Inc., Raleigh, United States

Background: DTG/3TC is approved for virologically sup-
pressed HIV+ adults switching from stable ART with no
prior DTG or 3TC resistance or prior virologic/treatment
failure. SOLAR-3D prospectively evaluated the ability
of DTG/3TC to maintain virologic suppression in adults
switched in the setting of prior and current M184V/l and
multiple virologic failures.

Methods: SOLAR-3D is a prospective, open-label, com-
parative 96-week study of HIV-1+ adults virologically sup-
pressed for 26mos, with 23 prior ART and prior virologic
failures, enrolled from May 2019-April 2020 and stratified
by history of prior M184V/I. There were no exclusions for
prior INSTI use, any CD4, prior M184V/l, or 3TC-associated
mutations detected at BL by proviral DNA NGS.

Primary and Secondary Efficacy Endpoints: participants
with PCR250 at Wk48 and 96, resp. by FDA snapshot (ITT-E
and PP). Additional Secondary Endpoints: PCR< 50 at Wk48
and 96 (ITT-E, PP), incidence of AEs and discontinuation
due to CVF (PCR250 followed by PCR >200).

Results: 100 adults switched to DTG/3TC, n=50 with his-
torical/prior M184V/I (n=15 with current M184V/| by provi-
ral DNA NGS) and n=50 without prior M184V/I. Those with
prior M184V/l had more prior virologic failures (n[IQR]:
9[7-13]v4[3-5], p<0.001) and longer median duration HIV
(28.4v15.5yrs, p<0.001), were older, and had lower nadir
CD4, longer ART duration, and longer duration PCR<50c/
mL. Median time on DTG/3TC was137wks for both groups.
At Wks 48 and 96, no difference in efficacy was observed in
those with prior M184V/I compared to those without prior
M184V/1:

® Primary Endpoint: PCR250c/mL, n[%]: Wk48: 1[2]v3[6],
ITT-E (21v6.4, PP); Wk96: 2[4]v1[2], ITT-E (4.6v2.2, PP);

e Secondary Endpoint: PCR<50, n[%]: Wk48: 46[92]
V44[88], ITT-E (979v93.6, PP); W96: 42[84.0]v44[88.0],
ITT-E (95.5v97.8, PP);

e Viral blips 250 at Wk96 (2v1) re-suppressed at follow-
up. No CVF were observed in either group;

® At Wk96, no differences regarding PCR TND (<20), viral
blips, AEs, or discontinuations were observed;

e Baseline Proviral DNA NGS demonstrated M184V/I
was no longer present in 64.4% of those with prior
M184V/I.

Conclusions: Through 96wks, SOLAR-3D, the largest pro-
spective trial evaluating DTG/3TC switch in individuals
with prior 3TC-associated mutations, confirms prior his-
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tory/current presence of M184V/l doesn't impact the ef-
ficacy of switching virologically suppressed HIV+ adults
with multiple prior virologic failures.

Weight and body composition after switch to
doravirine/islatravir (DOR/ISL) 100/0.75mg once
daily: week 48 results from 2 randomized
active-controlled phase 3 trials, MK8591A-017
(PO17) and MK8591A-018 (P018)

G.A. McComsey', J-M. Molina? AM. Mills?,

J.K. Rockstroh4, S. Walmsley?, R. Mngqibisa?, D. Braun’,
Y-P. Zhou8, S.O. Klopfer®, A. Grandhi®, F-H. Su?,

M.C. Fox® A.J. Kim® T.A. Correll®

'Case Western Reserve University, Cleveland, United
States, 2University of Paris Cité, Paris, France, °Men’s
Health Foundation, Los Angeles, United States,
“University Hospital Bonn, Department of Medlicine |,
Bonn, Germany, *University Health Network, University
of Toronto, Department of Medlicine, Toronto,
Canada, °Enhancing Care Foundation, Wentworth
Hospital, Durban, South Africa, “University of Zurich,
Institute of Medical Virology, Zurich, Switzerland,
SMerck & Co., Inc,, Rahway, United States

Background: Some components of approved antiretrovi-
ral therapies (ART) are associated with weight gain and/
or lipodystrophy (peripheral lipoatrophy and/or central
fat hypertrophy). We evaluated changes in weight and
body composition 48 weeks after switch to once-daily
DOR/ISL (100/0.75mg) in two phase 3 studies.

Methods: P017 (NCT04223778) was an open-label study in
adults receiving any oral 2- or 3-drug ART regimen. P018
(NCT04223791) was a double-blind study in adults receiv-
ing bictegravir/emtricitabine/ tenofovir alafenamide (B/F/
TAF).

Participants with HIV-1 RNA <50 copies/mL were random-
ized (1:1) to switch to once-daily DOR/ISL (100/0.75mg) or
to continue baseline ART (PART) (P017) or B/F/TAF (PO18);
P017 randomization was stratified by bART, which was PI-
based in 14% of participants, InSTI-based in 52%, and Oth-
er (mainly NNRTI-based) in 34%. Peripheral fat and trunk
fat were measured by DEXA scan and were evaluated by
a central imaging reader.

Results: 658 participants switched to DOR/ISL (100/0.75mg),
336 remained on bART, and 319 remained on B/F/TAF. Base-
line weight differed by prior regimen in P017 (Table).

Mean weight gain was similar for DOR/ISL vs continued
B/F/TAF or other InSTl-based regimens but was higher for
DOR/ISL vs continued Pl-based or NNRTI-based regimens
(Table).

Mean changes from baseline in peripheral and trunk fat
were similar for DOR/ISL vs continued B/F/TAF in PO18 but
were higher for DOR/ISL vs continued bART in PO17 (Table).
In a post hoc analysis of P017, mean increases in weight,
peripheral fat, and trunk fat were higher for DOR/ISL vs
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continued bART containing efavirenz (EFV) and/or TDF but
were similar for DOR/ISL vs continued non-EFV/non-TDF
regimens (Table).
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Table. Change from baseline in weight and body fat at
week 48 by treatment group in PO17 and PO18.

Conclusions: Changes in weight and body fat after switch
to DOR/ISL were similar to continuing bART, except among
participants who switched from EFV and/or TDF, which
are known to suppress weight gain. Switching from InSTI-
based regimens to DOR/ISL did not reduce weight over 48
weeks.

OAB0204

High rates of long-term HIV RNA re-suppression
after virological failure on dolutegravir in the
ADVANCE trial

B. Bosch', S. Sokhelad', G. Akpomiemie', N. Chandiwana,
W.D.F. Venter’, B. Simmons? K. McCann3 M. Mirchandani?,
'Ezintsha, University of the Witwatersrand, Faculty

of Health Sciences, Johannesburg, South Africa,

’London School of Economics and Political Science, LSE
Health, London, United Kingdom, 3Imperial College
London, Faculty of Medicine, London, United Kingdom,
“University of Liverpool, Department of Pharmacology
and Therapeutics, Liverpool, United Kingdom

Background: WHO Guidelines currently recommend
switching to next-line antiretroviral treatment (ART) for
individuals with sustained HIV RNA viral load (VL)>1000
copies/mL despite adherence counselling. However, indi-
viduals can re-suppress after adherence counselling, with
no change in treatment.

We compared rates of virological failure and re-suppres-
sion in the ADVANCE trial of first-line treatment in South
Africa.

Methods: In ADVANCE, 1053 treatment-naive individuals
were randomised to TAF/FTC/DTG, TDF/FTC/DTG or TDF/
FTC/EFV for 192-weeks. All individuals with VL >1000 cop-
ies/mL received enhanced adherence counselling within

4 weeks. Time to first VL<50 copies/mL was compared
between treatment arms using Kaplan-Meier methods.
Rates of virologic failure (any VL>1000 copies/mL after
Week-24) were then compared. For individuals with viro-
logical rebound, rates of VL re-suppression <50 copies/mL
were compared with follow up to Week 192.

Results: Time to suppression <50 copies/mL was signifi-
cantly shorter in the combined DTG arms (4 weeks) com-
pared to the EFV arm (12 weeks); (log-rank p<0.001). The
proportion with virologic failure was similar across arms
(combined DTG 87/702 [12%] vs EFV 33/351 [9%)]; log-rank
p=0.343). However, more individuals on EFV remained vi-
raemic prior to failure (12/33 [36%] compared with DTG
10/87 [11%]; p=0.002). For individuals with rebound 21000
copies/mL after Week 24, time to re-suppression was sig-
nificantly shorter for DTG (12 weeks) than EFV (26 weeks);
log-rank p<0.001. There were no cases of treatment-
emergent DTG resistance in the individuals with virologi-
cal failure 21000 copies/mL.
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Figure. HIV RNA re-suppression rates in ADVANCE trial.
Time from HIV RNA >1000 to resuppression <50 copies/mL

Conclusions: In ADVANCE, episodes of viraemia21000 cop-
ies/mL were seen at similar rates across treatment arms.
However, HIV RNA re-suppression after viraemia >1000
copies/mL was significantly more likely for individuals tak-
ing either TDF/FTC/DTG or TAF/FTC/DTG, compared with
TDF/FTC/EFV. Long-term follow-up suggests most indi-
viduals on continued DTG after viraemia elevation can
re-suppress with enhanced adherence counselling. These
results question the need for switch to 2" line Pls after VF
on DTG.
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Lenacapavir oral bridging maintains efficacy
with a similar safety profile when SC LEN cannot
be administered

O. Ogbuagu’, A. Avihingsanon? S. Segal-Maurer?,

H. Wang? M. Rhee* H. Dvory-Sobol4, P. Sklar4, J-M. Molino®
Yale University School of Medicine, New Haven, United
States, °Thai Red Cross AIDS Research Centre, HIV-NAT,
Bangkok, Thailand, *New York Presbyterian Queens, New
York, United States, “Gilead Sciences, Inc., Foster City,
United States, *University of Paris Cité, Paris, France

Background: Lenacapavir (LEN) is a first-in-class, long-
acting, HIV-1 capsid inhibitor, recently approved, in
combination with other antiretrovirals, for treatment of
multidrug-resistant (MDR) HIV-1. Subcutaneous (SC) LEN
provides a Q6M treatment option for HIV-1; however,
potential SC treatment interruptions may lead to
management challenges due to SC treatment gaps. This
subanalysis investigated the efficacy and safety of an oral
bridging (OB) regimen (LEN 300 mg PO QW) in participants
with MDR HIV-1 as well as treatment-naive people with
HIV-1(PWH) enrolled in the CAPELLA and CALIBRATE studies,
respectively, when SC LEN dosing was interrupted due to
its clinical hold.

Methods: Virologic suppression, CD4+ cell counts, and
safety outcomes were assessed from available data at
baseline (time of initiation of OB) and until SC resumption
or early discontinuation from OB due to FDA clinical hold
(12/2021-05/2022).

Results: Of 72 participants who received SC LEN in
CAPELLA, 57 received OB (79%) and were included in
this analysis. Of 105 participants who received SC LEN
in CALIBRATE, 82 received OB (78%). In both studies,
demographic and baseline characteristics were similar
between OB and overall analysis sets. Median OB
exposure was 19 weeks, and OB adherence (by pill count)
was 295% in most participants. Results were consistent
across both subanalyses. High virologic suppression rates
were maintained among those already suppressed (HIV-1
RNA <50 copies/mL) at OB baseline in CAPELLA and in all
participants in CALIBRATE (Table).

n/N (%) CAPELLA® CALIBRATE®
OB Baseline 46/46 (100) 82/82 (100)

OB Week 10 44/45 (98) 77/77 (100)

OB Week 20 30/31(97) 58/58 (100)

OB Week 30 10/10 (100) 5/5 (100)

°Participants had virologic suppression at OB
Baseline PDenominators reflect participants who
reached the specified duration of OB.

Table: Number and Proportion of Participants With
HIV-1RNA < 50 copies/mL by Visit, Missing = Excluded

CD4 (abs/%) remained stable or increased from OB base-
line. One participant (CAPELLA) who missed 2 hon-consec-
utive oral LEN doses did not maintain virologic suppres-
sion during OB. Treatment-emergent AEs were similar to
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SC LEN. Two participants in CAPELLA (3.5%) and 1 partici-
pant in CALIBRATE (1.2%) experienced treatment-related
diarrhea.

Conclusions: High rates of virologic suppression, and
stable or increased CD4, support efficacy of OB in PWH,
including those with MDR HIV-1 whose SC LEN treatment
was interrupted. During OB, LEN was generally safe and
well tolerated.

OABO3 It's all about the bugs:
Other conditions in people with HIV

HIV among mpox cases: clinical characteristics
and outcomes in the WHO global surveillance 2022

A. Hoxha!, S. Kerr? H. Laurenson-Schafer’, N. Sklenovskd',
P. Ndumbi Ngamala', B.B. Mirembe', J. Fitzer,

V. Ndarukwad', I. Hammermeister Nezu', K. Kaasik-Aaslav',
B.J. Greene-Cramer, L. Alexandrova Ezerskad', T.P. Metcalf',
E. Homblion', M. Doherty', M. Prochazka', A.N. Seale’,

R. Lewis', O. Le Polain de Waroux', B.l. Pavlin',

WHO Global Monkeypox Epidemiology Team

"World Health Organization, Geneva, Switzerlanad,

2CPC Analytics, Berlin, Germany

Background: Since May 2022, the ongoing multi-country
mpox outbreak has primarily affected gay, bisexual and
other men who have sex with men (GBMSM). In some
countries up to 50% of cases have been reported among
people living with HIV (PLHIV), and although HIV is not
a risk factor for mpox, it might lead to increased risk for
complications and severe disease.

Methods: We analysed data from January to December
2022 from the mpox global case-based surveillance sys-
tem, established by WHO in collaboration with regional
and national partners. We included all cases with avail-
able information on HIV status, and described epidemio-
logical, clinical characteristics and outcomes in PLHIV. We
used binomial logistic regression to explore whether liv-
ing with HIV and immunosuppression (reported as Yes/
No) were risk factors for hospitalization, ICU admission or
death.

Results: Information on HIV status was available for
44% (34,973/80,843) of reported cases. Of these, 48%
(16,788/34,973) were PLHIV, most of whom were male (99%;
16,497/16,550). Among PLHIV with information, 92% re-
ported being GBMSM (12,071/13166), 85% aged 18-44 years
old (14,197/16,782), and sexual contact was reported as the
main route of acquisition in 63% of cases (5,360/8,529).
Clinical symptoms among PLHIV with information in-
cluded any rash (79%; 10,248/12,997), fever (64%), genital
rash (53%), lymphadenopathy (35%) and headache (35%).
Among PLHIV, immunosuppression was reported in 5,023
cases, 735 were hospitalized, 20 admitted to intensive
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care, and 23 died. When compared to cases who were
HIV-negative and not immunosuppressed, immunosup-
pressed PLHIV were found to be at higher risk for hospital-
ization (OR=2.00, CI=1.64-2.43, p=<0.001) as were those who
were immunosuppressed and HIV-negative (OR=3.56,
Cl=1.80-7.01, p=<0.001). Living with HIV alone was not a risk
factor. Due to the small sample size, no risk factors for ICU
admission and death were found.

Conclusions: Among cases with mpox, PLHIV were not
at increased risk for hospitalization unless immunosup-
pressed. Given that uncontrolled HIV might have led to
disproportionate mpox morbidity, health systems need
to ensure PLHIV are aware of their diagnosis, linked to
care, on effective antiretroviral treatment and achieve
viral suppression. For individuals with unknown HIV sta-
tus, mpox testing can be an opportunity for HIV testing,
prevention and care.
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High rate of hepatitis C and reinfection after
direct-acting antiviral treatment among men-
who-have-sex-with-men living with HIV in
Bangkok, Thailand

P. Promsena'?, F. Ocampo!, C.P. Sacdalan'?, M. Paudel*4,

S. Pinyakorn®4, D.J. Colby?*4, N. Ratnaratorn', K. Poltavee’,
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N. Phanuphak?, S. Vasan®4, D. Hsu?#, L. Trautmann3#
ISEARCH Research Foundation, Bangkok, Thailand, ?Faculty
of Medlicine, Chulalongkorn University, Bangkok, Thailand,
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Institute of Research, Silver Spring, MD, United States,
‘Henry M. Jackson Foundation for the Advancement

of Military Medicine, Inc., Bethesda, MD, United States,
*Dreamlopments Foundation, Bangkok, Thailand, ¢Institute
of HIV Research and Innovation, Bangkok, Thailand

Background: Hepatitis C virus(HCV) infection has been
increasing among men-who-have-sex-with-men(MSM)
living with HIV. Direct-acting antivirals(DAAs) are associ-
ated with high HCV cure rates, but re-infection can occur
if exposed to HCV again. This analysis describes HCV inci-
dence, treatment outcomes, and reinfection rates in an
early-treated acute HIV infection (AHI) cohort in Thailand.
Methods: SEARCHO10/RV254 enrolls participants with AHL.
HCV antibody was measured at enrolment and annually.
Participants with HCV viremia initioted DAAs. Sustained
virological response(SVR) was assessed > 12 weeks after
treatment completion. HCV RNA was monitored annu-
ally in participants with HCV clearance (spontaneous or
SVR). HCV incidence rates and reinfection rates with 95%
confidence intervals(Cl) per 100 person-years of follow-up
(PYFU) were calculated using the exact method.

Results: Between 2009-2022, 694 HCV seronegative par-
ticipants were enrolled. Most (92.5%) were MSM with
median age 26.0 years (IQR 23.0-32.0). During total 3,678
PYFU, 98 (14.1%) acquired HCV infection; incidence rate was

2.7/100 PYFU (95% Cl 2.2-3.3). Median time to HCV diagnosis
after AHI was 3.0 years (IQR 0.5-5.5). Differences in baseline
demographic characteristics between participants who
developed HCV and who remained HCV negative were
not statistically significant (Table 1). Among 98 incident
cases, the most common HCV genotype was 1/1a(N=70,
93.3%). Sofosbuvir/ledipasvir (56.8%) and sofosbuvir/vel-
patasvir (33.8%) were the most frequently initioted DAAs.
Of 72 participants who completed treatment, 68 (94.4%)
achieved SVR. Additionally, 10 participants spontaneously
cleared HCV RNA. HCV reinfection occurred in 9/78(11.5%)
during 106.6 total PYFU after clearance; at a rate of 8.5/100
PYFU(95% CI 3.9-16.0). The median time to reinfection was
1.0 years(IQR 0.9-2.5). 3/10(30.0%) reinfections occurred af-
ter spontaneous clearance and 6/68(8.8%) after SVR.
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Table 1. Demographic characteristics of people living with
HIV with and without incident HCV infection in acute HIV
infection cohort in Thailand.

Conclusions: In this early-treated AHI cohort of Thai MSM,
there is high incidence of HCV infection. Treatment with
DAAs resulted in high SVR rates, but HCV reinfection was
common. Post-clearance follow-up with harm reduction
measures is essential to identify and minimize HCV rein-
fection.
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Short-course rifapentine-based regimens for
latent tuberculosis infection among people living
with HIV who received integrase inhibitor-based
antiretroviral therapy

K-Y. Lin', H-Y. Sun', C-J. Yang? P-L. Lu3, N.-Y. Lee?, Y-T. Lee®,
H.-J. Tang?, B-H. Liou’, N-C. Wang?, |.-M. Hii?, T-C. Chen?,
A-T. Peng™, C-Y. Lin", C-Y. Cheng® C-C. Hung'

'National Taiwan University Hospital, Taipei, Taiwan,

2Far Eastern Memorial Hospital, New Taipei City, Taiwan,
’Kaohsiung Medical University Hospital, Kaohsiung,
Taiwan, *National Cheng Kung University Hospital,

Tainan, Taiwan, *Chung Shan Medlical University Hospital,
Taichung, Taiwan, ¢Chi Mei Medical Center, Tainan, Taiwan,
’Hsinchu Mackay Memorial Hospital, Hsinchu, Taiwan,
8Tri-Service General Hospital, Taipei, Taiwan, *Changhua
Christian Hospital, Changhua, Taiwan, ®National Taiwan
University Hospital Hsin-Chu Branch, Hsin-Chu, Taiwan,
"National Taiwan University Hospital Yu-Lin Branch, Yunlin,
Taiwan, ?Taoyuan General Hospital, Taoyuan, Taiwan

Background: Rifapentine-based regimens have been
shown to have a high completion rate for latent tuber-
culosis infection (LTBI) treatment; however, rifapentine
reduces plasma concentrations of co-administered ART
among PLWH. This study aimed to retrospectively evalu-
ate the outcomes of short-course rifapentine-based regi-
mens among PLWH who received integrase strand-trans-
fer inhibitor (INSTI)-based ART.

Methods: During August 2019 to October 2022, PLWH
testing positive or indeterminate for interferon-gamma
release assay (IGRA) were advised to receive directly-ob-
served therapy for LTBI after excluding active tuberculo-
sis. Those receiving 3-month once-weekly rifapentine plus
isoniazid (3HP) or 1-month daily rifapentine plus isoniazid
(THP) combined with INSTI-based ART were included. The
primary outcome was maintenance of virologic response
(PVL<200 copies/mL) at months 3-6 after completion of
LTBI treatment.

Results: During the study period, 456 PLWH were included;
they were mostly male (94.3%) with a median age of 43
years, and 91.9% received InSTl-based ART with a median
CD4 count of 651 cells/mm? and 97.6% having achieved
PVL<200 copies/mL. Among those receiving InSTI-based
ART, 142 PLWH received 1HP and bictegravir (BIC)-contain-
ing regimens (1HP/BIC group), 46 received 1HP and do-
lutegravir (DTG)-containing regimens (1HP/DTG group), 28
received 3HP and BIC-containing regimens and (3HP/BIC
group), and 203 received 3HP and DTG-containing regi-
mens (3HP/DTG group). In the per-protocol analysis, the
proportions of PLWH who maintained PVL <200 copies/ml
at months 3-6 after the completion of LTBI treatment in
the 4 study groups were 100% (125/125), 100% (44/44), 100%
(17/17), and 96.7% (178/184), respectively. The completion
rates were similar in the 1THP and 3HP groups (92.7% vs
90.0%). None of the PLWH discontinued INSTI-based ART
that had been taking before combinations with rifapen-
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tine-based LTBI treatment. The rates of PLWH experienc-
ing any adverse event (AE) were also similar in the THP and
3HP groups (60.9% vs 57.4%), and the AEs were mainly of
grade 1(40.1%) or 2 (13.4%) in severity. While the most com-
monly reported AEs were flu-like symptoms (40.1%), more
dermatologic AEs were observed in the 1THP group com-
pared with the 3HP group (17.8% vs 9.6%).

Conclusions: Combinations of InSTI-containing regimens
and short-course rifapentine-based regimens had a
good safety profile and maintained higher rates of viral
suppression.

Co-infection of High-Risk Human Papillomavirus
and Human T-Lymphotropic Virus-1 among
women living with HIV on Antiretroviral Therapy
at a Tertiary Hospital in Kenya

J. Kangethe'?3, E. Odari4, J. Pintye®s, S. Gichuhi’, K. Mutai®,
M. Mureithi’®, A. Maiyo"

'Kenyatta National Hospital and University of Nairobi,
Comprehensive Care Center for HIV, Medical Research,
Microbiology and Immunology, Nairobi, Kenya,
2Consortium for Advanced Research Training in Africa,
Nairobi, Kenya, *African Research-Data, African Population
Studies, Accra, Ghana, “Jomo Kenyatta University of
Agriculture and Technology, Medical Microbiology,
Nairobi, Kenya, *University of Washington, Department
of Biobehavioral Nursing and Health Informatics,
Seattle, United States, ‘University of Washington,
Department of Global Health, International AIDS
Research and Training Program, Seattle, United States,
’University of Nairobi, Ophthalmology, Nairobi, Kenya,
sKenyatta National Hospital, Comprehensive Care
Center for HIV, Nairobi, Kenya, *University of Nairobi,
Medical Microbiology and Immunology, Nairobi, Kenya,
°Kenya AIDS Vaccine Initiative, Institute of Clinical
Research, Nairobi, Kenya, "Kenya Medical Research
Institute, Center for Virus Research, Nairobi, Kenya

Background: Virus-associated cancers have emerged
in recent years and account for 15% of cancers reported
globally. Cancer-causing viruses include high-risk Human
Papillomavirus (HR-HPV), the causative agent of cervi-
cal cancer, and Human T-cell Lymphotropic Virus type-1
(HTLV-1), the causative agent of adult T-cell leukemia (ATL).
In Kenya, there is a paucity of data on the burden of HR-
HPV/ HTLV-1 co-infection among women living with HIV
(WLHIV). We determined the co-infection of HR-HPV and
HTLV-1 among WLHIV on antiretroviral therapy (ART) at
the Kenyatta National Hospital (KNH).

Methods: We conducted a cross-sectional study among
WLHIV attending KNH (Kenya's national referral hospital)
ART clinics. Cervical cytology was performed by KNH med-
ical providers per standard of care. Study nurses collected
a cervical sample with a cytobrush for HPV genotyping
using Gene Xpert ® assays and HPV Genotypes 14 Real-
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TM Quant” Vé67-100 FRT kits. Peripheral blood mononuclear
cells (PBMCs) were used for HTLV-1 DNA detection (Bioline
Ltd., London, UK). The association of HR-HPV and HTLV-1
co-infections was done using the Chi-square function for
trends.

Results: Atotal of 647 WLHIV enrolled in this study and had
a mean age of 42.8 years (SD 8.7). All of the study partici-
pants were on ART; 7% were initiated on ART in < 12 months
and about 8.8% were not virally suppressed (>1000 copies
copies/mL). The HTLV-1 positivity rate among WLHIV was
31% and 7.6% among those with HR-HPV. Participants
with HR-HPV/ HTLV-1 co-infections were significantly older
(50+ years, 35.3%) than those having HPV mono-infection
or did not have any infection (p= <0.007). A significantly
higher proportion of women with HR-HPV/ HTLV-1 co-
infections had their sex debut before the age of 18 years
(p= 0.015). A higher proportion of participants (52.2%) with
HPV mono-infection had previously been treated for STDs
as compared to WLHIV without either HR-HPV or HTLV-1
infections (p=0.006).

Conclusions: The study showed increasing trends of HR-
HPV/ HTLV-1 co-infections among WLHIV on ART despite
their CD4 cell count or HIV 1 RNA viral suppression at Ke-
nya's national referral hospital.

OABO04 Beyond suppression: Improving
the trajectory of co-morbidities in
people with HIV

Integrase strand inhibitors (INSTI) related
changes in BMI and risk of diabetes
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Universitat Innsbruck, Innsbruck, Austria, ’AIDS Therapy
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Background: Integrase strand inhibitor (INSTI) use in
people living with HIV (PLWH) has been associated with
increased body mass index (BMI). BMI increases have also
been associated with a higher risk of diabetes (DM). This
study explored the relationship between INSTI and non-
INSTI regimens use, BMI changes, and the risk of DM.

Methods: RESPOND participants were included if they had
CD4, HIV RNA, and multiple BMI measurements. Those
with prior DM, and pregnant women, were excluded. DM
was defined as a random blood glucose >111 mmol/L,
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HbAlc >6.5%/48 mmol/mol, use of antidiabetic medica-
tion or clinical diagnosis. Poisson regression assessed the
association between time updated log BMI, current INSTI/
non-INSTI and TDF/TAF use, and their interactions, on DM
risk.

Results: 20,865 PLHIV were included, most were male (74%)
and white ethnicity (73%). The median age was 45 years
(IQR 37-52) with a median BMI of 24 kg/m? (IQR 22-26). Over
107,641 PYFU, there were 785 DM diagnoses, a crude rate of
0.73 (C1 0.68 - 0.78) /100 person years. Log BMI was strongly
associated with DM (alRR 18.2 per log increase, 95% CI 11.7,
28.3; p<0.001). In univariate analyses, current INSTI use was
associated with increased risk of diabetes (IRR 1.58, 95% ClI
1.37,1.82; p<0.001). This was partially attenuated when ad-
Jjusted for time updated log BMI and other variables (alRR
1.48, 95% Cl 1.28, 1.72; p<0.001) (Figure 1).

In adjusted analyses current TAF use had similar DM risk
to current TDF (alRR=0.98, 95%Cl 0.79-1.20, p=0.818). There
was little evidence of an interaction between log BMI, IN-
STl and non-INSTI use, and DM (p=0.130).
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Figure 1. Predicted risk of DM by current INSTI use and BMI.

Conclusions: In RESPOND, current use of INSTIs vs. non-
INSTI was associated with an increased risk of diabetes
which partially attenuated when adjusted for BMI chang-
es and other variables. There was no difference in DM risk
between current TAF and TDF users.
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Vitamin D and calcium intake are associated with
bone deficits among adolescents living with HIV in
Zambia and Zimbabwe
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Background: Adolescents living with HIV (ALWH) have
lower bone density despite antiretroviral therapy (ART),
and the aetiology may be multifactorial. We investigated
whether dietary vitamin D and calcium intake were as-
sociated with bone density at baseline in peripubertal
ALWH in Zambia and Zimbabwe, enrolled in a trial of Vita-
min D and calcium supplementation.

Methods: ALWH aged 11-19 years, established on ART for
26 months were enrolled from five HIV clinics in Lusaka
and Harare. A clinical history and examination was un-
dertaken and HIV viral load was measured. Dual-energy
X-ray absorptiometry was used to measure total body-
less head bone mineral density (TBLH-BMD) Z-score.

The association between vitamin D/calcium daily dietary
intake (calculaoted from a validated diet questionnaire)
and TBLH-BMD Z-score was investigated using multi-
variable linear regression. A vitamin D dietary intake of
<4dmcg/day was defined as low. Height- and weight- for-
age z-scores of <-2 using UK reference standards were de-
fined as stunting and wasting respectively.

Results: 842 ALWH (420 from Zambia and 422 from Zim-
babwe, 448 (53.2%) female, mean age 15.0 years) were
enrolled between February and November 2021. Unsup-
pressed HIV viral load (>1000 copies/ml) was observed in
11.7%; 29.9% were stunted and 30.3% were wasted. A low
vitamin D intake was reported by 31.2%.

Among 818 participants who had a DXA scan, lower di-
etary vitamin D was associated with lower TBLH-BMD Z-
score; 0.07 (95%Cl 0.01-0.13, p=0.025) lower for each 1mcg
vitamin D, after adjusting for sex, Tanner stage, socioeco-
nomic status and country.

Similarly, lower dietary calcium intake was associated with
lower TBLH-BMD Z-score; 0.10 (95%CI 0.02-0.17, p=0.015) for
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each 100mg calcium, adjusting for the same covariates.
Mean TBLH-BMD Z-score was 0.26 lower in participants
with unsuppressed HIV viral load.

Conclusions: ALWH in Zimbabwe and Zambia have low
vitamin D and calcium dietary intake, and may benefit
from supplementation to improve bone health.

Effects of lifestyle modification and annual
screening in the prevention of cardiovascular risk
factors in South African women with HIV

S. Hanley', D. Moodley? M. Naidoo', S.S. Brummel®
"University of KwaZulu-Natal, Family Medicine, Durban,
South Africa, “University of KwaZulu-Natal, Obstetrics
and Gynaecology, Durban, South Africa, *Harvard T.H.
Chan School of Public Health, Boston, United States

Background: Women with HIV (WHIV) are faced with an
added burden of obesity and hypertension, particularly
in under-resourced settings. We sought to assess the ef-
fectiveness of regular screening and lifestyle modification
interventions in modifying CVD risk factors in South-Afri-
can WHIV.

Description: Women with HIV aged 18-<50 years were en-
rolled in a quasi-experimental study (intervention [I-arm)
and control arm [C-arm]) from two clinics in Umlazi, South
Africa between November 2018 and May 2019. Women in
the I-arm received lifestyle modification advice and an-
nual screening for CVD risk. The CVD risk factors were as-
sessed through standardised questionnaires, clinical and
laboratory procedures at baseline and at end of three
years of follow-up.

Prevalence of metabolic syndrome (MetS) and other CVD
indices were compared between arms at end-of-study
(EOS) and incidence of CVD risk factors were measured
within the intervention arm from baseline to EOS.
Lessons learned: A total of 372 WHIV (186 in each arm)
were enrolled, and 269 WHIV (149 I-arm and 120 C-arm)
with mean(SD) age of 36(1) years were included in the
EOS analyses after 32 (2) months of follow-up. The MetS
prevalence at EOS was 17% (25/149) in the |I-arm, and 20%
(24/120) in the C-arm (aRR 0.9; 95%CI 0.5-1.1). Proportion
of women with low-density lipoprotein (LDL) > 3mmol/L
in I-arm and C-arm were 19% (28/149) and 30% (36/120)
respectively (aRR 0.6;95%Cl 0.4-0.9;p<0.05). Fasting blood
glucose>5.6mmol/L was reported in 3% (4/149) of women
in I-arm and 13% (16/20) in the C-arm (aRR 0.2;95%Cl 0.07-
0.6;p<0.01). High-density lipoprotein (HDL) improved with-
in the l-arm with mean difference of -0.09 (95%Cl: -0.16,
-0.03]; p<0.01) from baseline to EOS. Mean body mass in-
dex increased in both arms: I-arm from 29.6(7) kg/m2 to
31.5(7); C-arm from 27.8(7) to 29.9(7) kg/m2.
Conclusions/Next steps: Regular screening and lifestyle
modification advice play an important role in preventing
CVD risk factors such as LDL, HDL and glucose levels, and
should be well integrated into HIV programmes.

Further exploration is needed to understand the social
determinants and perceptions of obesity in WHIV from
under-sourced settings, to inform future targeted inter-
ventions comprised of a culturally acceptable, multidis-
ciplinary approach in the alleviation of obesity and CVD
risk.

Re-evaluating risk: evaluating opioid-related
harm associated with stimulant use in people
with chronic pain living with and without HIV

A. Appd', V. McMahan?, K. Long? S. Shade!, P. Coffin?
"University of California San Francisco, San Francisco,
United States, °San Francisco Department of

Public Health, San Francisco, United States

Background: Chronic pain, opioid therapy, and substance
use (particularly cocaine and methamphetamine) are all
prevalent among people living with HIV (PLWH). However,
there is lack of clarity regarding the impact of and op-
timal clinical response to stimulant use among people
prescribed long-term opioid therapy (LTOT) for chronic,
non-cancer pain.

We sought to determine if a urine drug test (UDT) posi-
tive for stimulants was associated with opioid-related
harm or subsequent discontinuation of LTOT in a publicly
insured population with a high proportion of PLWH.
Methods: 300 PLWH on LTOT were matched to 300 clients
without HIV on LTOT (based on age, race/ethnicity, and
sex) and followed from January through June 2019. Using
logistic generalized estimating equations, we assessed
whether stimulant positive UDT results were associated
with increased:

1. Opioid-related emergency department (ED) visits (over-
sedation, constipation, infections associated with inject-
ing opioids, and opioid seeking), and;

2. LTOT discontinuation 90 days following a stimulant-
positive UDT.

Results: Overall, 1562 (24%) of 6,471 UDTs were positive for
stimulants; however, 30 clients had 39% of stimulant-pos-
itive UDTs. There was no statistically significant associa-
tion found between stimulant-positive UDTs and opioid-
related ED visits or death within 90 days when accounting
for repeated ED visits within individuals (adjusted hazard
odds ratio [OR]=1.24; 95% Cl 0.73-2.11). This relationship did
not differ by HIV status. Stimulant-positive UDTs were as-
sociated with subsequent discontinuation of LTOT within
90 days (OR=1.95; 95% CI=1.68-2.27). This relationship was
more likely among Latinx individuals (positive interaction;
OR=197; 95% CI=1.08-3.60), and less likely among PLWH
(negative interaction; OR=0.59; 95% CI=0.44-0.79).
Conclusions: The association between stimulant-pos-
itive UDT and opioid-related harm was concentrated in
a minority of clients on LTOT with stimulant-positive UDT.
Despite this, stimulant-positive UDT often led to LTOT
discontinuation, though with heterogeneity across de-
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mographic and clinical groups. It is unknown whether
less LTOT discontinuation among PLWH using stimulants
reflects a more holistic approach to patient care among
HIV providers, difficulty with opioid stewardship, or both.
Overall, these results suggest that detection of stimulant
use should result in a discussion of substance use and risk,
rather than reflex to discontinue LTOT.

OACO1 Progress towards HIV
elimination: Are we there yet?

Australia's progress towards ending HIV as a
public health threat: trends in epidemiological
metrics over 2004-2021

R. Gray', H. McManus', J. King', K. Petoumenos',
A. Grulich', R. Guy', S. McGregor'
'Kirby Institute, UNSW Sydney, Sydney, Australia

Background: We describe Australia’s overall progress to-
wards achieving the UNAIDS 95-95-95 targets by analys-
ing the trends in epidemiological metrics over 2004-2021.

Methods: We used mathematical modelling and nation-
al HIV notification, cohort, and administration data to
calculate annual estimates for the HIV cascade, the num-
ber of annual new HIV infections, and other HIV epidemic
metrics during 2004-2021.

We used piecewise negative binomial regression to deter-
mine changes in trends and annual rate ratios (ARRs) for
each cascade step and metric.

Results: We estimate there were 29460 (range:
25,230-34,070) people living with HIV in Australia at the
end of 2021. All 90-90-90 targets were achieved in 2020,
with 91.1% of people living with HIV diagnosed, 91.6% of
those diagnhosed on Treatment and 97.8% of those on
treatment being virally suppressed (achieving the final 95
target) at the end of 2021. There were reductions in each
gap of the cascade and the number of people living and
diagnosed with HIV is stabilising.

However, the percentage diagnosed and receiving treat-
ment has plateaued under 92% since 2015 after a large
fall in the number untreated over 2011-2014. Changes in
the cascade gaps coincided with a slow increase in HIV
notifications from 2004 to 2014, followed by a slow decline
to 2019, and then a rapid fall.

Similar trends were found for the estimates of new HIV in-
fections. Most metrics showed substantial improvement
since 2004, particularly after the emergence of COVID-19
in 2020, with the incidence prevalence ratio falling below
the UNAIDS global target of 0.03 in 2019.

Conclusions: While Australia saw substantial progress in
the HIV cascade and achieved the 90-90-90 targets in
2020, reaching all 95-95-95 targets by 2025 is not guar-
anteed. Despite large falls in new infections, particularly
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since the start of the COVID-19 pandemic, gaps in the cas-
cade related to diagnosis and treatment remain. Further
efforts are needed to achieve the UNAIDS targets and end
HIV as a public health threat in Australia.

Characterising HIV incidence among people
who inject drugs engaged with harm-reduction
programs in four provinces in South Africa

R. Perry', A. Artenie', A.L. McNaughton', T. Jankie?,
M. Mahase?, P. Vickerman', A. Scheibe3#
"University of Bristol, Bristol, United Kingdom,
?NACOSA, Cape Town, South Africa, *Durban
University of Technology, Durban, South Africa,
4TB HIV Care, Cape Town, South Africa

Background: HIV incidence among people who inject
drugs (PWID) in South Africa has never been estimated, yet
itis essential for informing prevention efforts and tracking
progress towards ending HIV/AIDS by 2030. We estimated
HIV incidence and associated risk factors among PWID
engaged with harm-reduction services in four provinces
in South Africa.

Methods: Programmatic data over April 2019-March 2022
were obtained from harm-reduction services funded by
the Networking HIV and AIDS Community of South Africa
(NACOSA), which serve PWID in four provinces (Gauteng,
KwaZulu-Natal, Western Cape and Eastern Cape). At each
visit, clients who were not known to be HIV-positive were
offered HIV testing. They also self-reported socio-demo-
graphic characteristics, drug use patterns and uptake of
harm-reduction services. HIV incidence was estimated
using the person-time method among PWID at-risk of in-
fection tested at least twice.
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Results: Data were available for 31,873 PWID, of whom
2,457 (7.7%) were initially HIV-negative and had 22 HIV
tests, forming the sampile for this study. At baseline, most
were male (90.2%), black (72.2%), homeless or unstably
housed (62.6%) and used heroin (97.3%).

Median age was 30 yrs and few (7.9%) ever received opioid
agonist treatment (OAT). 300 (12.2%) PWID acquired HIV
over 2190.2 person-years, resulting in an HIV incidence of
13.7/100 person years (95%Cl: 12.2-15.3). The risk of HIV ac-
quisition varied by province, being higher in Gauteng and
KwaZulu-Natal compared to Western and Eastern Capes,
and by age, being higher in younger relative to older PWID
(Table).

PWID who have received OAT and a greater number of
harm-reduction packs had lower risks of HIV acquisition
(Table).

Conclusions: Our results indicate that HIV incidence
among PWID engaged with harm-reduction services in
South Africa is very high and illustrate the value of using
programmatic data to monitor the HIV epidemic in this
vulnerable population. An urgent expansion of prevention
services is needed.

The effect of unplanned care interruptions on
the mortality of adults resuming antiretroviral
therapy in South Africa: a survival analysis

H. Moolla', M.-A. Davies', C. Davies?, J. Euvrard',

H.W. Prozesky?, M.P. Fox4, C. Orrell, P. von Groote®,

L.F. Johnson'

'Centre for Infectious Disease Epidemiology and Research,
University of Cape Town, Cape Town, South Africa,
2Division of Epidemiology and Biostatistics, Faculty of
Medicine and Health Sciences, Stellenbosch University,
Cape Town, South Africa, *Stellenbosch University,
Department of Medlicine, Cape Town, South Africa, “Health
Economics & Epidemiology Research Office, Department
of Internal Medlicine, University of the Witwatersrand,
Johannesburg, South Africa, *Desmond Tutu HIV Centre,
Institute of Infectious Diseases and Molecular Medicine &
Department of Medicine, University of Cape Town, Cape
Town, South Africa, ¢Institute of Social and Preventive
Medicine (ISPM), University of Bern, Bern, Switzerland

Background: Interrupting antiretroviral therapy (ART)
is associated with adverse outcomes such as viral resis-
tance, AIDS-defining illnesses, and mortality. However,
little is known about the mortality of those resuming ART
after unplanned interruptions.

The objective of this study is to estimate the relative rate
of mortality among adults resuming ART after unplanned
interruptions compared to those who do not interrupt
care.

Methods: We included data from 44386 adults with HIV
initiating ART between 2014 and 2019 at four South African
cohorts of the International epidemiology Databases to

Evaluate AIDS. We defined care interruption as a gap in
contact longer than 180 days. Observation time prior to
interruption was allocated to the “no interruption” group.
Observation time after the first interruption was allo-
cated to one of two groups based on whether the first
interruption occurred before or after 6 months of ART. We
determined vital status from clinic records and linkage
to the National Population Register. Cox regression was
used to estimate hazard ratios, which were adjusted for
the effects of sex, baseline age, baseline CD4 count, year
of ART initiation, and cohort.

Results: There were 79762 person-years of observation
and 797 deaths. 12601 people interrupted care, of whom
7038 interrupted within the first 6 months of ART. Those
resuming ART experienced increased mortality compared
to those without an interruption: those whose first inter-
ruption occurred within 6 months of starting ART had a
208% (95% Cl: 158%-268%) increase in mortality, and those
whose first interruption occurred after 6 months had a
147% (95% Cl: 96%-211%) increase in mortality. Table 1
shows adjusted hazard ratios for selected variables.

Variable Person- Deaths Crude mortality  Adjusted
years of rate per 1000  hazard ratio
obser- person-years (95% CI)
vation (95% ClI)
No ART
Interruption interruption 62 228 484 7.78 1.00
status (7.11 - 8.50)
Interruption 10 835 206 19.01 3.08
within the first (16.59-21.79)  (2.58-3.68)
6 months
Interruption 6699 107 15.97 247
after the first (13.21-19.30)  (1.96-3.11)
6 months
Sex Female 54724 410 749 1.00
(6.80 - 8.25)
Male 25038 387 15.46 147
(13.99-17.08)  (1.27-1.70)
CD4 count 500+ 11851 55 464 1.00
at ART (3.56 - 6.04)
initiation
(cells/mm?) 350-499 18 656 110 5.90 1.31

(4.89-7.11) (0.94-1.81)

200-349 24547 192 7.82 1.60
(6.79-9.01)  (1.18-2.17)

<200 24708 440 17.81 3.00
(16.22-19.55)  (2.25-4.00)

Table 1: Adjusted hazard ratios for predictors of mortality

Conclusions: The substantially increased mortality of
those resuming ART after an interruption highlights the
need to prioritise and support retention in care, particu-
larly during the first 6 months of ART.
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The impact of same-day and rapid ART initiation
under the Universal Health Coverage program on
HIV outcomes in Thailand

S. Teeraananchai'?, D.C. Boettiger?, C. Lertpiriyasuwat?,
R. Triamwichanon?®, P. Wareechai®, P. Benjarattanaporns,
N. Phanuphak’

'Department of Statistics, Faculty of Science, Kasetsart
University, Bangkok, Thailand, 2Biomediical Data Science
Program, Faculty of Science, Kasetsart University,
Bangkok, Thailand, *Kirby Institute, University of New
South Wales, Sydney, Australia, “Bureau of AIDS and

STls, Department of Disease Control, Ministry of Public
Health, Nonthaburi, Thailand, *National Health Security
Office, Bangkok, Thailand, ¢Joint United Nations
Programme on HIV/AIDS, Bangkok, Thailand, ’Institute
of HIV Research and Innovation, Bangkok, Thailand

Background: Antiretroviral therapy (ART) initiation re-
gardless of CD4 count has been recommended since 2014
in Thailand, with same-day ART initiation recommended
in 2021. We assessed HIV outcomes among Thai people
living with HIV (PLHIV) by time from HIV diagnosis to start-
ing ART under the Universal Health Coverage (UHC) pro-
gram and determined factors associated with virological
failure (VF).

Methods: PLHIV aged 215 years initiating ART between
2014 to August 2022 were included and categorized into
4 groups based on duration from HIV diagnosis (or regis-
tration) to ART initiation:

1. Same-day or 2-7 days,

2. <1 month,

3.1-3 months, and;

4.>3 months.

VF was defined as viral load (VL) 21000 copies/mL aof-
ter at least 6 months of ART. Factors associated with VF
were analysed using a competing risk model considering
death and loss to follow-up (LTFU) as competing events.
Vital status was confirmed with Death Registry.

Results: Of 229171 PLHIV who started ART, 65% had date
of HIV diagnosis recorded. Median (IQR) age was 34 (26-
43) years and pre-ART CD4 count was 232 (77-419) cells/
mm?3. ART initiation happened same-day in 17%, 2-7 days
in 6%, <1 month in 23%, 1-3 months in 25% and >3 months
in 30%. ART initiation within 7 days significantly increased
from 19% during 2014-2016 to 30% during 2020-2022. ART
initiation within 7 days resulted in the lowest mortality
[10%: 1.31 (95%ClI 1.27-1.36) per 100 person-years (PY)], but
the highest rate of LTFU [8%: 2.29 (95%Cl 2.22-2.36) per 100
PY] when compared with others initiating ART groups. VF
occurred with a rate of 3.44 (95%Cl 3.40-3.489) per 100 PY.
PLHIV initiating ART within 1 month were at lower risk of VF
(aSHR 0.79, 95%Cl 0.75-0.81) when compared to ART initia-
tion >3 month after diagnosis/registration.

Conclusions: ART initiation within 7 days became more
common in Thailand over time although this occurred
in less than one-third of PLHIV in the last 3 years of the
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UHC program. ART initiation within 7 days significantly re-
duced mortality. ART initiation within 1 month significantly
lowered risk of VF. To further optimize health outcomes,
innovative strategies are urgently needed to implement
earlier ART initiation in Thailand.

OACO02 Colliding epidemics: Prevention
of HIV and co-infections

COVID-19 vaccine effectiveness by HIV status and
injection drug use history

J.H. Puyat™3, J. Wilton', A. Fowokan', N.Z. Janjua'?,
J.Wong', T. Grennan'?, C. Chambers?, A. Kroch®,

CT. Costiniuké, C.L. Cooper’, D. Lauscher®, M. Strong’,
A.N. Burchell4" A Anis?, H. Samji**?

'British Columbia Centre for Disease Control, Vancouver,
Canada, ?University of British Columbia, School of
Population and Public Health, Vancouver, Canada,
’Centre for Health Evaluation and Outcome Sciences,

St Paul's Hospital, Vancouver, Canada, “University of
Toronto, Dalla Lana School of Public Health, Toronto,
Canada, *The Ontario HIV Treatment Network, Toronto,
Canada, *McGill University Health Centre, Department
of Medlicine, Division of Infectious Diseases and Chronic
Viral lliness Service, Montreal, Canada, “University of
Ottawa, Department of Medicine, Ottawa, Canada, éCIHR
Canadian HIV Trials Network, Vancouver, Canada, °PAN,
Vancouver, Canada, “University of Toronto, Department
of Family and Community Medicine, Faculty of Medicine,
Toronto, Canada, "St. Michael’s Hospital, Unity Health,
MAP Centre for Urban Health Solutions, Li Ka Shing
Knowledge Institute, Toronto, Canada, ?Simon Fraser
University, Faculty of Health Sciences, Burnaby, Canada

Background: Some evidence suggests that people living
with HIV (PLWH) and people who inject drugs (PWID) may
experience lower COVID-19 vaccine effectiveness (VE).

This lower VE may be due to a direct impact of HIV acqui-
sition / substance use on immune function, and/or an in-
direct effect via other comorbidities that are common in
these populations. Our objective was to assess COVID-19
VE by HIV status and injection drug use (IDU) history.
Methods: We applied validated algorithms to adminis-
trative datasets in the British Columbia COVID-19 Cohort
(BCC19C) to create a population-based cohort of PLWH
and a matched HIV-negative cohort, and to ascertain
history of IDU. We included individuals who received RT-
PCR testing for SARS-CoV-2 between Dec 15th, 2020, and
Nov 21, 2021. A test-negative study design was used to
estimate VE. Analyses were performed using logistic re-
gression with crossed terms for vaccination status, PLWH
status and IDU history, adjusting for sociodemographics,
calendar time and co-morbidities.
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Results: The analysis included 2,700 PLWH and 375,043
matched HIV-negative individuals - of whom 40.7% and
4.3% had a history of IDU, respectively. VE with 2 doses
was lower among PLWH with IDU history (65.8%, 95% Cl=
43.5%-79.3%) than PLWH without (80.3%, 95% Cl= 62.7-89.6),
and VE increased slower and decreased more quickly in
the former, although confidence intervals were wide.

The finding of lower VE among people with IDU history
was also present in the HIV-negative cohort but was
more pronounced among PLWH.

PLWH HIV-negative individuals
History No history History No history
of IDU of IDU of IDU of IDU
1 dose 441 B 36.5 56.3
(-25.8-75.2) (221-482)  (52.7-59.6)
2" dose
(days)
5 7% 65.8 80.3 821 88.6
- (43.5-79.3) (62.7-89.6) (799-84.1)  (88.2- 89.0)
7-59 65.7 80.3 87.7 91.5
(17.9-85.7) (50.9-92.1) (85.1-89.9) (911-92.0)
60-89 91.3 85.9 839 899
(62.3-98.0)  (56.8-95.4)  (80.3-86.9)  (89.4-90.3)
90-119 659 88.1 797 87.8
(21.6-85.2) (63.6-96.1) (75.2-83.4) (87.2-88.4)
120-179 424 64.0 71.8 84.6

(-178-718)  (157-847)  (652-771)  (83.8-85.4)

Conclusions: PWID may experience lower VE against CO-
VID-19 acquisition, particularly for people who are also
living with HIV. These findings highlight the convergence
of the dual public health crises and the importance of
prioritizing PLWH and PWID for booster doses. The higher
prevalence of IDU among PLWH may partly explain our
previously published finding of slower buildup / quicker
waning among PLWH overall compared to HIV-negative
individuals.

Mpox vaccination among gay, bisexual, and
other men who have sex with men in the United
States, september-december 2022

T. Carpino’, K. Atkins', K. Delaney?, W. Abara?,

M. Hannah?, E. Eschliman®, OW. Edwards? Y. Ogale®,
S.Vos/, A. Roo', S. Murray?, S. Baral', T. Sanchez*

"Johns Hopkins University, Epidemiology, Baltimore,
United States, “Centers for Disease Control and
Prevention, Division of HIV Prevention, Atlanta, United
States, *Centers for Disease Control and Prevention,
Division of Sexually Transmitted Disease Prevention,
Atlanta, United States, “Emory University, Atlanta, United
States, *Johns Hopkins University, Health, Behavior, and
Society, Baltimore, United States, ¢Centers for Disease
Control and Prevention, Division of Sexually Transmitted
Disease Prevention & Epidemic Intelligence Service,
Atlanta, United States, ’Centers for Disease Control and
Prevention, Division of Violence Prevention & Epidemic
Intelligence Service, Atlanta, United States, °Johns Hopkins
University, Mental Health, Baltimore, United States

Background: During the 2022 mpox outbreak, there was
disproportionate mpox risk among gay, bisexual, and
other men who have sex with men (MSM), especially His-
panic men, non-Hispanic Black men, and people living
with HIV(PLWH). These communities reported varying de-
grees of vaccine access, uptake, and 2-dose completion.
Studying individual and structural determinants of vacci-
nation can inform vaccination program implementation
for both new and ongoing vaccination efforts.

Methods: A convenience sample of 3041 cisgender MSM
aged 15+ years participated in a cross-sectional survey
including sociodemographic and behavioral factors re-
lated to mpox vaccination uptake and 2-dose completion
from 09/2022-12/2022 as part of the American Men's Inter-
net Survey. Mpox-related stigma was measured using a 9
item scale pooled as a binary “any” vs. no reported mpox
stigma variable. We conducted bivariate analyses to ex-
plore associations with

1. Receiving any dose. and;

2. Completion of 2-dose mpox vaccination.

We further conducted unadjusted and adjusted logistic
regression with age group and race/ethnicity. Associa-
tions between self-reported mpox vaccination and HIV
PrEP use were explored among the subset of MSM at risk
for HIV acquisition.

Results: 33.3% (n=1006) of participants received at least
one dose of mpox vaccination; 16.6% (167/1006) received
only one dose, 83.1% (n=836) received two doses, and 0.3%
(n=3) reported >two doses. HIV status was significantly
associated (p<0.01) with any mpox vaccination, but not
mpox vaccine completion (p>0.05).

Factors associated with both mpox vaccination and
completion included STI screening, mpox-related stigma,
awareness, concern, and HIV PrEP visits for individuals at
risk for HIV acquisition.
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Table 1. Determinants of mpox vaccination and mpox
vaccination completion.

Conclusions: The associations between mpox vaccina-
tion and STl testing and PrEP, but low overall uptake, sug-
gest opportunities for further integration of mpox vac-
cination with sexual health services. However, broader
uptake will also require complementary vaccine delivery
strategies to reach MSM less connected to sexual health
delivery systems.

Risk of hepatitis C infection following bacterial
sexually transmissible infections among gay and
bisexual men in Australia 2016-2020

B. Harney'?3 R. Sacks-Davis'? P. Agius', D. van Santen'?4,
M. Traeger™?, A. Wilkinson'?, J. Asselin', C. El-Hayek'?,

C. Fairley>¢, N. Roth’, M. Bloch?, G. Matthews”®, B. Donovan’,
R. Guy’, M. Stoove'?, M. Hellard"?3, J. Doyle'?3

'Burnet Institute, Melbourne, Australia, ?Monash
University, Melbourne, Australia, Alfred Health

and Monash University, Department of Infectious
Diseases, Melbourne, Australia, *Public Health Service
of Amsterdam, Amsterdam, Netherlands, *Melbourne
Sexual Health Centre, Melbourne, Australia, ‘Monash
University, Central Clinical School, Melbourne,
Australia, "Prahran Market Clinic, Melbourne, Australia,
SHoldsworth House Medlical Practice, Sydney, Australia,
*University of New South Wales, Kirby Institute, Sydney,
Australia, °St Vincent's Hospital, Sydney, Australia

Background: In Australia, the incidence of hepatitis C vi-
rus (HCV) infection has declined among gay and bisexual
men (GBM) with HIV since 2015 and is low among GBM us-
ing HIV pre-exposure prophylaxis (PrEP).

However, ongoing HCV testing, and treatment, is required
to sustain HCV elimination. Annual HCV testing is recom-
mended in Australia for all GBM with HIV and GBM using
PrEP regardless of sexual or substance use behaviours.
Bacterial sexually transmissible infections (STIs) are as-
sociated with similar behaviours as HCV among GBM,
and therefore may be useful to guide more person-
centered and tailored HCV testing. To examine this, we
measured the association between STIs and HCV from
2016 to 2020.
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Methods: Data were from a national network of primary
care and sexual health clinics participating in the Aus-
tralian Collaboration for Coordinated Enhanced Sentinel
Surveillance (ACCESS). GBM included had at least one HCV
antibody negative test during the observation period
and 21 subsequent HCV test. Discrete time modelling esti-
mated the association between a positive syphilis, rectal
chlamydia, and rectal gonorrhoea diagnosis in the pre-
ceding two years on incident HCV infection, reported as
an adjusted hazard ratio (aHR). Analyses were stratified
by GBM with HIV and GBM prescribed PrEP and adjusted
for age and the number of each STI test undertaken.
Results: Among 6,529 GBM with HIV, 92 had an incident
HCV infection which was associated with a syphilis infec-
tion (@HR 1.99, 95%CI:1.11-3.56). Of 13,061 GBM prescribed
PrEP, 48 had an incident HCV infection, which was associ-
ated with rectal chlamydia (aHR 2.73, 95%CI:1.40-5.30) and
rectal gonorrhoea (aHR 2.58, 95%CI:1.30-5.13).
Conclusions: HCV was associated with bacterial STls
among GBM with HIV and GBM using PrEP. These findings
suggest that an STl diagnosis should prompt a conversa-
tion about HCV testing, and that more frequent HCV test-
ing may be justified among GBM with STls.

Integration of PrEP services and assisted partner
notification into an STI Clinic in Lilongwe, Malawi

C. Pedersen'? J. Chen', M. Matogo?, B. Ndalama?,

E. Mathiyo?, T. Munthali?, N. Nyirenda? N. Bonongwe?,

E. Jere?, D. Yatina? H. Nkhato?, M. Kacheyo?, Z. Mpande?,

M. Hosseinipour'?, I. Hoffman'?, S. Rutstein'

'UNC Chapel Hill, Institute for Global Health and Infectious
Disease, Chapel Hill, United States, 2UNC Project Malawi,
Lilongwe, Malawi, *Lighthouse Trust, Lilongwe, Malawi

Background: HIV pre-exposure prophyloxis (PrEP) has
been integrated into sexually transmitted infection (STI)
care in Malawi/sub-Saharan Africa (SSA); however, the
success and prevention impact of integration has not
been evaluated. Expanding prevention services to sex-
ual partners of persons with STls is another opportunity
to increase PrEP reach. We evaluated an integrated PrEP
and assisted partner notification (aPN) program in an STI
clinic in Lilongwe, Malawi.

Methods: We enrolled “index" participants who were initi-
ating oral PrEP at the Bwaila District Hospital STI Clinic (215
years, STI symptoms or exposure, HIV-seronegative). Par-
ticipants completed surveys and provided contact infor-
mation for sexual partners. Clinic staff contacted named
partners who did not report to clinic within 14 days for
STl treatment and HIV testing. Returning partners were
screened for PrEP eligibility and, if interested and eligible,
initiated PrEP and enrolled in the studly.

Results: 175 index participants enrolled between March-
December, 2022. The median age was 27 (interquartile
range [IQR]: 23-32) and most were male (110/175; 63%).
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Twenty-one percent (36/175) were adolescent girls and
young women. In the preceding month, 40% (70/175) re-
ported exchanging sex for goods/money/favors and 13%
(23/175) had 21 known HIV-positive partner.

Before enroliment, 34% (60/175) had heard of PrEP. Forty-
nine percent (86/175) of participants provided contact
information for 100 sexual partners. Fifty-eight partners
returned to clinic: 34% (20/58) were HIV-seropositive and
ineligible (4 newly diagnosed; 16 previously diagnosed).
Of eligible partners, 71% (27/38) initiated PrEP and enrolled,
and 29% (11/38) declined PrEP and/or study procedures.
Median age of enrolled partners was 26 (IQR: 22-31) and
most were female (20/27; 74%).

Conclusions: Ours is the first to demonstrate successful
integration of PrEP within an STl clinic in SSA and highlights
the benefits of aPN for promoting partner engagement
in HIV prevention services. Although STI clinic-based PrEP
does not explicitly target key populations, more than
half of indexes fell into at least one priority category (ex-
changed sex for goods/money/favors or young women),
and many were in serodiscordant relationships. Engaging
young heterosexual men in PrEP care has been a histori-
cally under-examined opportunity to interrupt transmis-
sion and may be particularly powerful when coupled with
PrEP referral for female partners.

OACO03 Achieving HIV prevention and
treatment at scale

Enhanced linkage to care following home-based
HIV testing improves linkage, ART initiation and
retention, and 12-month viral suppression—the
Ekkubo study: a cluster randomized trial in
Uganda

S.M. Kiene'?, R. Naigino™, K. Schmarje Crockett!,

M. Ediau'?, A. Anecho? C-D. Lin®, N.A Menzies*,

M. Bateganya®, S. Sekamatte?, S.C. Kalichmar,

R.K. Wanyenze?

'San Diego State University, School of Public Health, San
Diego, United States, °‘Makerere University School of Public
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Department of Mathematics and Statistics, San Diego,
United States, “Harvard T.H. Chan School of Public
Health, Department of Global Health and Population,
Boston, United States, *USAID, Msasani, Tanzania,
United Republic of, ‘Gombe Hospital, Gombe, Uganda,
“University of Connecticut, Institute for Collaboration on
Health, Intervention, and Policy, Storrs, United States

Background: HIV testing in the universal test and treat
(UTT) era in settings where immediate ART initiation is
not feasible may require support for care engagement to
achieve viral suppression. The Ekkubo study, a cluster ran-

domized trial in rural Uganda, tested an enhanced link-
age to care intervention vs standard-of-care+treferrals to
care in the context of home-based HIV testing.

Methods: Between November 2015 and March 2020,
home-based HIV testing was conducted in pair-matched
villages randomized to intervention or comparator arms
across 4 districts in central Uganda. Individuals aged 15-
59 newly diagnosed HIV positive or previously diagnosed
but never linked to care in intervention villages received 3
brief sessions at-home and 1 phone follow-up focused on
overcoming barriers to care, eliciting a plan to engage in
care, and social support resources to address stigma and
other needs. Those in standard-of-care+ villages received
2 brief sessions at-home referring them to care and rein-
forcing the referral.

The primary outcome was viral suppression (<20 copies/
mL) at 12 months. Secondary outcomes included linkage,
ART initiation, time to ART initiation, and ART retention.
Intention-to-treat analyses accounted for the cluster de-
sign.

Trial registration: NCT02545673

Results: In the 56 clusters/villages (28 per arm), 284 (62.3%
female) and 283 (62.9% female) individuals were enrolled
in intervention and comparator arms, respectively. Aver-
age cluster size was 10.31 (SD 13.97, range 1-57). Average
age was 30.77 (SD 9.45), 543 (95.8%) were newly diagnosed.
At 12 months, 134/284 (47.2%) and 114/283 (40.3%) of partici-
pants in intervention and comparator clusters respective-
ly achieved VL <20 (adjOR, 1.60, 95%CI 1.13-2.26, p=0.008). In-
tervention participants also did better for linkage to care
(assessed as a 2" visit; adjOR, 1.65, 95%Cl 1.09-2.49, p=0.017)
and ART initiation (adjOR, 1.97, 95%Cl 1.33-2.90, p<0.001) and
retention (adjOR 4.16, 95%Cl 114-13.87, p=0.015) than stan-
dard-of-care+ participants, but there was no difference
for time to ART initiation among those who initiated (ad-
JHR 1.06, 95%CI 0.78-1.46, p=0.69). 12-month study retention
was >84% in both arms, including deaths.

Conclusions: Focused linkage support at diagnosis and
shortly thereafter increased linkage, ART initiation, reten-
tion, and viral suppression. This intervention may have
utility with populations experiencing linkage and viral
suppression challenges.
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The effect of primary health care on AIDS:
a cohort study of 3.4 million individuals in Brazil

P. Pinto™, A. Silva™, I. Lua'?, G. Jesus™, L. Magno?,

C. Santos? M. Ichihara? M. Barreto? L.E. Souzd',

J. Macinko*, I. Dourado’, D. Rasella™

'Institute of Collective Health, Federal University of Bahia
(ISC/UFBA), Salvador, Brazil, °’The Centre for Data and
Knowledge Integration for Health (CIDACS), Salvador,
Brazil, *State University of Bahia (UNEB), Department of
Life Sciences, Salvador, Brazil, *Fielding School of Public
Health of University of California (UCLA), Departments of
Health Policy and Management and Community Health
Sciences, Los Angeles, United States, °ISGlobal, Hospital
Clinic - Universitat de Barcelona, Barcelona, Spain

Background: Although Primary Health Care (PHC) is part
of the AIDS care and prevention services, the effect of PHC
on AIDS outcomes is poorly understood in low- and mid-
dle-income countries (LMICs). We evaluated the impact of
one of the largest PHC programs in the world, the Brazil-
ian Family Health Strategy (FHS), on AIDS incidence and
mortality using a cohort of 3.4 million individuals over a
9-year study period in Brazil.

Methods: We analyzed AIDS data from individuals aged
13 years or older who were members of a nationwide co-
hort of the poorest Brazilian people (The 100 Million Bra-
zilians Cohort) from January 1, 2007 to December 31, 2015
and compared residents in municipalities with no FHS
coverage with residents in municipalities with full FHS
coverage. We used multivariable Poisson regressions, ad-
justed for all relevant demographic, socioeconomic, and
municipal variables, and weighted with inverse probabil-
ity of treatment weighting (IPTW), to estimate the effect
of FHS on AIDS incidence and mortality rates.

We also estimated effects by sex, age, race/ethnicity, and
by AIDS municipal incidence. We conducted sensitivity and
triangulation analyses.

Results: FHS coverage was associated with lower AIDS
incidence (rate ratio [RR] 0.76, 95%CI 0.68-0.84) and mor-
tality (0.68, 0.56-0.82). The effect of FHS on incidence was
greater among females (0.70, 0.61-0.82) and Black popula-
tion (0.64, 0.45-0.92). The effect of FHS on mortality was
greater among males (0.64, 0.49-0.83).

For both outcomes, the effect of FHS coverage was stron-
ger among people aged 35 years or older (0.62, 0.53-0.72
- incidence and 0.56, 0.43-0.72 - mortality), although a
lower incidence was also observed among people aged
13-34 years (0.83, 0.72-0.96).

Conclusions: FHS coverage impacts AIDS morbidity and
mortality among the most vulnerable populations in Bra-
zil. Our results show the importance of expanding and
strengthening PHC in LMICs to contribute to the goal of
ending AIDS by 2030, including the improvement of infra-
structure and human resources for the decentralization
of care, treatment, and monitoring of people with HIV/
AIDS.
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Initiation of pre-exposure prophylaxis (PrEP)
among key populations in PEPFAR-supported
countries during 2019-2022

H. B. Demeke', R. Nelson', G. Djomand', U. ljeoma,

W. vy, Il A. Lyn', M. Michalak!, B. Gichuchi', D. Selenic',

T. N. Hoang? T. Bingham'

'Centers for Disease Control and Prevention, Center for
Global Health, Atlanta, United States, ?’Centers for Disease
Control and Prevention, Vietnam, Hanoi, Vietnam

Background: Pre-exposure prophylaxis (PrEP) is a highly
effective intervention that can prevent HIV acquisition.
Through the U.S. President's Emergency Plan for AIDS Relief
(PEPFAR), the US Centers for Disease Control and Preven-
tion (CDC) supports PrEP programs for key populations
(KP) (i.e., Female Sex workers (FSW), men who have sex
with men (MSM), transgender people (TG), people who
inject drugs (PWID) and people in prisons and other en-
closed settings). UNAIDS' current goal is to reach 10 million
people with PrEP by 2025. We examined CDC's scale-up of
PrEP during Covid-19 among KP beneficiaries to evaluate
progress towards the UNAIDS goal.

Methods: Using programmatic data from PEPFAR's Moni-
toring, Evaluation and Reporting system, we assessed
the number and percentage of KP beneficiaries who initi-
ated PrEP, by KP group and by year, from 2019 to 2022 in 30
countries. We assessed trends by year among 27 countries
with complete testing and PrEP initiation data. We also
consulted narrative reports of program services to under-
stand changes made to PrEP delivery.

Results: CDC supported 1,371,984 PrEP initiations during
2019-2022, of whom 520,981 identified as KP. The percent-
age of HIV-negative KP accepting PrEP increased by 532%,
from 3.1% in 2019 to 19.6% in 2022. The largest relative in-
creases in uptake were among PWID and prisoners, al-
though the absolute percentages were <10%. Although
FSW and MSM showed highest uptake in 2022, over 70% of
these KP did not initiate PrEP.

PrEP Initiation among Key Population
beneficiaries supported by CDC in 27

% Increase in
proportion of

Key Popula- PEPFAR-funded countries, 2019-2022. HIV-negative
tion groups Numbers of KP enrolled in PrEP/ KP accepting
number of HIV-negative KP (%) PrEP from
2019 2020 2021 2022 2019 to 2022
Female sex 13,180/ 34,978/ 91,521/ 163,638/
workers (FSW) 245,659 508,598 700,578 695,078 335%
(54%)  (6.9%)  (13.1%) (23.5%)
Men who 66,059/ 118,555/ 52,350/ 88,084/
have sex with 54209 238672 381,094 340,985 130%
men (MSM) (11.2%)  (7.8%)  (13.7%) (25.8%)
People who 690/ 2,573/ 9,277/ 16,866/
inject drugs 90,619 184,876 174,085 178,902 1075%
(PWID) (0.8%)  (14%)  (5.3%) (9.4%)
People in 5,514/ 589/ 8,842/ 7,086/
riscr))ns 269,276 146,251 150,051 195,015 1700%
P 02%)  (04%)  (59%)  (3.6%)
183/ 635/ 1,516/ 2,341/
Transgender  4a01 2250 4959 11406 101%
people

(102%) (282%)  (30.6%)  (20.5%)

20626/ 57,330/ 163506/ 278,015/
Total 661564 1,080,647 1,410,767 1421386 532%
(31%)  (53%)  (11.6%)  (19.6%)
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Conclusions: Despite Covid-19 disruptions in service de-
livery, we observed substantial PrEP scale-up in CDC pro-
grams. Program modifications such as HIV self-testing,
telemedicine, and community-based deliveries may have
facilitated PrEP expansion during this time.

To reach UNAIDS' global goal, additional innovations, such
as long-acting injectable PrEP, event-driven PrEP, and pro-
grams to increase PrEP awareness/literacy among ben-
eficiaries and providers may increase uptake by KP. Con-
tinuous monitoring and evaluation of KP PrEP programs is
critical to meet ambitious UNAIDS global targets.

Increased HIV prevention coverage among
Australion gay and bisexual men with regular
partners: results of national behavioural
surveillance, 2018-22

T. Broady', C. Chan? J. MacGibbon', L. Mao!, J. Rule?,
H. Paynter?, B. Bavinton? M. Holt!

'Centre for Social Research in Health, UNSW,
Sydney, Australia, *Kirby Institute, UNSW, Sydney,
Australia, *National Association of People With HIV
Australia, Sydney, Australia, “Australion Federation
of AIDS Organisations, Sydney, Australia

Background: Increasing use of biomedical HIV prevention
methods has been reported among gay and bisexual
men (GBM) in Australia with casual partners. Less atten-
tion has been paid to HIV prevention strategies among
GBM with regular partners. We analysed trends in behav-
ioural surveillance data to identify changes in HIV preven-
tion methods by GBM with regular partners, and levels of
prevention coverage (and risk).

Methods: Behavioural surveillance data from the Gay
Community Periodic Survey (collected between 2018-22)
were analysed. Trends in condom use, condomless sex
with regular partners (CAIR), and prevention coverage with
regular partners (i.e., use of any effective strategy, e.g., con-
doms, PrEP, undetectable viral load [UVL]) were assessed
using logistic regression. Trends were stratified according
to reported sexual activity with casual partners.

Results: 24,316 survey responses from participants with
regular male partners were included for analysis. The
mean age of the sample was 38.2 years, 68.6% were Aus-
tralian-born, 90.0% gay-identified, and 8.6% living with
HIV.

The proportion who reported consistent condom use de-
clined from 12.3% in 2018 to 9.3% in 2022 while any CAIR in-
creased from 67.2% to 74.8% (both p<.001). HIV prevention
coverage with regular partners increased from 94.3% in
2018 to 98.4% in 2022 (p<.001).

The proportion of GBM with regular partners who were
HIV-positive and reported UVL remained stable (6.2% to
5.5%, p=.253), as did the proportion of non-HIV-positive
GBM whose regular partners were HIV-positive with UVL
(1.2% to 1.0%, p=103).

The proportion of participants with regular partners who
were HIV-negative and on PrEP increased from 16.6% to
34.8% (p<.001), however, this increase in PrEP use was con-
centrated among participants with regular partners who
also reported condomless sex with casual partners (from
38.0% to 68.4%, p<.001).

Conclusions: Risk of HIV transmission between regular
partners was low and continually decreased between
2018 and 2022. GBM with regular partners increasingly use
biomedical methods to prevent HIV transmission, and
PrEP use was concentrated among those who also en-
gaged in condomless sex with casual partners.

OACO04 Strengthening sexual and
reproductive health for diverse
populations

No association between in-utero PrEP exposure
and bone mineral density at 36 months of age
among mother-infant pairs in Kenya

L. Wu'?, J. Kinuthic?, F. Abuna?, J. Dettinger? L. GomeZz?,

E. Mukenyi?, G. John-Stewart'?45, M. Marwa?, N. Ngumbau?,
B. Ochieng? J. Pintye?¢

"University of Washington, Department of Epidemiology,
Seattle, United States, “University of Washington,
Department of Global Health, Seattle, United States,
SKenyatta National Hospital, Nairobi, Kenya, *University
of Washington, Department of Mediicine, Seattle,

United States, *University of Washington, Department
of Pedliatrics, Seattle, United States, ‘University of
Washington, Department of Biobehavioral Nursing

and Health Informatics, Seattle, United States

Background: Previous studies found that tenofovir-based
ART use during pregnancy among women living with HIV
is associated with lower bone mineral density (BMD) in
neonates. It is unknown whether these differences persist
beyond the neonatal period or exist among neonates
born to women without HIV who used tenofovir-based
PrEP during pregnancy.

Methods: We utilized data from an ongoing evalua-
tion of perinatal PrEP use in Kenya. In the parent study
(NCT03070600), HIV-negative women were enrolled and
offered tenofovir-based PrEP during pregnancy at 20
public clinics and followed through 9 months postpartum
regardless of PrEP status. An extension cohort to evaluate
safety outcomes enrolled mother-child pairs at 4 sites to
be followed until the child's 5™ birthday.

A subset of singleton children aged 36 months with in-
utero PrEP exposure was randomly selected and matched
to children without in-utero PrEP exposure on maternal
age, education level, and child sex and age. Whole-body
BMD was measured by dual-energy x-ray absorptiometry
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(DEXA) at Aga Khan University Hospital in Nairobi, Kenya.
Linear regression adjusting for matching characteristics
was performed to evaluate the relationship between
BMD and PrEP exposure.

Results: From December 2021 to December 2022, 40 chil-
dren with in-utero PrEP exposure and 71 without PrEP ex-
posure had whole-body BMD measurements. The median
age at DEXA scanning was 36.7 months (IQR: 36.2-38.0),
40% of children were female, and the median maternal
age at delivery was 27.6 years (IQR: 22.1-32.6).

The median height for children at DEXA scanning was
similar between those with and without PrEP exposure
(94.3 cm vs. 94.0 cm, p=0.455). The median whole-body
BMD for children with and without in-utero PrEP exposure
was 418.5 mg/cm? (IQR 399.2-440.0) and 423.0 mg/cm? (IQR
395.5.0-457.5.0), respectively. There was no difference be-
tween mean whole-body BMD among children with and
without in-utero PrEP exposure (adjusted mean difference
-21.6 mg/cm?, 95% Cl -60.1-17.0, p=0.270).

Conclusions: PrEP exposure was not associated with BMD
or height at 36 months among children with mothers who
used PrEP during pregnancy. Our findings suggest that in-
utero PrEP exposure may not impact BMD into early child-
hood.

Cofactors of HIV self-testing and PrEP
acceptance among pregnant women at high
risk of HIV in Kenya

N.M. Ngumbau', J. Neary?, A. Wagner? F. Abunad',

B. Ochieng!, J. Dettinger?, L. Gomez? M. Marwa', S. Watoyi',
E. Nzove', J. Pintye*, J. Baeten®, J. Kinuthia',

G. John-Stewart?36>

'Kenyatta National Hospital, Research and Programs,
Nairobi, Kenya, ?University of Washington, Department
of Epidemiology, Seattle, United States, *University of
Washington, Department of Global Health, Seattle,
United States, “University of Washington,
Biobehavioral Nursing & Health Informatics,

Seattle, United States, *University of Washington,
Medicine, Seattle, United States, ‘University of
Washington, Pediatrics, Seattle, United States

Background: PrEP and HIV self-testing (HIVST) for male
partners are being scaled up within antenatal clinics
(ANC). Few data are available on how co-distribution in-
fluences acceptance of both interventions and the cofac-
tors for PrEP, HIVST or combined PrEP/HIVST use among
pregnant women at high risk for HIV.

Methods: We utilized data from the PrIMA (NCT03070600)
trial in Kenya. Women included in this analysis were deter-
mined to be at high HIV risk and offered PrEP and partner
HIVST. Characteristics were compared between women
who chose:

1. PrEP and HIVST,

2. HIVST-alone,
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3. PrEP-alone, or;

4. Declined both (reference), excluding women with part-
ners known to be living with HIV.

Results: Among 911 women, the median age was 24 years,
87.3% were married, and 13.0% had history of intimate
partner violence (IPV); 68.8% accepted HIVST and 18.4%
accepted PrEP. Of women accepting HIVST, 84% offered
them to partners; 94% of partners used HIVST; 1.2% had
a reactive HIVST.

Partner HIV testing increased from 20% to 82% and wom-
en's knowledge of partner HIV status increased from 4.7%
to 82.0% between pregnancy and 9-months postpartum
(p<0.001). Overall, 54.7% accepted HIVST-alone, 4.1% PrEP-
alone and 14.3% both HIVST and PrEP. Compared to wom-
en who accepted neither, choosing:

1. HIVST-alone was associated with being married, par-
ticipant and partner higher level of education, and resid-
ing with partner;

2. PrEP-alone with lower social support, IPV, not residing
with partner, longer time with partner, and suspicion of
other sexual partners, and;

3. PrEP and HIVST was associated with being married, IPV,
and suspicion that partner had other partners.
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Figure 1. Cofactors for PrER, HIVST, or combined PrEP/HIVST
acceptance among pregnant women attending ANC.
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Conclusions: Understanding factors associated with ac-
cepting HIVST, PrEP or both can inform HIV prevention
programs for pregnant women. Strategies to improve
women's self-efficacy to take up HIV prevention interven-
tions are important to reduce incident infections during
pregnancy and postpartum.
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Drug-drug interaction between emtricitabine/
tenofovir alafenamide (FTC/TAF)-based PrEP and
feminizing hormones in transgender women:
peripheral blood mononuclear cells and urine
analysis from the iFACT3 study

A. Hiransuthikul?, N. Thammajaruk’, S. Kerr34,

R. Janamnuaysook', S. Nonenoy', P. Hongchookiat!,
R. Trichavaroj', Y. Tawoné, J. Boonruang',

N. Teeratakulpisarn’, T.R. Cressey?, N. Phanuphak',
the iFACT3 study team

'Institute of HIV Research and Innovation (IHRI),
Bangkok, Thailand, ?Chulalongkorn University,
Department of Preventive and Social Medicine, Faculty
of Medicine, Bangkok, Thailand, *Chulalongkorn
University, Biostatistics Excellence Centre, Faculty
of Medlicine, Bangkok, Thailand, *HIV-NAT, Thai Red
Cross AIDS Research Centre, Bangkok, Thailand,
*Chulalongkorn University, Center of Excellence in
Transgender Health (CETH), Faculty of Medicine,
Bangkok, Thailand, ¢Chiang Mai University, AMS-
PHPT Research Collaboration, Faculty of Associated
Medical Sciences, Chiang Mai, Thailand

Background: We previously observed that plasma teno-
fovir (TFV) and emtricitabine (FTC) exposures were not
significantly different among transgender women when
FTC/TAF-based PrEP was administered with and without
feminizing hormone therapy (FHT).

Herein, we report the impact on the intracellular TFV-di-
phosphate (TFV-DP) and FTC triphosphate (FTC-TP) con-
centrations, the therapeutically active forms, in peripher-
al blood mononuclear cells (PBMCs), and on TFV/FTC urine
concentrations.

Methods: Twenty transgender women who had not un-
dergone orchiectomy were enrolled between January
and February 2022. FHT (estradiol valerate 2 mg and cy-
proterone acetate 25 mg) was initiated at baseline and
prescribed until week 9, while PrEP (FTC 200 mg/TAF 25 mg)
was initioted at week 3 and prescribed until the end of
study at week 12. PK sampling for drug level measurement
was performed at weeks 9 (with FHT) and 12 (without
FHT). PBMC samples were collected at 2 and 24 hours af-
ter FTC/TAF administration to assess FHT effect on TFV-DP
and FTC-TP levels; and a 24-hour urine collection was used
to assess FHT effect on TFV/FTC.

Results: Eighteen participants completed the PK visits
and were included in this analysis. Median (IQR) age and
body mass index were 28 (23-32) years and 20.8 (19.9-21.9)
kg/m?, respectively. The PBMC 2 hour (C,) and 24 hour (C
geometric mean ratios (GMRs) (95%Cl) at week 9 and
week 12 (reference) were as follows: TFV-DP, 1.04 (0.91-1.19,
=0.59) and 0.96 (0.82-1.13, p=0.65); and FTC-TP, 0.97 (0.85-
110, p=0.61) and 0.91 (0.75-1.10, p=0.33) (figure). Urine GMRs
for TFV and FTC were 1.05 (0.84-1.32, p=0.67) and 0.92 (0.75-
113, p=0.42).
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Figure. Geometric mean antiretroviral drug
concentrations at week 9 (with FHT) and week 12
(without FHT)

Conclusions: Intracellular TFV-DP and FTC-TP levels in
PBMCs and urine TFV and FTC concentrations were com-
parable when F/TAF-based PrEP was administered with
and without FHT, suggesting no clinically significant drug-
drug interaction from FHT towards FTC/TAF-based PrEP.
Tissues rectal measurements of TFV-DP and FTC-TP levels
are ongoing.

Experiences of reproductive coercion among
women living with HIV in sub-Saharan Africa,
eastern Europe and Central Asia

C. Lyons!, G. Turpin’, S. Brion? K. Dunaway?, O. Syarif3,

P. Looze? K. Lalak®, C. Garcia De Leon Moreno?,

D. Matyushina“, L. Sprague?, G. Kadziyanhike®,

M. Godlevskaya?, I. Abdulkadir’, S. Pavel®, S. Bessonov’,
A. Ouedraogo™®, N.A.J.C. Vako", J.d.D. Anoubissi®,

K.A. Dokla™, K.A. Hlomewoo®, S. Baral', K. Rucinski®
"Johns Hopkins School of Public Health, Epidemiology,
Baltimore, United States, “The International Community
of Women Living with HIV (ICW), N/A, United Kingdom,
3Global Network of People Living with HIV (GNP+),
Amsterdam, Netherlands, “UNAIDS, Geneva, Switzerland,
*Zimbabwe National Network of People Living with HIV
(ZNNP+), Harare, Zimbabwe, SEVA Network, N/A, Russian
Federation, "Network of People Living with HIV /AIDS

in Nigeria, Abuja, Nigeria, éCentral Asian Association

of People Living with HIV, N/A Kazakhstan, °Kyrgyz
Harm Reduction Network, N/A, Kyrgyzstan, °REGIPIV-
BF, N/A, Burkina Faso, "lvorian Network of People Living
with HIV/AIDS (RIP+), Abidjan, Cote D'Ivoire, ?RAS+,

N/A, Togo, BJohns Hopkins School of Public Health,
International Health, Baltimore, United States

Background: Evidence suggests that women living with
HIV (WLHIV) experience coercion by healthcare providers
related to sterilization, contraception/family planning,
pregnancy and feeding practices. However, there has
been limited quantification of the prevalence and deter-
minants of reproductive coercion among WLHIV.
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Methods: The People Living with HIV (PLHIV) Stigma In-
dex 2.0 study was implemented in 16 countries in East-
ern Europe and Central Asia (EECA) and Sub-Saharan
Africa(SSA). Study implementation was led by networks of
PLHIV(2020-2022).

Interviewer-administered questionnaires were used to
collect self-reported socio-behavioral measures among
10,555 cisgender 18+ year old WLHIV. Reproductive coer-
cion in these analyses was categorized based on coercive
experiences relating to recent (within last 12 months) ster-
ilization; contraception/family planning; and pregnancy
and feeding practices. Multilevel logistic regression mod-
els were used to assess hierarchical determinants of re-
productive coercion.

Results: Among participants in SSA, 0.5% reported steril-
ization, 1.6% reported coercion of contraception and fom-
ily planning; and 4.8% reported coercion of pregnancy
and feeding practices. Among participants in EECA, 3.2%
reported sterilization, 3.9% reported coercion of contra-
ception and family planning; 8.5% reported coercion of
pregnancy and feeding practices.

Women in EECA had an increased odds of sterilization, co-
ercion related to contraception/family planning, and co-
ercion related to pregnancy and feeding practices com-
pared to women in SSA (Table 1).

Across regions, sex workers, migrants, and women who in-
ject drugs, and women with disabilities had greater odds
of reproductive coercion compared to other WLHIV.
Conclusions: In 2022, recent reproductive coercion is com-
mon among WLHIV globally. Programs with trainings on
accurate, evidence-based, and person-centered care for
PLHIV, and non-stigmatizing care practices may improve
healthcare provision of reproductive and sexual health-
care among WLHIV. Non-discrimination protections for
WLHIV may support prevention of reproductive coercion
and allow accountability when it occurs. Lastly, initiatives
to support WLHIV in knowing their rights and how to seek
justice may improve the health and wellbeing of WLHIV.
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Table 1. Reproductive coercion among women living with
HIV in Sub-Saharan Africa (Angola, Benin, Burkina Faso,
Cote D-Ivoire, Ghana, Kenya, Mauritania, Nigeria, Lesotho,
Togo, Zimbabwe) and Eastern Central Europe and Central
Asia (Kazakhstan, Kyrgyzstan, Belarus, Russia, Ukraine).
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OACO5 Differentiated service delivery
with focus on PrEP

A pharmacist-led oral PrEP refill visit with
client HIV self-testing significantly improved
continuation in Kenya

K. Zewdie'!, K. Ngure?, N. Mugo?®4, J. Baeten?, D. Mwangi?,
M. Mwangi4 S. Maina?, L. Etyang* G. Maina?, V. Ogello?,
E. Owidi4, K. Mugwanyad'

'University of Washington, Epidemiology, Seattle,
United States, 2Jomo Kenyatta University of
Agriculture and Technology, Nairobi, Kenya,

3University of Washington, Seattle, United States,
“Kenya Medical Research Institute, Nairobi, Kenya

Background: Delivery of oral pre-exposure prophylaxis
(PrEP) is being scaled up in Africa. However, health sys-
tem barriers including lengthy visits endanger client
continuation. We evaluated the efficiency and impact of
direct-to-pharmacy PrEP refill visits with HIV self-testing
(HIVST).

Methods: Between September 2020 and January 2022, we
conducted a quasi-experimental study of differentiated
direct-to-pharmacy PrEP refill visits among adult men
and women receiving PrEP at four public health HIV clin-
ics in Central Kenya. Two clinics implemented the inter-
vention which included direct-to-pharmacy for PrEP refill,
HIVST while waiting and 3-monthly refill visits with phar-
macist-led rapid risk assessment. Two clinics comparable
in size and client volume served as controls with the usual
standard of care (SOC), which typically includes monthly
refills with multiple client room stops.

We conducted 80 time and motion studies to determine
client time in the clinics. PrEP continuation was evaluated
by visit attendance and pharmacy refill records. We used
logistic regression to assess the intervention effect on PrEP
continuation and the Wilcoxon rank sum test to assess the
impact on clinic time.

Results: Overall, 746 clients were enrolled: 338 in SOC and
380 in intervention clinics; 57% were female, the median
age was 33, and 58% were in serodifferent partnerships.
Prior to implementation, intervention, and controls clinics
were comparable on client characteristics (female: 51% vs
47%; median age: 33 vs 33 yrs) and PrEP continuation (35%
vs 37% at 1 month, and 37% vs 39% at 3 months; P>0.05
for all).

The intervention reduced total time spent at the clinic by
35%, the median time spent in SOC was 51 minutes while
in intervention clinics was 33 minutes; p<0.001.

However, time spent on HIV testing (20min vs 20 min;
p=0.50) and pharmacy (8min vs 8 min; p=0.8) was un-
changed. Similarly, PrEP continuation was significantly
higher in the intervention clinics compared to control clin-
ics: 45% vs 33% at 1 month and 34% vs 25% at 3 months;
P<0.05 for all.
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Conclusions: A client-centered PrEP delivery approach
with direct-to-pharmacy PrEP refill visits plus client HIV
self-testing reduced clinic visit time and significantly im-
proved PrEP continuation in public health HIV clinics in
Kenya.

Same-day initiation of oral pre-exposure
prophylaxis is high among adolescent men who
have sex with men and transgender women in
Brazil

F. Soares', L. Magno?, J. Arrais Pinto Jr3, A. Grangeiro?,
K. Bruxvoort®, D. Greco®, |. Dourado’

'Federal University of Bahia, Collective Health Institute,
Salvador, Brazil, ’Bahia State University, Department
of Life Sciences, Salvador, Brazil, *Fluminense Federal
University, Institute of Mathematics and Statistics,
Niterdi, Brazil, “University of SGo Paulo, Faculty of
Medicine, SGo Paulo, Brazil, *University of Alabama at
Birmingham, School of Public Health, Birmingham,
United States, SFederal University of Minas Gerais,
Faculty of Medicine, Belo Horizonte, Brazil

Background: In recent years, human immunodeficiency
virus (HIV) incidence has increased among adolescent
men who have sex with men (aMSM) and transgender
women (aTGW). Expanding prevention strategies, includ-
ing daily oral HIV Pre-Exposure Prophylaxis (PrEP), is cru-
cial for controlling the epidemic. Recently, PrEP offer in the
Unified Health System was expanded to individuals aged
between 15 and 17 years, sexually active and vulnerable to
HIV. This study aimed to analyze the sociodemographic
and behavioral characteristics of adolescent men who
have sex with men (@MSM) and transgender women
(aTGW) initiating oral PrEP in HIV prevention clinics.
Methods: PrEP1519 is a prospective, multicenter, open-la-
bel PrEP demonstration cohort study of aMSM and aTGW
aged 15-19 living in three large Brazilian capital cities. For
this analysis, we included adolescents who enrolled in
PrEP1519 from February 2019-August 2021 and were fol-
lowed until February 2022 to assess PrEP initiation. Adoles-
cents who visited the PrEP clinics were classified into four
groups based on PreP eligibility and on their decision to
use PrEP:

i. Ineligible for PrEP;

ii. Eligible, initiated PrEP at first visit;

iii. Eligible, initiated PrEP after first visit; and

iv. Eligible, did not initiate.

The groups were described and compared using the c?
and Fisher's Exact tests.

Results: Of the 1,254 adolescents who visited the PreP
clinics, 61 (4.9%) were clinically ineligible for PrEP initiation
(37.7%) or had a low HIV risk (62.3%). Of the 1,193 eligible for
PrEP initiation, 1113 (93.3%) initiated PrEP, and 80 (6.7%) did
not. Of the 1,113 adolescents who initiated PrEP, 87.3% did
so on the same day and 12.7% later.

Half of those who initiated PrEP in subsequent visits did so
within 42 days from the first visit. Despite 90% of the PrEP
decliners declaring a low risk of HIV infection, most re-
ported condomless anal sex in the past six months (70%).
Conclusions: Same-day PrEP initiation among aMSM and
aTGW was high, highlighting the importance and need for
promoting effective PrEP offer and access among adoles-
cents with increased vulnerability to HIV.

PrEP and service utilization among sexual and
gender minority youth (SGMY) were significantly
improved with an intervention that includes
multiple intervention strategies: automated text
messages, peer support and coaching

M. Rotheram', D. Swendeman? S. Comulada,

AT.N. CARES Team, Comprehensive Adolescent
Recruitment and Engagement Strategies?

"University of CA, Los Angeles, Psychiatry, los angeles,
United States, 2University of CA, Los Angeles, Psychiatry,
Los Angeles, United States, *University of CA, Los Angeles,
Adolescent Medicine, Los Angeles, United States

Background: Uptake of both health care interventions,
especially pre-exposure prophylaxis (PrEP) or Post-expo-
sure prophylaxis (PEP) with antiretroviral drugs (ARV), and
sustained engagement with social services to cope with
comorbid conditions of homelessness, substance abuse,
mental health disorders, or a lack of food, clothing, trans-
portation and toiletries are need by young people at
risk for HIV. This study evaluates the level of intervention
needed to improve uptake of these services.

Methods: Gay, bisexual, transgender and gender diverse
youth aged 12-24 years old (N=895), who were predomi-
nantly Black and Latino, were recruited from 2017-2019
from 13 community agencies in Los Angeles and New Or-
leans and assessed at 4-month intervals over 24-months
with 90%-70% follow-up. Youth were randomized to in-
terventions designed to support uptake of the HIV Pre-
vention Continuum (linkage to healthcare, uptake and
adherence to PrEP, PEP and/or 100% condom use) and hi-
erarchies of needs (housing, income, social relationships,
mental health, risks) in a four-arm factorial design: 1)
automated messaging and monitoring (AMMI) via text-
messages (n = 313); 2) AMMI plus peer support via private
social media (AMMI-PS; n = 205); 3) AMMI plus strengths-
based telehealth Coaching (AMMI-C; n=196); or 4) AMMI
plus peer support and coaching (AMMI-PS-C; n = 181). In-
tent-to-treat analyses used Bayesian generalized linear
modelling of intervention impact over 24-months.
Results: Significant benefits were found on two outcomes.
PrEP uptake matched youth national rates initially (11.3%
current, 18.8% lifetime) and increased at 4-months to 15%
across intervention arms but continued to increase in
the AMMI-PS-C arm over time compared to other groups
(OR 2.35; 95% CI:1.27-4.39 vs. AMMI control). By 12 months,
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over 23% of AMMI-PS-C participants reported PrEP use,
with some fall-off at 20-24 months, concurrent with the
COVID-19 epidemic. About half of the youth receive no
ancillary services during each assessment period. Youth
receiving the AMMI condition had significantly greater use
of services when recruited; however, over time the rate of
service use remained most consistent in the AAMI-PS-C
condition.

Conclusions: The most intensive intervention group re-
ceiving AMMI, peer support, and coaching improved and
sustained PrEP use and services utilization over time com-
pared to other groups.

Increased use of event-driven PrEP during
COVID-19 in Australia: results from behavioural
surveillance 2019-2021

C. Chan', M. Holt?, T.R. Broady?, J. MacGibbon?, L. Mao?,
G. Prestage’, B. Wilcock?, B. Clifton4, B.R. Bavinton'
'Kirby Institute, UNSW Sydney, Sydney, Australia,
2Centre for Social Research in Health, UNSW,

Sydney, Australia, *Australian Federation of AIDS
Organisations, Sydney, Australia, “National Association
of People with HIV Australia, Sydney, Australia

Background: COVID-19 has impacted sexual behaviour
and engagement with sexual health services including
HIV/STI testing and PrEP. Event-driven PrEP (ED-PrEP) has
been included in Australion PrEP guidelines since 2019 and
may be an attractive option for gay and bisexual men
(GBM) who reduced their sexual activity due to COVID-19.
Methods: ED-PrEP use trends between 2019 and 2021 were
assessed using national data from the Gay Community
Periodic Surveys. Additional analyses using data from the
last available COVID-19-affected rounds (2020-21) were
included to compare characteristics between daily PrEP
users and ED-PrEP users.

Results: Between 2019-2021, 24,815 survey responses were
included. Of these, 6,754 (27.0%) reported PrEP use in the
last 6 months (25.6% in 2019 to 26.9% in 2021). Among PrEP
users, ED-PrEP use increased from 7.8% in 2019 to 20.0%
in 2021. There were 2,077 PrEP users in the last available
round in 2020-2021; 79.5% were daily PrEP users and 20.5%
ED-PrEP users. Compared to daily PrEP users, ED-PrEP users
were less likely to identify as gay (84.2 vs 88.7%, aOR=0.70,
95%CI=0.50-0.97), have received an STI diagnosis in the
last 12 months (29.4% vs 38.5%, aOR=0.74, 95%C|=0.58-0.96),
or have engaged in condomless anal sex with casual
partners in the last 6 months (64.0% vs 72.4%, aOR=0.72,
95%CI=0.56-0.94). ED-PrEP users were more likely to have
reduced their PrEP use due to COVID-19 (60.8% vs 46.5%,
aOR=1.75, 95%Cl=1.38-2.21).

Conclusions: ED-PrEP use more than doubled between
2019 and 2021. ED-PrEP users had a lower risk profile as
they are less likely to engage in condomless sex or receive
an STl diagnosis. ED-PrEP users were more likely to report
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PrEP disruptions due to COVID-19 and may have switched
from daily to ED-PrEP. Continued monitoring of ED-PrEP
use is recommended for tracking the impact of COVID-19
on PrEP use and uptake of this regimen generally.

OADO1 Situating gender-based violence
in the HIV field: Evidence, advances and
action

Reporting, prevention and response of gender
based violence against men who have sex with
men in Taraba State, Nigeria

C. Nwagbo', E. Anene?

"University of Port Harcourt/International Centre for Total
Health and Right Advoacay Empowerment(ICTHARAE),
Programmes, Jalingo, Nigeria, ?International Centre

for Total Health and Rights Advocacy Empowerment
(ICTHARAE), Programmes, Jalingo, Nigeria

Background: Men who have sex with men (MSM) in Tara-
ba state have HIV prevalence that is 10 to 15 times higher
than the general population. They are also frequently af-
fected by Gender-Based Violence (GBV). The experience of
GBV has been associated with higher vulnerability to HIV
among MSM. To prevent GBV and mitigate its effects on
HIV outcomes and to promote well-being of its MSM par-
ticipants, ICTHARAE has implemented GBV activities for
HIV prevention, treatment and care program in Taraba
between 2019 to 2022.

Description: ICTHARAE's GBV reporting, prevention, and
care program component promotes a dynamic of em-
powerment of MSM. First, we used psychosocial educa-
tion and funder-support capacity building to strengthen
MSM's knowledge of their human and legal rights with an
enlightenment on the constitutional and legal environ-
ment in the fight against GBV as well as de-normalize the
violence that they experience frequently. MSM who have
been victims of GBV received legal and psychosocial ser-
vices and are assisted to report and prosecute if they wish.
ICTHARAE leaders and MSM community members(MSM-
CM) hold advocacy sessions with authorities Taraba.
Lessons learned: From 2019-2022, 189 cases of physical,
sexual, social, and emotional GBV were reported by Key
Population leaders (41 cases), ICTHARAE staff (50 cases)
and MSM-CM (98 cases). Cases that have elements of
physical GBV were 57, sexual GBV were 85, that of social
GBV were 59 and emotional GBV were 157. Between 2019
to 2022, 69 authorities participated in advocacy ses-
sions and 130 MSM participated in capacity building and
psycho-education/sensitization on GBV. Also, with funder
support, a new strategy that empowers ICTHARAE to sup-
port organizations with $1000 to tackle GBV issues was
also implemented and 5 organizations participated.
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Conclusions/Next steps: Unfortunately GBV continues
to be a barrier to HIV prevention and treatment for MSM
in Taraba. In 2023, ICTHARAE plans to strengthen GBV re-
porting network to include beneficiary of the $1000 sup-
port fund while planning to reach MSM community mem-
bers in other states of Nigeria.

ICTHARAE is also exploring other means to strengthen
referral of GBV survivors to medical, legal, social support
services and to promote the systematic documentation
of violence to support national advocacy.

Different forms of violence among displaced
and conflict-affected women living with HIV
(WLHIV) in Ukraine

A. Wolfe!, M.A. Roach?, G. Turpin', O. Syarif?, P. Looze?,

K. Lalak®, J. Anoubissi®, S. Brion*, K. Dunaway?,

D. Matyushina®, L. Sprague®, C. Garcia de Leon Moreno?,
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"Johns Hopkins Bloomberg School of Public Health,
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of People living with HIV (GNP+), Amsterdam,
Netherlands, “The International Community of

Women living with HIV (ICW), London, United

Kingdom, *UNAIDS, Geneva, Switzerland

Background: Women living with HIV (WLHIV) in conflict
zones are at high risk of sexual and physical violence due
to instability, stigma, and proximity to military personnel.
Given sustained ongoing conflict in parts of Ukraine, this
study evaluated the relationship between displacement
and sexual violence, health care-related stigma, and re-
productive coercion among WLHIV in Ukraine.

Methods: Led by the All-Ukrainian Network of PLHIV (100%
Life), WLHIV aged 18+ were recruited from 17 regions of
Ukraine and completed a socio-behavioral questionnaire
(July-August 2020). Displacement was defined as ever
being a refugee, migrant worker, or internally-displaced
person.

Outcomes included sexual violence, abuse perpetrated
by healthcare workers, and reproductive coercion related
to pregnancy, sterilization, and contraception.

Log binomial regression models estimated prevalence
ratios (PR) and 95% confidence intervals (Cl) for associa-
tions between displacement and each outcome. Models
were adjusted for age, education, years knowing positive
HIV status, and ever being on antiretrovirals.

Results: A total of 820 WLHIV completed the question-
naire. Displaced WLHIV were significantly more likely to
have experienced sexual violence (PR: 2.72; 95%CI 1.69-
4.36) and verbal or physical abuse in healthcare settings
due to their HIV status (PR: 2.40, 95%Cl 1.38-4.19) compared
to non-displaced WLHIV. Displacement was also associ-
ated with contraceptive coercion (PR: 3.31, 95%Cl 1.20-9.24).
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Table. Prevalence ratios (PR) and 95% confidence intervals
(Cl) for the association of displacement with outcomes
related to sexual violence, health care-related stigma,
and reproductive coercion among 820 women living with
HIV (WLHIV) in Ukraine®

Conclusions: Given the growing conflict in Ukraine, these
data suggest that sexual violence and stigma are funda-
mental barriers to health and well-being among WLHIV
in Ukraine. Training uniformed officers and clinicians at all
levels to ensure understanding and accountability is likely
central to mitigating these rights violations in the future,
and scale-up of trauma-informed care for displaced WL-
HIV may serve to mitigate violations to date.

As short-term humanitarian health needs lessen and
long-term reproductive health needs are re-prioritized
for displaced populations living with HIV, a national focus
on autonomy and client communication can also serve to
mitigate rights violations.

Violence among adult Venezuelan migrants:
results from a multi-site survey in Colombia

J. Guillen', A. Wirtz? M. Stevenson? M. Barriga?,

D. Martinez?

'Corporacion Red Somos, Colombia, >John Hopkins
University, Maryland, Baltimore, United States,
3Corporacion Red Somos, Bogota, Colombia

Background: While globally prevalent, violence victimiza-
tion of migrant populations is a concern due to contexts
of migration and associated social and structural vulner-
abilities. We estimated the prevalence and correlates of
violence victimization among Venezuelan migrants in Co-
lombia.

Methods: Venezuelan adults who migrated since 2015
and resided in four cities from Colombia were sampled
using RDS. Socio-behavioral surveys included measures of
psychological, physical, sexual violence, and sexual exploi-
tation during their time in Colombia and within the past
12 months. Referrals were provided to participants who
reported victimization.

Descriptive statistics and RDS-weighted estimation were
used to calculate sample characteristics and prevalence
estimates, respectively. We calculate adjusted odds ratios
(aOR) of correlates of victimization using logistic regres-
sion models, stratified by gender.

Results: Participants (N=6,087) were median age of 32
years; 65% women, 34% men, and 1% transgender/non-
binary-identified. Twelve percent of participants reported
any victimization while in Colombia (RDS-weighted popu-
lation prevalence: 11.7; 95%CI:11.0-12.6), which was lower in
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Barranquilla/Soledad vs. Bogotd/Soacha (8.3% vs 14.9%,
0<0.001) and higher among men (15%) than transgender/
non-binary participants (13%) and women (10%, p<0.001).
Five percent (RDS-weighted population prevalence: 6.0;
95%Cl:5.4-6.7) reported any violence in the past 12 months.
Victimization in Colombia included psychological (7%),
physical (7%), forced sex (1%), and sexual exploitation (2%).
Men more commonly reported psychologic and physical
violence while women and transgender/non-binary par-
ticipants more commonly reported forced sex and sexual
exploitation. Strangers were the most common perpe-
trator across forms of violence, followed by intimate-
partners, family members, other trusted individuals, and
police.

Among women, violence was associated with unsafe
housing: having 1-10 unsafe nights (aOR: 1.9, 95%Cl:1.4-
2.7), >=11 unsafe nights (aOR: 2.6,95%Cl:1.7-4.0); food-in-
security (aOR: 2.4;95%Cl:0.9-6.7); exchange-sex (aOR: 12.8;
95%Cl:7.5-21.8); and pregnancy while in Colombia (aOR:
1.4; 95%Cl:1.2-1.8) after controlling for site and year of mi-
gration.

Among men, violence was associated with unstable
housing: 1-10 nights unsafe nights (aOR: 1.795%Cl:1.2-2.5),
>=11 unsafe nights (aOR: 2.3,95%Cl:1.4-3.7); food insecurity
(0OR: 2.0;95%CI:0.8-5.2), exchange sex(aOR: 3.5;95%CI:1.7-
7.3), and same-sex partnerships (AOR: 1.5;95%Cl:1.0-2.2).
Conclusions: Reported violence victimization while in Co-
lombia are slightly lower than anticipated and likely at-
tributed to under-reported intimate partner violence due
to perceived low severity of violence.

Findings highlight the experiences of violence among mi-
grants that relate to structural vulnerabilities associated
with housing instability, food-insecurity, transactional sex,
and stigmatization of sexual orientation or transgender
identity.

Prevalence of intimate partner violence among
adolescent girls and young women enrolled in
the determined, resilient, empowered, AIDS-
free, mentored and safe program in Zimbabwe;
evidence from sentinel survey, 2022

F.H. Mudzengerere!, E. Tachiwenyika', D. Dhakwa!,

K. Yogo', F. Mudokwani', B. Nyamwanza? R. Yekeye?,
K. Muzondo', B. Madzima?, C. Rugube? T.A. Tafumad',
HW. Mafaune'

Zimbabwe Health Interventions, Harare, Zimbabwe,
’National AIDS Council, Harare, Zimbabwe, *Family
Health International, Harare, Zimbabwe

Background: Intimate partner violence (IPV) is pervasive
globally, with 27% of women aged 15-49 years having ex-
perienced IPV in 2021, whilst it was 36% in sub-Sahara Af-
rica. IPV against women is a human rights concern with
negative outcomes including physical and mental health
problems, as well as associated with acquiring HIV.
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IPV among adolescent girls and young women (AGYW)
enrolled in the Determined, Resilient, Empowered, AIDS-
free, Mentored and Safe (DREAMS) program has not been
explored. We assessed the prevalence of IPV among the
AGYW aged 9-19 years enrolled in the DREAMS program
in Zimbabwe.

Methods: We conducted an analytical study among
AGYW aged 9-19 years enrolled in the DREAMS program
from the 1*tof October 2021 to the 30 of September 2022.
AGYW were randomly selected from the DREAMS program
DHIS 2 database, and data were collected across all 9
Zimbobwe Health Interventions (ZHI) DREAMS districts.
Data were collected using structured questionnaires with
Kobo Toolbox and were analyzed using STATA generating
descriptive statistics and measures of association. Study
received ethics approval from Medical Research Council
of Zimbabwe (MRCZ/A/2933).

Results: Of the 1,616 AGYW interviewed, 32.1% were aged
15-19 years, 3.8% were married, and 13.4% were sexually
active. Nearly 7% (121/1,616) AGYW experienced different
forms of IPV, and of these, 25% were slapped, 16% were
hit by fist or threatened, 15% were pushed or shoved, and
14% were forced to have sex.

AGYW who were married were more likely to experience
IPV than those single and widowed [COR =3.90 (95% CI
=1.68: 9.05)]. AGYW who attained lower levels of education
were more likely to experience IPV than those with higher
levels of education [COR=4.71; 95% ClI (4.11;5.40)].

Over 62% of AGYW reported that community leaders act-
ed against perpetrators of IPV, and this was spearheaded
through community norms change intervention under
the DREAMS program.

Conclusions: A significant proportion of AGYW experi-
enced IPV including slapping and forced sex. We recom-
mend strengthening IPV reporting and service delivery
through the DREAMS GBV platforms and to cascade com-
munity norms change intervention to all DREAMS districts
to prevent IPV.
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OADO02 Tackling stigma: Insights and
interventions

An incognito patient approach to measure
enacted HIV and gay stigma in healthcare
settings

Y. Zhang?, S. Sylvia? S. Meng?, H. Xie*, R. Zhao® A. Kwans,
D. Luo? K. Zhang?, I. Fei®, K. Smith®, spr

'Kirby institute, UNSW Sydney, Sydney, Australia, 2UNC's
Gillings School of Global Public Health, Charlotte,
North Carolina, United States, *UNC-Project China,
Guangzhou, China, “University of Wisconsin-Milwaukee,
Milwaukee, United States, *University of Minnesota
Twin Cities, Twin Cities, United States, ¢University

of California, San Francisco, United States

Background: Enacted healthcare stigma has a complex
and severe impact on physical and mental health of men
who have sex with men (MSM). However, most studies
measured enacted healthcare stigma using self-reported
measures that may have been limited by social desirabil-
ity bias.

This study applies standard patient (SP) approach to co-
vertly observe provider behaviors to assess the impact of
stigma against MSM in terms of HIV, sexual or its intersec-
tion on the quality of syphilis care in healthcare settings
in China.

Methods: Trained SPs conducted unannounced visits with
consenting providers. We randomly varied the HIV status
and sexual orientation of each presented case to quantify
stigma as differences in care across case scenarios. Care
quality was assessed in 4 domains including adherence
to clinical guidelines, diagnostic testing, patient-centred
care, and visit duration. Item response theory models
were used to calculate weighted indices for continuous
care scores. Fixed effect linear and logistic regressions
were used to assess differences in care quality across sce-
narios.

Results: SPs conducted 123 clinic visits with 41 providers
across 17 clinics. Scores for clinical guideline adherence
were lower in all stigmatized scenarios as compared to
the referent condition of an HIV negative straight man,
though only the estimate for HIV- MSM was statistically
significant (B, — 0.61, 95% Cl, -118, -0.04).

Appropriate diagnostic testing was less likely when SPs
presented as HIV positive irrespective of sexual orienta-
tion (HIV+ straight: OR, 0.35, 95% CI 0.00-3.35; HIV+ MSM:
OR 0.08, 95%Cl 0.01- 0.77)).

We did not observe differences in patient-centred care
scores. No adverse events or overtly hostile provider be-
haviours were reported.

Conclusions: Our novel incognito patient approach doc-
umented notable declines in healthcare quality among
cases presenting as HIV positive, MSM, or both. SPs pre-
senting with stigmatized identities experienced less thor-

ough clinical assessments or diagnostic testing, suggest-
ing that stigma most often manifests in the form of less
attentive or even neglectful care. Our findings provide
key insights to understand how stigma in marginalized
populations can impair health even in the absence of
grossly negligent. Results also informed the design of a
pilot stigma reduction for providers, results of which are
forthcoming.

Effects of a novel group-based cognitive
behavioral therapy (CBT) intervention on stigma,
psychosocial wellbeing and HIV service use among
sexual and gender minorities in Nigeria

J. Pulerwitz', A. Gottert!, W. Tun', A. Fernandez?,
P.L. Oladimeji®, S. Sangowawa? A. Adedimeji?
"Population Council, Washington DC,

United States, ?Population Council, Abuja,
Nigeria, *Consultant, Abuja, Nigeria

Background: High levels of stigma due to identifying as a
sexual or gender minority (SGM) as well as living with HIV
(i.e., intersectional stigma) are increasingly documented
in the African setting, and often manifest as self-stigma
(also called internalized stigma). Such stigmas impede
psychosocial wellbeing as well as HIV prevention/care,
and there are few (if any) evidence-based internalized
stigma reduction interventions in this context.

We developed and evaluated a novel, group-based CBT
stigma intervention for men who have sex with men
(MSM) and transgender women (TGW) at risk for/living
with HIV in Lagos, Nigeria.

Methods: The intervention, adapted from a Canadian
curriculum, comprised four weekly in-person sessions fa-
cilitated by community health workers. We conducted a
delayed intervention group randomized controlled trial,
with pre-post surveys plus 3-month follow-up, as well as
qualitative interviews with participants / program staff.
Outcomes included internalized stigma related to SGM
and HIV status, depression, resiliency, and PrEP / HIV treat-
ment use.

Results: Mean age of the 240 participants was 26 years
(range 18-42). Seventy-seven percent were MSM and 23%
TGW;, 27% were living with HIV. Most (88%) participants at-
tended all 4 sessions, and 98% expressed high interven-
tion satisfaction.

There was significant improvement in each psychosocial
outcome between baseline and second surveys, in both
the immediate (post intervention) and delayed (pre-in-
tervention) arms.

Qualitative data obtained from participants post inter-
vention described enhanced self-confidence, resilience
when facing stigma, and coping skills, and indicated that
positive changes found in the delayed group (pre-inter-
vention) were mainly due to perceived support from the
interviewers / survey experience.
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There were further positive changes from baseline to
three-month follow-up in e.g., intersectional internal-
ized stigma and depression, for the immediate interven-
tion group. Controlling for baseline levels of ever PrEP use,
75% of immediate-group participants reported currently
using PrEP at three months post-intervention vs. 53% of
delayed-group participants right after the intervention
(p<0.01).

Conclusions: This study demonstrated feasibility and ac-
ceptability of a group-based CBT model in Nigeria. There
were also indications of preliminary efficacy related to
mental health outcomes and PrEP, despite the random-
ized design not holding up (where study participation/
contact became an intervention in itself).

Political conservatism and social distancing from
people living with HIV among medical students:
mediating roles of negative stereotypes and
negative intergroup emotions

S.A. Nemli', Y. Bayramoglu?, B. Turan?®

"lzmir Katip Celebi University, Infectious Diseases and
Clinical Microbiology, Izmir, Turkey, ’The University of
Alabama at Birmingham, Psychology, Birmingham, United
States, *Koc University, Psychology, Istanbul, Turkey

Background: HIV-related stigma within the health care
system is a major barrier preventing people living with
HIV (PLWH) from accessing and continuing treatment.
Psychosocial factors such as political orientation, person-
ality characteristics, and personal moral values of health
care providers have not been adequately investigated.
Furthermore, a deeper understanding of the mechanisms
in the effects of these drivers on social distancing from
PLWH is needed, especially among medical students (fu-
ture healthcare providers).

The present study aims to fill these gaps by studying stig-
matizing attitudes of medical students from the perspec-
tive of the inevitability of prejudice due to negative inter-
group emotions.

Methods: Participants were 609 medical students (326
women, 53.5%) attending a medical school in Izmir, Turkey.
Demographic features, political orientation, endorsing
stereotypes about PLWH, stigmatizing attitudes, emo-
tional reactions toward PLWH, social distance from PLWH,
and HIV knowledge were assessed via self-reported ques-
tionnaires between March 2021 and June 2021 Multiple re-
gression analyses and a serial mediation analysis calcu-
lating indirect effects using bootstrapping were used by
adjusting for demographic factors and HIV knowledge.
Results: Political conservatism, endorsing negative ste-
reotypes about PLWH, and negative intergroup emotions
toward PLWH were all significantly associated with atti-
tudes toward social distancing from PLWH.

A serial mediation first by endorsing negative stereotypes
about PLWH and then by negative intergroup emotions
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toward PLWH in the association between higher politi-
cal conservatism and higher social distancing from PLWH
was found, supporting our hypothesis.

Conclusions: Findings suggest that interventions may
target stereotyping and negative intergroup emotions
to reduce discriminatory behaviors of medical students.
Furthermore, to reduce HIV-related stigma and dis-
crimination and to improve healthcare delivery to PLWH,
more research is needed on the roles of stigma within
the healthcare system specifically, and on governmental
policies and societal factors that contribute to structural
stigma in general.

Gender identity stigma and discrimination and
condomless anal sex among transgender women
of TransCITAR study from Buenos Aires, Argentina:
mediating role of depressive symptoms

R. Caballero', E. Frontinié, V. Zalazar®, N. Cardozo’43,

M. Duarte®s, S. Fabian®s, F. Vissicchio®, S. Cahn?®, P. Radusky?®?,
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Background: Co-occurrence of stigma, depression and
condomless anal sex (CAS) among transgender women
(TGW) is widely reported. However, interactions between
these factors remain unclear. TransCITAR is a prospective
cohort study of 500 trans and non-binary individuals from
Buenos Aires, Argenting; initiated in September, 2019.

This sub-analysis explored the mediating role of depres-
sive symptoms in the relation between gender identity
stigma, gender identity discrimination, and CAS in TGW
participating in TransCITAR.

Methods: Until December/2022, 421 TGW, recruited by
peer navigators, completed baseline psychosocial in-
terviews that included questionnaires designed ad hoc
to collect information on socio-demographic variables,
gender identity discrimination (in healthcare, police, etc.)
in lifetime, and CAS (receptive and insertive) in the last
month, a gender identity stigma (GIS) scale and the CES-
D (depressive symptoms). Path analysis was performed to
examine the relationships between these variables. Pa-
rameters were estimated using maximum likelihood (ML)
estimator.

Model fit was assessed through several goodness of fit in-
dices including Comparative Fit Index (CFl), Tucker-Lewis
index (TLI), and Root Mean Square Error of Approximation
(RMSEA).
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Results: Median age was 30 years (IQR 25-37), 50% report-
ed incomplete high school or lower, 41% unstable hous-
ing, 45% receiving financial aid, 31% being migrant and
53% current engagement in sex work.

The prevalence of CAS was 26% (n = 109) and HIV labora-
tory-confirmed basal prevalence was 42%. The mediation
model showed an excellent goodness of fit (CFl = 1.000;
TLI=1.000; RMSEA = 0.000).

The indirect effect of GIS to CAl through depressive symp-
toms was significant (estimate = .057, p = .000), while the
indirect effect of GIS experience of discrimination to CAS
was not mediated by depressive symptoms (Estimate =
138, p = .38).

GIS was positively associated with depressive symptoms
(Std. estimate = .356; p<0.001), which were positively asso-
ciated with CAS (Std. estimate =161, p =.000).
Conclusions: Depressive symptoms played a mediating
role in the association between gender identity stigma
and CAS. HIV and STls preventive interventions for TGW
should incorporate elements of trauma-informed and
skills-building care.

Moreover, it is crucial for reducing CAS to advocate for so-
cial inclusion programs, trans-inclusive environments and
anti-discriminatory policies that reduce stigma and its
health-related effects.

OADO3 Younger and older: HIV across
the life course

"We want them to know that we exist”: how can
we better meet the needs of sexuality and gender
diverse young people living with HIV? Qualitative
research from Zimbabwe

J. Lariat!, W. Mavhu?3, T. Mudhuma?, P. Shaba? S. Sibanda?,
R. Mbundure?, C. Wogrin4, A. Mutsinze*, N. Willis#, S. Bernays'®
"University of Sydney, School of Public Health, Sydney,
Australia, ?CeSHHAR, Harare, Zimbabwe, 3Liverpool

School of Tropical Medicine, Liverpool, United Kingdom,
‘Zvandiri, Harare, Zimbabwe, *London School of

Hygiene and Tropical Medicine, Department of Global
Health and Development, London, United Kingdom

Background: There is a scarcity of research about the
experiences, challenges, and needs of sexuality and gen-
der diverse (SGD) young people living with HIV. Failing to
recognise, understand and respond to this group’s needs
perpetuates long-standing inequities in the HIV response
and restrains progress towards key targets. We present
qualitative findings on experiences and challenges of SGD
young people living with HIV in Zimbabwe.

Methods: We conducted two focus group discussions in
2022 with 14 self-identified SGD young people (18-24-years)
all of whom were accessing a recently formed SGD HIV

support group at Zvandiri (‘As | Am’), a community-based
HIV program. We conducted interpretive thematic analy-
sis to generate themes across the data.

Results: All the young people refuted the imposition of
static binary categories of sexuality and gender. They un-
derstood their identities as fluid and still in the process of
becoming. All participants described that being an SGD
young person living with HIV had led to “double stigma
and double trouble”. This manifested in physical and ver-
bal harassment, social exclusion, and family rejection.
In most situations, they had to keep both their sexuality
and/or gender identity and HIV status hidden, but many
also felt compelled to conceal their HIV status in SGD so-
cial spaces. This negatively impacted their psychosocial
wellbeing and social connectedness.

Participants shared positive experiences of Zvandiri, de-
scribing the service as “speaking to me" The mutual wit-
nessing of others' experiences of living with HIV, in a safe
and destigmatising environment, enhanced self-accep-
tance and improved motivation to maintain engage-
ment in treatment.

However, reflecting their prevailing experiences, partici-
pants were cautious about being open about their gen-
der and sexuality outside of their SGD group even within
Zvandiri.

Conclusions: Understanding how intersectional stigma
impacts SGD young peoples' social and relational lives,
and their access to healthcare services, is a critical step
toward appropriately responding to their needs.
Community-based HIV support services who emphasise
and promote principles of inclusivity are well-positioned
to support and advance SGD young peoples’ health
rights.

Efforts to strengthen understanding and responsiveness
to this group’s needs should be prioritised as a mecha-
nism to improve their wellbeing and HIV outcomes.

"It felt like a weight was being taken off my
shoulders": the impact of lending a hand
intervention in supporting migrant adolescents
and young people, in KwaZulu-Natal, South Africa

N. Dlamini', J. Seeley? M. Shahmanesh? N. Ngwenyad',
S. Hlongwane', C. Herbst!

'Africa Health Research Institute, Social Science

Core, Mtubatuba, South Africa, “London School of
Hygiene and Tropical Medicine, Global Health and
Development, London, United Kingdom, 3University
College London, London, United Kingdom

Background: In South Africa, many young people move
away from their homes to semi-urban areas for educa-
tion. They attend day schools while staying in rented ac-
commodation. They may experience alcohol and drug
abuse, sexual exploitation, and violence all of which put
them at risk of contracting HIV.
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Our aim was to develop and test the feasibility and ac-
ceptability of a support structure for migrant adolescents
and young people (MAYP), aged 14-24, and to understand
their experiences of the intervention, in KwaZulu-Natal,
South Africa.

Methods: Five peer navigators (PNs) were trained on
needs assessment (clinical, social, educational, and psy-
chosocial) of MAYP. The PNs enrolled 283 MAYP, aged 14-24,
between June 2021 and October 2022.

The intervention included:

1. Using a mobile phone to provide support identified dur-
ing the needs assessment,

2. Facilitating the referral process at a call centre to the
study social worker for psychosocial and emotional ser-
vices, local health facilities for healthcare services and
peer support on general issues.

We conducted repeat in-depth interviews (IDIs), n=20; and
5 key informant IDIs with PNs, n=5, both face-to-face and
telephonically.

Results: The majority of MAYP were in grades 11 and 12 at
day schools. They rented rooms in an unsafe environment
on their own to be closer to their schools. Transitioning
from living with their parents or guardians to living on
their own in an unfamiliar environment caused physi-
cal (e.g. violence), psychological, and mental challenges.
In describing the intervention most of them 'felt like a
weight was being taken off of their shoulders' They also
felt that it was beneficial for them as they were linked to
treatment for sexually transmitted infections, received
psychosocial support from the intervention social worker,
and were also supported by PNs in facing general chal-
lenges. This helped them develop adaptive coping strate-
gies and avoid risky behaviours.

Conclusions: Interventions targeted for young people
are much more effective when they are led by peers who
understand young people's experiences. The intervention
was designed for and centred around the needs of MAYP
and the short turnaround time during the referral process
made it acceptable and they felt respected.

“If | don't take care of me, then | can't be there
for others:" a qualitative study of caregiving
relationships among older women living with HIV

T. VU, M. Quinn', J. Monin'
Yale University School of Public Health, Social and
Behavioral Sciences, New Haven, United States

Background: There are over 100,000 women ages 50+ di-
agnosed with HIV in the United States (U.S). Yet, the ex-
periences of older women living with HIV (WLWH) remain
understudied. Little is known about the social support
networks that older WLWH use to manage their health.
This study examines the social support, or care networks,
of older WLWH, with an emphasis on their care giving and
care receiving relationships.
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Methods: We recruited women ages 50+ who are living
with HIV from community-based organizations and clin-
ics in the U.S. We conducted one-on-one, semi-structured
phone interviews between May 2022 - August 2022. Inter-
views were recorded and transcribed verbatim. Follow-
ing a Grounded Theory approach, two coders performed
open coding and then thematic coding to generate
themes.

Results: Participants (N = 23) came from 11 U.S states, were
on average 60.3 years old (min 51, max 68), and had been
living with HIV for an average of 23.7 years. 78.3% of par-
ticipants were Black. 78.3% identified as heterosexual.

We identified five main themes regarding care networks
and perceptions of caregiving in older adulthood:

1. Participants received the most care (i.e., instrumental/
emotional support to help manage HIV) from their adult
children and HIV support group peers. Participants provid-
ed the most care to their grandchildren and own parents.
2. Despite occasional periods of stress balancing care-
giving responsibilities while managing HIV, participants
have pride and joy in being caregivers to loved ones.

3. Caregiving and receiving networks not only help dis-
ease management, but also promote self-love and ac-
ceptance.

4. Despite receiving care, participants are highly proactive
in their own HIV management.

5. Many had concerns about being able to keep up with
their HIV care needs due to uncertainty about who will be
in their care networks in the future and comorbidity.
Conclusions: Findings highlight that both being a care
recipient and a caregiver can be sources of meaning for
older WLWH to help in their HIV management. To address
the concerns brought forth by our participants about ag-
ing with HIV, public health programs and policies for older
WLWH may benefit from engaging their care networks in
healthcare discussions and educational efforts.

Assessing the health-related quality of life and
risk of poverty of older people living with HIV in
Spain: a cross-sectional study applying a gender
perspective

N. Nuno', A. Martinez', S. Martinez', M. Cobos),

J.S. Herndndez? R. Polo’

'Spanish Ministry of Health, Madrid, Spain, ?Working
Group on HIV Treatments (gTt-HIV), Barcelona, Spain

Background: Modern antiretroviral therapies have in-
creased the life expectancy of people living with HIV.
However, the health-related quality of life and living con-
ditions of older people living with HIV in Spain have yet to
be studied.

Methods: We implemented a self-administered online
questionnaire in 2022 to assess the health-related qual-
ity of life and risk of poverty of Spanish older people living
with HIV (250 years) and identify gender differences. We
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applied the standardised WHOQoL-HIV BREF question-
naire to estimate health-related quality of life and the
Europe 2020 guidelines to calculate the risk of poverty.
The statistical analysis included multivariate generalised
linear models with potential confounding variables and
robust estimates.

Results: A total of 242 older people living with HIV (187
men and 55 women) participated in the study. The aver-
age age of men and women was 571 (standard deviation
(SD)=5.1) and 56.3 (SD=4.0) years respectively.

Women scored lower (compared to men) in 84% of the
WHOQoL-HIV BREF questionnaire items. In consequence,
women had significantly lower health-related quality of
life in five (out of six) of the questionnaire domains:
physical health (B: -1.5; 95% confidence interval (Cl): -2.5
-0.5; p: 0.003), psychological health (B: -1.0; 95% ClI: -2.0, -0.1;
p: 0.029), level of independence (f: -1.1; 95% CI: -2.0, -0.2;
p: 0.016), environmental health (B: -1.0; 95% Cl: -1.8, -0.3; p:
0.007), and spirituality/personal beliefs (B: -1.4; 95% CI: -2.5,
-0.3; p: 0.013).

The risk of poverty was substantial for both men (30%)
and women (55%), but women were significantly more
likely to be at risk of poverty (odd ratio: 3.3; 95% Cl: 1.5, 7.7;
p:0.004).

Conclusions: Our study supports the need for policies fo-
cused on improving the structural and living conditions
and comprehensive care of older people living with HIV
and reducing gender inequalities in health-related qual-
ity of life.

Future policies and interventions for older people living
with HIV in Spain should prioritise the improvement of the
structural and living conditions in which they subsist.

OADO04 More than just oral PrEP:
Innovative approaches for HIV
prevention services

Multilevel barriers to methadone for HIV
prevention among people who inject drugs in
Kazakhstan: opportunities for change

AR. Liberman’, E. Rozental?, D.J. Bromberg?,

R. Ivasiy', A.Z. Kussainova?, S. Primbetova? L.M. Madden'?,
A. Terlikbayeva?, F.L. Altice>*¢

Yale School of Medicine, Section of Infectious Diseases,
New Haven, United States, °Global Health Research
Center of Central Asia, Alimaty, Kazakhstan, *Yale School

of Public Health, Department of Social and Behavioral
Sciences, New Haven, United States, “Kazakhstan National
Medical University, Almaty, Kazakhstan, *APT Foundation,
New Haven, United States, ¢Yale University, Center for
Interdisciplinary Research on AIDS, New Haven, United States

Background: Central Asia (EECA) remains one of few re-
gions where HIV incidence and mortality continue to in-
crease, and this epidemic is concentrated among people
who inject drugs (PWID). In Kazakhstan, the prevalence of
HIV among PWID (9.2%) is higher than for any other key
population. Opioid agonist therapies (OAT) like metha-
done or buprenorphine are evidence-based treatment
for opioid use disorder (OUD) and crucial primary and
secondary HIV prevention. Though methadone has been
provided for free in Kazakhstan since 2008 through sup-
port from international donors, there are currently only
approximately 340 (<1%) people on OAT among the esti-
mated 90,000 PWID.

Methods: To assess barriers and facilitators to metha-
done uptake for HIV prevention, we conducted nominal
group technique (NGT) focus groups (FGs) with people
with OUD in four cities in Kazakhstan.

Among the 8 FGs, 4 included people currently on metha-
done, while the other 4 included people who had never
received methadone. Additionally, we conducted 2 focus
groups with local doctors and in-depth interviews with
the directors at the four OAT sites and with several po-
litical figures who shape methadone policy in Kazakhstan.
Results: Multi-level barriers included: Policy (e.g., required
national registration as a "drug user" to access addiction
treatment services); Structural (e.g., inaccessible locations
of clinics, rigid enrollment requirements); Clinician (e.g.,
viewing potential methadone program participants as
undisciplined, and therefore not ready for treatment);
and Patient (e.g., too many logistical requirements). A de-
tailed rank-ordered list of barriers and facilitators will be
expanded below.

Conclusions: Findings from this study identify many op-
portunities for potential methadone scale-up, which is
required to control the HIV epidemic in Kazakhstan and
throughout Central Asia.
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Dapivirine vaginal ring (DPV-R): An acceptable
and feasible HIV prevention option. Evidence from
Zimbabwe

M. Munjomd', J. Mavudze', T. Moga', |. Moyo', N. Shoko,

N. Nhando', T. Sola?, J. Majongosi', M. Mutseta?, G. Ncube?,
B. Mutede', N. Taruberekerd', S. Leuschner®

"Population Solutions for Health, Harare, Zimbabwe,
2Ministry of Health and Child Care, Harare, Zimbabwe,
*Population Services International, Harare, Zimbabwe

Background: HIV burden remains high in Zimbabwe.
Adolescent girls and young women (AGYW) are dispro-
portionately affected with an HIV incidence of 0.54%
compared to 0.13% among their male counterparts (ZIM-
PHIA, 2020). Whilst oral PrEP remains a key HIV prevention
modality, pill burden, and privacy are key barriers to oral
PrEP uptake and continuation. Population Solutions for
Health, PSI, and the Ministry of Health and Child Care are
implementing a demonstration project to determine the
acceptability and feasibility of using monthly DPV-R as an
alternative to oral daily PrEP for HIV prevention.
Methods: A two-arm prospective cohort design is being
implemented across 8 districts in Zimbabwe. AGYW aged
18-25, screened as high-risk and eligible for PrEP chose be-
tween oral PrEP and DPV-R. Clients from both arms were
followed up monthly between June and November 2022.
Uptake and continuation rates were compared between
the two arms for significant differences. Key informant in-
terviews were conducted with clinicians involved in PrEP
service provision.

Results: A total of 1,535 AGYW were screened for PrEP, 1,466
were eligible and of these 1,128 (76.9%) (95% Cls: 74.7-79.7)
chose DPV-R. Uptake was similar by age but differed sig-
nificantly by residence, with higher uptake observed in
rural (97.5% - 95%Cl: 96.0-98.6) relative to urban (61.0% -
95%Cl: 57.6.0-64.3) districts. Continuation rates were con-
sistently higher among clients on DPV-R compared to oral
PrEP as shown below. Five of 1128 high-risk AGYW (0.4%)
tested HIV positive since commencement on DPV-R com-
pared to 1/338 (0.3%) receiving oral PrEP over the same pe-
riod. Service providers reported high motivation for DPV-R
among AGYW for its convenience and discretion.
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Figure. DPV Ring showing higher continuation rates than
Oral PrEP
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Conclusions: DPV-R is a feasible and preferable PrEP op-
tion for AGYW in Zimbabwe and should be scaled up. More
demand-generation activities are required in urban set-
tings for improved uptake.

"PrEP4U:" how edutainment, student outreach,
and multisector engagement are helping youth
in Vietham access HIV prevention and sexual
health care

T.T.Tran', TM. Le? T.LV. Tran? T.K. Cao®, M.C.H. Vu*,

K.E. Green', D. Nguyen®, HT. Nguyen', PH. Vu', TM. Phan',
T. Ngo®, Z. Humeau'

'PATH, Hanoi, Vietnam, ?Glink Social Enterprise, Ho

Chi Minh City, Vietnam, *Vietnam Administration for
HIV/AIDS Control, Vietnam Ministry of Health, Hanoi,
Vietnam, “Vietnam Network of Transgender People,
Hanoi, Vietnam, *USAID/Vietnam, Hanoi, Vietnam

Background: In Vietnam, students and youth have sev-
eral risk factors for HIV acquisition and transmission in-
cluding poor HIV risk perception and awareness and lim-
ited knowledge on sexual and reproductive health (SRH)
services such as HIV testing and pre-exposure prophylaxis
(PrEP). "PrEP4U" is a behavior change campaign co-creat-
ed by the USAID/PATH STEPS Project (STEPS) and partners
to promote HIV and sexual health care engagement and
practices among students in Vietnam.

Description: To enhance student/youth knowledge
about SRH and safe sex and encourage their use of PrEP
and other health services, STEPS, the Vietnam Ministry of
Health, and youth leaders generated student insights in
designing the online-to-offline PrEP4U campaign.

PrEP4U targets educational settings in three urban prov-
inces (Hanoi, Ho Chi Minh City, Dong Nai) through talk
shows with clinical experts, interactive edutainment
games focused on safe sex and sexual health, integration
with sex-ed programs at schools, booth exhibitions, and
other activities where students can interact with commu-
nity influencers and staff from community-based clinics
and receive HIV testing, PrEP counseling, and referral for
other services directly on-site.

The campaign also runs across online platforms and le-
verages a network of PrEP4U Ambassadors and a PrEP4U
Facebook page blending informative and humorous con-
tent derived by youth to motivate viewers to seek PrEP/
SRH information and services.

Lessons learned: From March—September 2022, 32 in-
person PrEP4U events reached more than 8,500 students,
distributed 1,096 HIV self-test kits and enrolled 317 indi-
viduals on PrEP.

The PrEP4U Facebook page has become a hub of trust-
worthy SRH and PrEP information for students, supporting
the campaign to garner over 1.1 million views cross-plat-
form. Targeted edutainment activities centered around
principles of choice, equity, and people-centeredness to

Oral
abstracts




RIAS 2023

Oral
abstracts

ensure that PrEP4U messaging and imaging resonated
with different youth segments, including gay, transgen-
der, and gender nonbinary individuals.
Conclusions/Next steps: PrEP4U addressed a major gap
in youth access to HIV and SRH services by offering these
services directly within schools and engaging campaign
ambassadors and influencers, and as a result increased
health care access and convenience.

Drawing from lessons learned, youth-focused PrEP/SRH
campaigns will be further scaled and adapted for other
settings to bring PrEP and sex-ed closer to populations in
need.

Racial inequalities in HIV testing among
adolescent men who have sex with men and
transgender women in three Brazilian capitals

M. Francd', I. Dourado? A. Grangeiro? L. Magno'?
'Bahia State University, Health Science, Salvador,
Brazil, ?Institute of Collective Health, Bahia
Federal University, Salvador, Brazil, °Sdo Paulo
University, Medicine School, SGo Paulo, Brazil

Background: Black people have a higher prevalence of
HIV infection in several countries worldwide, including
Brazil. Studies have also highlighted barriers to HIV test-
ing in these populations because of structural racism.
We aimed to investigate the association between HIV
testing in a lifetime and race among adolescent men
who have sex with men (aMSM) and transgender women
(aTGW) in three Brazilian state capitals.

Methods: PrEP1519 is a prospective, multicenter, open-
label PrEP demonstration cohort study of aYMSM and
aYTGW aged 15-19 in three Brazilian capitals: Salvador,
Sao Paulo, and Belo Horizonte. The outcome variable was
having been tested for HIV in a lifetime (no, yes).

Race was self-reported in three categories: white, black,
and mixed race (or brown; in Portuguese: “pardo"). In Bra-
zil, the last one is historically combined with black in the
analyses.

We compared black and mixed race combined vs. white.
We conducted descriptive, bivariate, and multivariate
analyses to estimate the adjusted odds ratio (aOR) and
95% confidence interval (95%Cl).

Results: White adolescents underwent more HIV tests in
their lifetime than black and mixed race combined (74.0%
vs. 54.0%, respectively). The testing rates decreased as
the skin tone darkened: 56.9% among exclusive blacks,
58.1% among exclusive mixed-race (or brown), and 63.9%
among whites (p=0.003).

In the multivariate analysis, black and mixed-race com-
bined people were 33% less likely to have been tested for
HIV in a lifetime than whites (aOR=0.67, 95%Cl: 0.51-0.90),
adjusting for age, education, employment, living with
family, mother's lack of knowledge about their sexual ori-
entation, sex work, and unprotected anal sex.

Conclusions: The lower rate of HIV testing among black
and mixed-race combined among aMSM and aTGW peo-
ple indicates inequalities in health and structural barriers
to accessing HIV testing and prevention services. Further,
it evidences the structural racism in society and health in-
stitutions in Brazil.

OADO5 The HIV care continuum:
Identifying barriers, devising solutions

Pill count effectiveness in detecting nonadherence
in a mature HIV program with overall high viral
suppression rates in Eswatini

L. Mamba', V. Williams', A. Mafukidze', P. Bongomin',

P. Dlamini', G. Mchunu', S. Mhlanga', H. Byarugabad',

J. Opoku?, S. Kibwana?, S. Ojoo? D. Bazira? S. Haumba'!
'Center for Global Health Practice and Impact,
Georgetown University, Mbabane, Eswatini, “Center
for Global Health Practice and Impact,

Georgetown University Medlical Center, Washington
DC, United States, *Center for Global Health

Practice and Impact, Georgetown University

Medical Center, Washington, United States

Background: Pill count is widely used as an adherence
measure among clients taking antiretroviral therapy
(ART). Conducted before each refill, it is a self-reported
process where the actual number of pills remaining is
compared against the expected. Pill count is a standard
of practice to identify non-adherence for early interven-
tion, yet its effectiveness is unknown in Eswatini.

This study examines the ability of pill count to detect non-
adherence among ART clients in the Lubombo and Man-
zini regions in Eswatini.

Methods: We used a case-control study design with chart
abstraction at 11 purposively selected health facilities in
Lubombo and Manzini, based on the number of clients
with a high viral load between October 2021 and Septem-
ber 2022. Controls were matched to cases at a ratio of 211
giving a total of 615 study participants (205 cases and 410
controls).

Cases were adult first-line ART clients with unsuppressed
viral load (VL > 1000 copies/mL) while controls were clients
with a suppressed viral load (< 1000 copies/mL) randomly
selected from the government client management in-
formation system. Adherence of 95-105% was defined as
good, and social determinants and mental health evalu-
ated to assess adherence.

Results: All cases and controls had a pillcount done. Over-
all, 60% of all participants with a suppressed viral load
had a good pill count classification, while 98% of clients
with a high viral load had a suboptimal pill count (<95%
or >105%). Fourty six percent and 99.5% of the cases and
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controls had a good pill count classification respectively.
Eighty percent of the poor adherence was caused by so-
cial and cognitive problems. Clients with good pillcount
classification had significantly reduced odds of a high vi-
ral load (OR 0.007; 95% Cl: 0.003, 0.04; p<0.001).

Pill count had a sensitivity of 98% (Cl:92%-100%); a speci-
ficity of 59% (Cl:53%-64%); a positive predictive value
of 30% (Cl: 24%-37%) and a negative predictive value of
99.5% (Cl:97%-100%).

Conclusions: Pill count predicted nonadherence among
cases, but its specificity should be improved by using a
modified approach. This is vital considering the changing
landscape in HIV care and increased access to more toler-
able antiretroviral medication for prevention and treat-
ment.

OADO0503

Identifying longitudinal patterns of HIV treatment
(dis)engagement and re-engagement from oral
histories of virologically unsuppressed adults in
Uganda: a thematic trajectory analysis

J.G. Rosen', N. Nakyanjo? W. Ddaaki?, T. Zhao', AV. Vo',

R. Nakubulwa?, C. Ssekyewa? D. Isabirye?, R.L. Katono?,

P. Nabakka?, R.J. Ssemwanga?, G. Kigozi?, S. Odiya?,

G. Nakigozi?, F. Nalugoda?, G. Kigozi?, J. Kagaayi?,

M.K. Grabowski?*3, C.E. Kennedy'?

"Johns Hopkins Bloomberg School of Public Health,
Department of International Health, Baltimore, United
States, ?Rakai Health Sciences Program, Entebbe, Uganda,
3 Johns Hopkins School of Medicine, Division of Pathology
and Transfusion Medicine, Baltimore, United States

Background: There is limited study of persons deemed
"nharder to reach” by HIV treatment services, includ-
ing those discontinuing or never initiating antiretroviral
therapy (ART). We conducted narrative research in Rakai,
Uganda, with virologically unsuppressed adults identified
through population-based sampling to discern longitu-
dinal patterns in HIV service engagement and identify
factors shaping treatment engagement throughout the
life course.

Methods: In mid-2022, we sampled adult participants
with high-level viremia (21,000 RNA copies/mL) from the
Rakai Community Cohort Study, a population-based HIV
surveillance cohort. Using life history calendars, we con-
ducted initial and follow-up in-depth interviews to elicit
oral histories of participants’ journeys in HIV care, from di-
agnosis to the present. We then used thematic trajectory
analysis to identify discrete archetypes of HIV treatment
engagement by “re-storying” participant narratives and
visualizing HIV treatment timelines derived from inter-
views and abstracted clinical records.

Results: Overall, 38 participants (median age: 34 years,
68% men) completed 75 interviews. We identified six HIV
care engagement archetypes from narrative timelines
(Figure):
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1. Delayed ART initiation,

2. Early treatment discontinuation,

3. Treatment cycling,

4. Prolonged treatment interruption,

5. Transfer-related care disruption, and;

6. Episodic viremia.

Patterns of service (dis)lengagement were highly gen-
dered, occurred in the presence and absence of opti-
mal ART adherence, and were shaped by various factors
emerging at different time points, including: denial of HIV
serostatus and disclosure concerns; worsening HIV-relat-
ed symptoms; psychological distress and depression; so-
cial support; intimate partner violence; ART side effects;
accessibility constraints during periods of mobility; incar-
ceration; and inflexible ART dispensing regulations.
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Conclusions: |dentified trajectories uncovered heteroge-
neities in both the timing and drivers of ART (re-)initiation
and (dis)continuity, demonstrating the distinct character-
istics and needs of people with distinct longitudinal pat-
terns of HIV treatment engagement.

Enhanced mental health service provision, expanded
eligibility for differentiated service delivery models, and
streamlined facility switching processes may facilitate
timely (re-)engagement in HIV services.
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OADO0504

Characterizing TB diagnosis and the associations
with economic stability and employment
discrimination among women living with HIV
across 11 countries in sub-Saharan Africa during
the COVID-19 pandemic

C. Lyons!, G. Turpin’, K. Rusinski?, O. Syarif3, P. Looze?,

K. Lalak?, J.d.D. Anoubissi4, S. Brion®, K. Dunaway?,

L. Sprague®, C.d.L. Moreno®, T. Mwareka’, KA. Hlomewoo®,
K.A. Dokla®, E. Ayeh’, N.A.J.C. Vako®, N. Otwoma™,

A. Ouedraogo®, C. Beyrer®!, B. Genbergd', S. Baral'

"Johns Hopkins School of Public Health, Epidemiology,
Baltimore, United States, 2Johns Hopkins School of
Public Health, International Health, Baltimore, United
States, *Global Network of People Living with HIV (GNP+),
Amsterdam, Netherlands, “Global network of People
living with HIV (GNP+), Amsterdam, Netherlands, °The
International Community of women living with HIV
(ICW), London, United Kingdom, $UNAIDS, Geneva,
Switzerland, Zimbabwe National Network of People
Living with HIV (ZNNP+), Harare, Zimbabwe, SRAS+,
Lome, Togo, *Ghana Network of Persons Living with HIV,
Accra, Ghana, ®lvorian Network of People Living with
HIV/AIDS (RIP+), Abidjan, Cote D'Ivoire, "NEPHAK, Nairobi,
Kenya, REGIPIV-BF, Ouagadougou, Burkina Faso, "Duke
Global Health Institute, Durham, United States

Background: Among people living with HIV, Tuberculosis
(TB) is the leading cause of death and TB-related mortal-
ity increased during the COVID-19 pandemic. While pov-
erty is an established determinant for TB progression,
characterizing the role of employment discrimination
and legal protections on HIV and TB outcomes can inform
both programs and policy.

Methods: The People Living with Stigma Index 2.0 study
was implemented in 11 countries across Sub-Saharan Af-
rica including Angola, Benin, Burkina Faso, Cote D'lvoire,
Ghana, Kenya, Mauritania, Nigeria, Lesotho, Togo, and

Zimbabwe. Study implementation was led by networks of

people living with HIV in each country between 2020 and
2022. Interviewer-administered questionnaires were used
to collect self-reported socio-behavioral measures. The
analytic sample included 10,555 cisgender adult women
living with HIV. Multilevel logistic regression was used to
assess associations between exposures and recent TB di-
agnoses in the context of varying discrimination protec-
tions for PLHIV.

Results: Among participants, 7.8% reported TB diagno-
sis within the last 12 months. Among individuals in coun-
tries without non-discrimination protections, recent TB
diagnosis was negatively associated with employment
(AOR:0.62; 95%Cl:0.51,0.76). Among individuals in countries
without non-discrimination protections recent TB diag-
nosis was positively associated with being unable to meet
basic needs often (AOR:1.77; 95%Cl:1.31,2.41), being refused
employment and income due to HIV status (AOR:1.95;
95%Cl:1.392.72) and being refused a promotion due to

HIV status (AOR:2.12; 95%CI:1.45,3.10). Among individuals in
countries with non-discrimination protections, recent TB
diagnosis was not associated with employment; being
unable to meet basic needs often; being refused employ-
ment, income, or a promotion due to HIV status.
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Table. Economic stability and employment discrimination
and associations with recent TB diagnosis based on
country level non-discrimination protections.

Conclusions: Employment discrimination may impede
HIV and TB outcomes among women living with HIV, and
may be a determinant of TB regardless of ART use. Estab-
lishment and enforcement of non-discrimination protec-
tions for women living with HIV may improve economic
stability, support TB control, and reduce deaths among
people living with HIV.

OADO0505

Improving mental well-being and economic
empowerment of PLHIV through ODH-SEGT:
An integrated and client-centered
psycho-socioeconomic intervention for
unemployed PLHIV experiencing homelessness
in Caloocan City, Philippines

R.A. Olete'?3, J. Cadelina', E. Arriola’, C. Chu'®, J.M.P. Oyco?,
A.L. Macalalage, N.Y. Ko? C. Strong?

'Gabay sa Pulang Laso Inc, Caloocan City, Philippines,
’National Cheng Kung University, Department of
Public Health, Tainan City, Taiwan, Republic of Ching,
3lloilo Doctors’ College, College of Nursing, lloilo City,
Philippines, “De La Salle University, Department

of Behavioral Science, Metro Manila, Philippines,
“Xavier University - Ateneo de Cagayan

University, Department of Psychology, Cagayan

de Oro City, Philippines, ¢lloilo Doctors' College,
Research Department, lloilo City, Philippines

Background: In the Philippines, a needs assessment
showed significant associations between unemploy-
ment, homelessness, and mental distress among PLHIV.
Gabay sa Pulang Laso Inc. (GPLI) integrated Supportive-
Expressive Group Therapy (SEGT) into its Open Doors
Home (ODH) initiative (a temporary shelter provision and
socioeconomic support for unemployed PLHIV experienc-
ing homelessness).

The core foundation of ODH-SEGT is reconnecting with
oneself through a supportive and empowering environ-
ment where a PLHIV shares experiences with fellow PLHIV
while addressing socioeconomic needs through employ-
ment and education opportunities.
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Description: Through open social media invitations, 22
PLHIV voluntarily participated and completed the ODH-
SEGT Programme between August 19 and October 30,
2022. The intervention was conducted in four phases:

1. Baseline screening for anxiety- and depression-related
symptoms using a 7-item Generalized Anxiety Disorder
and 9-item Patient Health Questionnaire (GAD-7 and
PHQ-9),

2. Assessment of PLHIV perceived socioeconomic needs,

3. Conducting 12-week SEGT sessions with bi-monthly
GAD-7 and PHQ-9 monitoring, and;

4. Linkage to employment or education.

Lessons learned: The participants' age ranged between
19 and 52 years old (mean=33.3 years old, SD=7.9). Among
22 participants, 18 were unemployed while four had
stopped attending school.

At the end of the ODH-SEGT intervention, 16 were linked
to employment while 5 were included in GPLI education-
al support and are currently attending the alternative
learning system of the government.

While attending the SEGT, averages in PHQ-9 and GAD-7
at baseline were at moderate levels (12.2 and 12.4, respec-
tively) and significantly decreased to be at low to no risk
by Week 10 (4.8 and 4.8, respectively).

One participant reported to have stopped taking anti-
retroviral medication for five years and was immediately
linked back to HIV care.

Conclusions/Next steps: GPLI's ODH-SEGT has the poten-
tial to improve mental health of people living with HIV by
addressing their non-biomedical needs and contributing
to a higher quality of life. The next step for the project is
the development of the Training of Trainers programme
so that the SEGT framework can be replicated in other
regions of the country. In addition, a multisectoral collab-
oration is currently being advocated with the local gov-
ernment unit, social welfare department, and academic
institutions in the Philippines.
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OAEO1 Designing services to optimize
the delivery of PrEP for all who would
benefit

Anticipated preferences for long-acting HIV PrEP
among current oral PrEP users at pharmacies:
findings from a pilot study extension

S.D. Roche', V. Omollo? P. Mogere?, M. Asewe?,

S. Gakuo?, P. Banerjee', K. Harkey', J. Odoyo?,

P. Ongwen?, D. Were*, E. Bukusi?®, K.F. Ortblad’,

K. Ngure3¢

'Fred Hutchinson Cancer Center, Public Health
Sciences, Seattle, United States, °Kenya Medical
Research Institute, Kisumu, Kenya, *Partners in
Health Research and Development, Thika, Kenya,
“Jhpiego, Nairobi, Kenya, *University of Washington,
Seattle, United States, °Jomo Kenyatta University
of Agriculture and Technology, Nairobi, Kenya

Background: As many sub-Saharan African countries
prepare to implement two long-acting (LA) forms of HIV
pre-exposure prophylaxis (PrEP)—injectable PrEP and the
dapivirine vaginal ring (DVP-VR)—there is potential to ex-
pand delivery to new access points, such as private phar-
macies.

A recent pilot study of private pharmacy-delivered oral
PrEP in Kenya found that these venues may reach a differ-
ent demographic than public clinics. During a six-month
extension of this study, we assessed current oral PrEP us-
ers' anticipated preferences for LA PrEP.

Methods: At 12 pharmacies in Kisumu and Kiambu Coun-
ties, Kenya, trained pharmacy providers delivered oral
PrEP to eligible clients 218 years. We surveyed PrEP clients
one month following PrEP initiation, and asked whether,
if given the option, they would choose to take oral PrEP
every day or get a PrEP injection every two months.

For those selecting "PrEP injection”, we further explained
that the injection would go into the muscles of the but-
tocks region and resolicited their preferences.

Lastly, we described the DVP-VR to female clients and
asked them to rank oral PrEP, injectable PrEP, and DVP-VR
in order of preference. We report our findings descriptively.
Results: From January-July 2022, we surveyed 491 phar-
macy PrEP clients; 55% (270/491) were female, median age
was 22 (IQR: 25-32), and 84% (412/491) had never taken oral
PrEP prior to this study. About two-thirds (65%, 319/491) an-
ticipated they would choose injectable over oral PrEP.
After being told details about the injection site, 58%
(287/491) still reported a preference for injectable PrEP,
with this preference notably higher among males (77%,
170/221) than females (43%, 117/270).

Among females, 57% (155/270) said their first choice would
be injectable PrEP, followed by oral PrEP, then DVP-VR; an
additional 30% (81/270) of females chose oral PrEP first, fol-
lowed by injectable PrEP, then DVP-VR.
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Conclusions: Over half of current oral PrEP users at pri-
vate pharmacies anticipate that, if given the option, they
would choose injectable over oral PrEP. Few female oral
PrEP users in this setting thought they would choose the
DVP-VR. More research is needed to test pharmacy deliv-
ery of LA PrEP and assess real-world uptake and product
switching.

Drivers of pre-exposure prophylaxis choice
for transgender women in 11 countries in Asia:
a discrete choice experiment

W. Tieosapjaroen'? B.R. Bavinton? H.-M. Schmidt*?,

K.E. Greens, N. Phanuphak’, M. Poonkasetwattanas,

N.S. Suwandié, D. Fraser?® C. Chan®, H. Boonyapisomparn?,
M. Cassell®, L. Zhang'?, W. Tang", J.J. Ong'?*

"Alfred Health, Melbourne Sexual Health Centre, Carlton,
Australia, °Monash University, Central Clinical School,
Melbourne, Australia, *University of New South Wales, Kirby
Institute, Sydney, Australia, *UNAIDS Regional Office for Asia
and the Pacific, Bangkok, Thailand, *Global HIV, Hepatitis
and STls Programme, World Health Organization, Geneva,
Switzerland, éThe Program for Appropriate Technology

in Health, Hanoi, Vietnam, ’Institute of HIV Research and
Innovation, Bangkok, Thailand, SAPCOM Foundation,
Bangkok, Thailand, *Asian Pacific Transgender Network,
Bangkok, Thailand, *Family Health International 360,
Hanoi, Vietnam, "The University of North Carolina at
Chapel Hill Project-China, Guangzhou, China, ?London
School of Hygiene and Tropical Medicine, Faculty of
Infectious and Tropical Diseases, London, United Kingdom

Background: Transgender women (TGW) are approxi-
mately 66 times more at risk of HIV acquisition than the
general population. Desighing appealing pre-exposure
prophylaxis (PrEP) programs for TGW is urgently needed.
We evaluated the drivers of choice for PrEP among TGW
living in 11 Asian countries and forecasted their PrEP up-
take given different PrEP program configurations.
Methods: An online discrete choice experiment (DCE) sur-
vey was delivered through trans-networks in each country
between May-November 2022. Participants who identi-
fied as TGW, age > 18 years and had no prior HIV diagnhosis
were included. Final attributes included:

1. Type of PrEP;

2. Sservice location;

3. Cost;

4. Side effects;

5. Visit frequency; and

6. Extra services.

We calculated the relative importance of each attribute
and PrEP uptake prediction using random parameters
logit (RPL) models.

Results: Overall, 1,522 TGW were included, with a mean
age of 28.1 (£7.0), 63% (956/1,522) reported multiple part-
ners, 38% (581/1,522) had condomless vaginal sex and 16%

(249/1,522) were diagnosed with an sexually transmitted
infection (STI) in the last six months. The biggest drivers of
PrEP uptake were cost (62% relative importance), type of
PrEP (10%), location (8%), extra services (8%), visit frequen-
cy (7%) and side effects (5%). The most wanted PrEP ser-
vice (with a predicted uptake of 87%) was: free injectable
PrEP with no side effects, accessing PrEP from a peer-led
community clinic that provided STl testing, and requiring
6-12 monthly visits.

The least preferred PrEP service (with a predicted uptake
of 50%) was: PrEP implant with out-of-pocket fees and
a rare chance of kidney problems, accessing PrEP from
a hospital, no extra services, and requiring 2-monthly
visits.
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Figure. Preference for PrEP among trans women in the
Asia-Pacific (N=1,522)

Conclusions: Our study, the largest DCE for TGW globally,
emphasizes the importance of measuring and incorpo-
rating preferences for PrEP services to accelerate the
scale-up of PrEP among TGW in Asia.

Snow balling peer to peer mModel - a silver
bullet for improved PrEP uptake among FSWs
in Zambia's border town of Chirundu

K. Mwanda', E. Berghammer?, J. Masedza?®, D. Mazunda?,
M. Simata*

"USAID CHEKUP II, Technical, Lusaka, Zambia,

2USAID, Social Protection, Lusaka, Zambia, 3USAID
CHEKUP I, Clinical, Chirundu, Zambia, *Ministry

of Health, Clinical, Chirundu, Zambia

Background: With an annual HIV incidence rate of 47%,
over 56% of the female sex workers in Zambia are living
with HIV (UNAIDS, 2020). However, the uptake of pre-expo-
sure prophylaxis among FSWs in the Zambia-Zimbabwe
border town of Chirundu remains low at 22% of those that
test negative.

Description: Between December 2022 and January, 2023,
USAID CHEKUP implemented by John Snow Health Zam-
bia, embarked on an initiative to orient and then engage
FSWs already accessing PrEP to identify peers in their net-
work, provide PrEP messaging and facilitate them to take
up PrEP. In a snow ball approach, 5 trained health care
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workers, trained a pool of 15 community health workers
on how to provide orientation around PrEP messaging to
75 FSWs who were mostly (75%) aged 20-24 years. FSWs
in turn delivered these PrEP promotion messages along-
side sharing their lived experiences around the benefits
of PrEP, addressed the misgivings, and facilitated linkage
to PrEP.

Lessons learned: Over a three week period, the 75 FSWs
reached out to 284 of their peers among which 43 (151%)
were discovered to be positive and already on treatment,
61 (21.5%) were newly identified positives and were linked
for antiretroviral therapy.

From the remaining 180 HIV negative FSWs, 164 (91.1%)
were initiated on PrEP, while the rest (16) (8.9%) indicated
that they needed to think about it, or the time was not
appropriate and that they could commence at a later
date.

The majority (52%) of the FSWs that took up PrEP were in
the same age band (20-24 years old) as their PrEP pro-
moting peers.

Being spoken to by someone who is in my situation and
also taking the medicine (85%) and them making it con-
venient for me to access the medicine (71%) were the
prominent reasons given by the new recipients for then to
be initiated on PrEP.

Conclusions/Next steps: With the PrEP uptake under the
peer to peer modality being significantly higher than the
routine approach (911% vs. 22%), the peer to peer model
has potential to increase both acceptability and uptake
of PrEP among FSWs particularly for programs recording
low PrEP usage among FSWs.

The acceptability of pharmacy-delivered PrEP
and PEP in Kenya: provider perceptions

M. Asewe!, B. Kwach', S. Zhang? K. Harkey?, G. Rota',

P. Otieno!, J. Odoyo', P. Ongwen?, D. Were*, S. Roche?,

K. Ngure®, V. Omollo', E. Bukusi'? K. Ortblad?®

'Kenya Medical Research Institute, Kisumu, Kenya,
2University of Washington, Seattle, United States, *Fred
Hutchinson Cancer Center, Seattle, United States,
YJhpiego, Nairobi, Kenya, >Jomo Kenyatta University
of Agriculture and Technology, Nairobi, Kenya

Background: Pilot studies indicate that delivering oral HIV
pre-and post-exposure prophylaxis (PrEP and PEP) at pri-
vate pharmacies may help increase access to these high-
ly effective HIV prevention products among individuals
with HIV risk. In many high HIV prevalence settings, most
of the core components of PrEP and PEP delivery (e.g.,
counseling, medical safety assessment, HIV testing, and
drug dispensing) fall within pharmacy providers' scope of
practice.

We assessed the anticipated acceptability of delivering
PrEP and PEP at private pharmacies among pharmacy
providers in Kenya.
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Methods: Pharmacists and pharmaceutical technolo-
gists working at 20 private pharmacies in Kisumu County
completed a cross-sectional questionnaire that assessed
acceptability using questions informed by the Theoretical
Framework of Acceptability (TFA). The TFA posits that ac-
ceptability is a multi-faceted construct, comprising seven
component constructs (e.g., affective attitude towards
the intervention, perceived effectiveness, burden, and op-
portunity cost).

We measured select acceptability component constructs
using 5-point Likert items and analyzed these using de-
scriptive statistics. Statements with which >80% of partici-
pants agreed or strongly agreed were classified as “ac-
ceptable”.

Results: From May to June 2022, 40 pharmacy providers
completed the questionnaire; 42% (n=17) were pharmacy
owners, 60% (n=24) were male, and the median time in
pharmacy practice was 6 years (IQR 4-10).

All or nearly all providers (97-100%) liked the idea of deliv-
ering PrEP and PEP (TFA construct: affective attitude) and
thought that pharmacy-delivered PrEP and PEP services
could reach people with HIV risk (TFA construct: perceived
effectiveness).

Most pharmacy providers (96-99%) did not think it would
be hard to deliver PrEP or PEP (TFA construct: burden) or
that this would interfere with their other priorities (TFA
construct: opportunity cost).

Conclusions: The Kenyan pharmacy providers in this
study found the idea of pharmacy-delivered PrEP and PEP
services to be highly acceptable. To inform whether and
how pharmacy-delivered PrEP and PEP should be imple-
mented and scaled up in Kenya and similar settings, ad-
ditional research is needed to develop and test delivery
models, assessing both effectiveness outcomes (e.g., up-
take, continuation) and implementation outcomes (e.g.,
acceptability, feasibility, and cost).
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OAEO2 The Power of People:
Community based models to
improve HIV outcomes

Leveraging community and private-sector HIV
self-testing (HIVST) distribution to improve access
to HIV testing services (HTS) and treatment for
adolescent girls and young women (AGYW) in
Uganda

J. Tumusiime', G. Taasi?, J. Musinguzi', P. Kikobye',
A. Scott?, D. Canagasabey? K. Granger?, |. Thior?,
K.E. Green*

'PATH, Kampala, Uganda, °Ministry of Health,
Kampala, Uganda, *PATH, Washington DC,
United States, “PATH, Hanoi, Vietnam

Background: 29% of new HIV infections in Uganda occur
among AGYW, and 32% of estimated adolescents living
with HIV are not on treatment (Uganda AIDS Commission,
2021; Spectrum 2022). There is need for strategies that
better engage AGYW in HIV case-finding and linkage to
care given persisting gaps. Through the Unitaid/STAR-III
project, PATH, with Ministry of Health, leveraged human-
centered design to adapt HIVST services to improve reach
and uptake of HIV services for AGYW.

Description: We introduced community and private-
sector distribution models to expand outlets for AGYW to
access HIVST beyond public-sector facilities, including tar-
geted community outreach, hotspots, tertiary education-
al institutions, pharmacies, and nurse/midwife-led clinics.
We trained AGYW peers to lead mobilization during com-
munity campaigns or at popular hangout areas; link in-
terested clients to healthcare providers for assisted or
unassisted HIVST; follow up by phone/WhatsApp to con-
firm results; and provide escorted referrals for those with
reactive self-test results.

We developed easily downloadable HIVST training videos
that peers could share through social media for AGYW
who preferred anonymous access options.

We analyzed program data from three central Ugandan
districts from November 2020 to November 2022 to un-
derstand impact of these adaptations on HIVST uptake
and preferences among AGYW.

Lessons learned: AGYW (69% between 20-24 years) re-
ceived HIVST kits, 60% through community distribution
(primarily targeted community or hotspot modalities),
22% through public-sector (mainly outpatient services),
and 18% through private sector (mainly nurse/midwife-
led clinics). 224 (2.4%) had reactive results, among whom
184 (82%) were confirmed HIV positive (2.0% positivity), 182
(99%) were linked, and 144 (79%) initiated on treatment.
AGYW demonstrated preference for directly assisted
HIVST (51%), and half had not tested in the last 12 months.
Using peers to lead engagement/escort referrals for fol-
low-on care was key to high follow-up and linkage rates.

Conclusions/Next steps: Our results highlight the feasi-
bility and acceptability of using community and private-
sector outlets, shareable online content, and peer-led
outreach and referral to effectively reach and link AGYW
to treatment through HIVST. Diversifying HTS access
points and reinforcing peer-driven models are core ap-
proaches that should be scaled up to address persisting
access barriers among adolescents and enable Uganda
to reach epidemic control.

Community Led Monitoring (CLM): A new
CLM toolkit to generate evidence to support
community-led HIV service improvements

M. Kusen', C. Byambaa? G. Nyampurev? J. Oorloff?,

P. Vjayabandara*, T. Dendup®, J. Norbu?, B. Morris®,

S. Anthony’, M. Merrigan’

'"Australian Federation of AIDS Organisations, Bangkok,
Thailand, ?Youth for Health Centre, Ulaanbaatar,
Mongolia, *Family Planning Association of Sri Lanka,
Colombo, Sri Lanka, “Positive Hopes Alliance, Colombo,
Sri Lanka, *Save the Children, Thimpu, Bhutan, ‘The
Global Fund to Fight AIDS, Tuberculosis and Malaria,
Geneva, Switzerland, ’APCOM, Bangkok, Thailand

Background: Community Led Monitoring (CLM) shifts
the dynamic of monitoring from HIV service providers to
monitoring led by the people using the services. In order
to build an evidence-base for CLM, the Global Fund sup-
ported Sustainability of HIV Services for Key Populations
in Asia (SKPA-2) program has developed the “Sustainable
Community-led Monitoring of HIV Services Toolkit for Key
Populations “. This provides a framework, indicators, and
guidance on how to ensure the CLM process is commu-
nity-led and guided through measurable bottom-up ap-
proaches.

Description: Launched in 2022, the CLM toolkit has been
piloted in Mongolia, Bhutan and Sri Lanka for key popula-
tion groups including men who have sex with men, trans-
women, sex workers, people living with HIV, and people
who use drugs. The toolkit provides a framework of 8 core
indicators to monitor Availability, Accessibility, Acceptabil-
ity, and Quality (AAAQ) along with 5 indicators to mea-
sure and ensure there is follow-up for those experiencing
stigma, discrimination, and/or violence. The selection of
final indicators, pilot sites, data processes and follow-up
should be decided by CLM technical working group made
up of national stakeholders and includes key population
representatives.

Lessons learned:

* Helped identify the type of facilities where stigma and
discrimination (S&D) was more prevalent to support more
targeted efforts to reduce S&D in healthcare settings.

* Supported the identification of the type of services with
the least availability including CD4 count and viral load
testing.
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* CLM data should be designed to share data visually and
in an easy to digest manner to community groups such as
through electronic dashboards.

* Funding for CLM is not assured as health programs
also have their own feedback systems, so community led
models need to be cost-effective.

* |dentified the need to include well managed referral
mechanisms to accountability mechanisms to manage
and deal with experiences of S&D when accessing HIV ser-
vices.

Conclusions/Next steps: The CLM toolkit helps provide in-
teresting findings for other countries when designing and
rolling out CLM. Future research and programs may in-
clude an evaluation to assess the impact CLM has on sup-
porting countries to improve service quality and achieve
their 95-95-95 targets as well as the sustainability of CLM
funding.

Uptake of integrated HIV and sexual and
reproductive health services for youth at
community centres in Zimbabwe

V. Simms'?, E. Dauya?, C. Dziva Chikwari'?, T. Bandason?,
K. Kranzer3?, R.A. Ferrand?*?, CHIEDZA Trial Team
"London School of Hygiene & Tropical Medlicine, MRC
International Statistics and Epidemiology Group,
London, United Kingdom, The Health Research Unit
Zimbabwe (THRU ZIM), Harare, Zimbabwe, 3London
School of Hygiene & Tropical Medicine, Clinical
Research Department, London, United Kingdom

Background: Limited engagement with health services
contributes to the poorer HIV outcomes observed in
youth. We conducted a cluster-randomised trial of a com-
munity-based integrated HIV and sexual and reproduc-
tive health (SRH) service (CHIEDZA) for youth in 3 provinces
in Zimbabwe.

Methods: Weekly integrated HIV and SRH services were
delivered from community centres in 12/24 intervention
clusters to cluster residents aged 16-24 years over 30
months. Fingerprint scanning was used to anonymously
identify clients and track their attendances and service
uptake over time.

Services included HIV testing, treatment and adherence
support, management of sexually transmitted infections
(STls), menstrual health management, contraception,
counselling, and registration for text messages on SRH
topics. All services were optional.

Results: In total 36,991 clients attended, for a total of
78,810 visits; each centre had a median of 55 clients per
day; 40.6% of clients returned for more than 1 visit.
Overall, 75.0% of clients were female and 53.0% were aged
<20 years. In total 84.1% of eligible clients had at least one
HIV test and 17.4% had more than one. At their first visit
78.6% of eligible clients had an HIV test, and out of those
who were not tested at the first visit, 28.3% later returned
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and were tested. 377 clients tested HIV positive at CHIED-
ZA (prevalence 1.3%) and 75% linked to care, while 1162 cli-
ents were previously diagnosed young people living with
HIV. HIV incidence among those with repeated visits was
0.72 per 100 person years (95%Cl 0.53-0.98).

The most popular services for women were menstrual hy-
giene products (taken up by 96.5% of those eligible), HIV
testing (83.7%) and period pain management (59.9%); for
men the most popular were condoms (93.9%), HIV testing
(85.6%) and text messages on SRH (67.1%). Among women
aged 220 years, 43.7% took condoms and 60.3% took up
other forms of contraception.

Conclusions: An integrated HIV and SRH programme had
high attendance and uptake, with most clients taking
multiple services per visit, including HIV testing. There is
need for accessible, youth-friendly sources of SRH infor-
mation, menstrual health management, contraception,
and HIV testing in Zimbabwe.

Utilizing Community HIV/AIDS service agents
to Find, Link, and retain in care pregnant,
breastfeeding mothers and children aged 0-14
living with HIV

G. Kadziyanhike'!, G. Kadziyanike', C. Mademutsd',
A. Nhapi', T. Mwarekad!

Zimbabwe National Network of People

Living with HIV, Harare, Zimbabwe

Background: Despite efforts to end the AIDS epidemic by
2030, pregnant and breastfeeding mothers, children, and
young adolescents continue to face barriers to accessing
quality HIV and other health-related services. The Zimba-
bwe National Network of People Living with HIV (ZNNP+)
has collaborated with communities in four (4) districts of
Zimbabwe to improve service access for these groups by
increasing awareness of available services and referring
those who have interrupted treatment into care. Further-
more, community cadres met with community leaders to
discuss barriers to service access identified during their
work.

Description: As a community partner the Zimbabwe Na-
tional Network of People Living with HIV compliment the
Ministry of Health and Child Care in ensuring that preg-
nant and breastfeeding women and children aged 0-14
are linked and retained in care. The organisation trained
and deployed 40 mentor mothers and 40 young Commu-
nity HIV/AIDS Service Agents (yCHASAs) in the community
who helped to track and trace those not in care. Each
month the cadres submit data on their activities elec-
tronically to the central server where it is analysed, and
insights generated to inform advocacy at the facility or
community.

Lessons learned: Between Jul 2022-September 2022, the
mentor mothers referred 1612 individuals for HIV services,
52 (3%) who had an unknown HIV status got tested and
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had a positive result. The newly diagnosed were initiated
on treatment and linked to support groups, while com-
munity cadres continued to provide adherence coun-
selling. During the same time, 48 (3%) of those who had
been interrupted in treatment (lIT) successfully returned
to care. Ten survivors of gender-based violence (GBV) were
linked to appropriate services. The cadres coordinated
three community dialogues, which were attended by 90
community leaders, to discuss feedback from recipients
of care to jointly find solutions to structural barriers that
prevent people from accessing services.

Conclusions/Next steps: With proper training lay cadres
can identify peers who are not on treatment or those in-
terrupted in treatment and successfully navigate them
back into care. If properly engaged community leaders
are willing to offer cadres a platform for them to air con-
cerns from their peers and help break down barriers to

service access.

OAEO03 Show me the money: The cost of
epidemic control

Long-acting HIV pre-exposure prophylaxis (PrEP)
among adolescent girls and young women (AGYW)
in South Africa: cost-effective at what cost?

EY.Jin, AR. Anmed', L-G. Bekker? A. Ciaranello™#,

C.F. Flanagan', KA. Freedberg'4>, C. Orrell?, K.P. Reddy'*¢,
M. Wallace? A.M. Neilan'347

'Mediical Practice Evaluation Center, Boston, United
States, °Desmond Tutu HIV Centre, University of Cape
Town, Cape Town, South Africa, *Massachusetts General
Hospital, Division of Infectious Diseases, Department

of Medlicine, Boston, United States, “Harvard Medical
School, Boston, United States, *“Massachusetts General
Hospital, Division of General Internal Medicine, Boston,
United States, ‘Massachusetts General Hospital,
Division of Pulmonary and Critical Care Medicine,
Boston, United States, ’"Massachusetts General
Hospital, Division of General Academic Pediatrics,
Department of Pediatrics, Boston, United States

Background: HIV Prevention Trials Network (HPTN) 084
demonstrated superior efficacy of long-acting, injectable
cabotegravir (CAB-LA) compared to daily oral tenofovir/
emtricitabine (TDF-FTC) for HIV PrEP in cisgender women.
We projected the drug cost at which CAB-LA would pro-
vide good value compared to TDF-FTC among adolescent
girls and young women (AGYW) in South Africa.

Methods: Using microsimulation modeling, we examined
two PrEP strategies over 10 years among AGYW (ages 15-
30y; scaled to n=10,000): TDF-FTC and CAB-LA. Published
data informed model inputs, including: HIV incidence
(TDF-FTC: 1.85/100 person-years, CAB-LA: 0.2/100 person-

years; HIV transmissions off-PrEP from 10,000 AGYW to
partners (16/year); and 2-year retention (TDF-FTC: 88%,
CAB-LA: 85%).

We assumed constant incidence and transmission risk
over time. Annual costs included: PrEP drug+program
(TDF-FTC: $77+574, CAB-LA: $153+575), ART ($58 to $834), and
HIV-related care ($215 to $1,621). Model-projected out-
comes include incident infections among and transmis-
sions from AGYW, life-years (LYs), costs, incremental cost-
effectiveness ratios (ICER=$/LY), and CAB-LA's maximum
price premium (MPP: the highest drug price at which CAB-
LA would have an ICER below a willingness-to-pay [WTP]
of 50% South Africa’s per-capita GDP [$3,500/LY]).

Results: Per 10,000 AGYW in South Africa, projected infec-
tions and transmissions were higher and LYs lower in TDF-
FTC (2,050 infections / 658 transmissions / 85,889 LYs), com-
pared to CAB-LA (1151/ 342 [ 86,057) (Table).

HIV infections avoided among male partners resulted in
143 LYs gained in CAB-LA over TDF-FTC. At $153/year drug
cost, CAB-LAwould exceed the WTPthreshold (ICER=$6,600/
LY). The projected MPP for CAB-LA to be cost-effective and
cost-saving would be $136/year and $118/year, respective-
ly. Accounting only for the benefits accruing to AGYW, the
MPP to be cost-effective would be lower, $122/year. Vary-
ing transmissions from 2/year to 40/year would yield an
MPP of $124-158/year to remain cost-effective.

CAB-LA
. . " " maximum
. Trans- D D ICER price
Incident . . LYs costs, USD ($ILY)* .
Stra-  infec- T;s:";: S premium,
tegy tionsin usb
AGYW, n partners, LYs Costs
acvw  9Aned agyy  Sed vy Al agvw Al
from from
partners** partners**
TDF- 2,050 658 85,889 12,579,969

FTC

CAB- 1,151 342 86,057 143 14,979,829 340,232 14,300 6,600 122 136
LA

Abbreviations: AGYW: adolescent girls and young women; CAB-LA: long-acting, injec-

table cabotegravir; ICER: incremental cost-effectiveness ratio; LY: life-year; PrEP: pre-

exposure prophylaxis; TDF-FTC: tenofovir/emtricitabine; USD: United States Dollars.

*The ICER is the difference in cost divided by the difference in life expectancy for each strat-
egy compared with the next less-costly strategy. Results are rounded to the nearest $100.
**Life-years gained and costs saved are among male partners in CAB-LA compared to TDF-FTC
who, in the absence of the PrEP strategy being provided to AGYW, would have acquired HIV.
Life-years and costs are discounted at 3%/year and scaled to n=10,000 AGYW.

Table. 10-year model-projected outcomes of CAB-

LA versus TDF-FTC for HIV PrEP among adolescent

girls and young women in South Africa, (n=10,000)

Conclusions: Among AGYW in South Africa, CAB-LA could
reduce transmissions and increase life-years compared
to TDF-FTC. CAB-LA should be priced at less than twice the
cost of TDF-FTC to be cost-effective in South Africa.
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Predicted HIV acquisition rates for cabotegravir
versus TDF/FTC as PrEP in Brazil: effects of
compulsory licensing

A. Hill', S. Cross?, T. Pepperrell, K. Heath? M. Mirchandani®
'University of Liverpool, Department of Pharmacology
and Therapeutics, Liverpool, United Kingdom, ?Imperial
College London, School of Medlicine, London, United
Kingdom, *University of Edinburgh, School of Medicine
and Veterinary Medicine, Edinburgh, United Kingdom,
‘Burnet Institute, Melbourne, Australia, *Imperial College
London, Faculty of Medlicine, London, United Kingdom

Background: Worldwide, 1.5 million people acquired HIV
in 2021. Cabotegravir is the most effective drug to prevent
HIV acquisition, with estimated efficacy of 90-95%, supe-
rior to oral tenofovir/emtricitabine (TDF/FTC). TDF/FTC is
available as generic PreP in most countries, costing $48/
year in LMICs. CAB-LA costs $22,200/year in US, $9000 in the
UK. The ViiV-MPP licence permits generic companies to sell
CAB-LA at low prices, estimated $250/year.

However, the ViiV-MPP agreement excludes many middle-
income countries, such as Brazil. CHAI estimated costs of
production of $34-$63/year(median $50).

Methods: We modelled the effects of 4 strategies for PrEP
in Brazil: 1.No PrEP used 2.TDF/FTC generic used for PrEP,
costing $48/year. 3.CAB-LA used, with a high price, out-
side the ViiV-MPP license:$3500/year, (68% below UK price),
or $250/year (target price). 4.CAB-LA used at CHAI target
price $50/year. TDF/FTC and CAB-LA were assumed to
lower HIV acquisition risks by 70% and 94% respectively,
versus no PrEP.

We assumed a target population of 125,000 people at
high risk of HIV acquisition (incidence é%), treated in Brazil
with annual budget of $6million.

Results: Using TDF/FTC costing $48/year, the $6 million
Brazilian PrEP budget could treat all 125,000 people, low-
ering annual HIV acquisition from 8750 to 2525/year. By
contrast, use of CAB-LA for $3500/year covers 1714 people;
the remaining 123,285 people receive no PrEP. Even at tar-
get prices of $250/year, overall HIV acquisition rates are
still higher. The CHAI cost price of $50/year would provide
for 120,000 people, lowering HIV acquisition to 854/year.
CAB-LA needed to cost less than $80/year to lead to fewer
HIV acquisitions than TDF/FTC.

Cost of Number HIV
Budget . s
PrEpP given PrEP  acquisitions
Current PrEP
budget-$6million
No PrEP $0 0 8750
TDF/FTC $48 125,000 2250
CAB-LA base case $3500 1714 8637
CAB-LA target price $250 24,000 6632
CAB-LA cost price $50 120,000 732
Table.
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Conclusions: When demand for PrEP is high and budgets
limited, CAB-LA will only lower overall HIV acquisition rates
if costing <$80/year. If prices are higher, limited people
can be given CAB-LA: then, mass use of TDF/FTC for $48/
year allows increased coverage, lowering overall HIV ac-
quisition rates. Compulsory licensing may be required to
lower CAB-LA prices in countries outside the ViiV-MPP vol-
untary license.

Cost-effectiveness and budget impact analysis

of the implementation of differentiated service
delivery models for HIV treatment in Mozambique
- a modelling study

D. Moiana Uetela'?, M. Zimmermann?, O. Uetela?,

E. Samo Gudo', S. Chicumbe', A. Couto?, I. Gaspar?,

K. Sherr?>¢

'Instituto Nacional de Saude, Marracuene, Mozambique,
2University of Washington, Department of Global
Health, Seattle, United States, *University of Washington,
The Comparative Health Outcomes, Policy, and
Economics (CHOICE) Institute, Seattle, United States,
“Ministry of Health, National STI-HIV/AIDS Program,
Maputo, Mozambique, *University of Washington,
Department of Epidemiology, Seattle, United States,
‘University of Washington, Department of Industrial

& Systems Engineering, Seatle, United States

Background: In 2018 Mozambique's Ministry of Health
launched a guideline to implement eight differentiated
service delivery models (DSDMs) to optimize HIV service
delivery, improve retention in care, and ultimately reduce
HIV associated mortality.

The models were:

1. Fast-track (FT),

2. Three-month Antiretrovirals Dispensing (3M),

3. Community Antiretroviral Therapy (ART) Groups (CAGs),
4, Adherence Clubs (AC),

5. Family-approach (FA), and three one-stop shop models:
6. Adolescent-friendly health services (OSS-AFHS),

7. Maternal and child health (OSS-MCH), and

8. Tuberculosis (OSS-TB).

We conducted a cost-effectiveness analysis (CEA) and a
budget impact analysis (BIA) comparing these DSDMs to
conventional services.

Methods: We constructed a decision tree model based
on the percentage of enrolment on each DSDM and the
probability of the outcome (12-months retention on ART),
with and without DSDMs implementation, for each year
of the study period; three for CEA (2019 to 2021), and three
for BIA (2022 to 2024). The economic and financial costs
for CEA and BIA, respectively, were estimated per client-
year from the health system perspective, and included
start-up, ARV drugs, laboratory tests, and clinical and
pharmacy visits. Effectiveness was estimated using the
Mozambique ART database, employing an uncontrolled
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interrupted time series analysis comparing the outcome
before and during the implementation of DSDMs. A one-
way sensitivity analysis was conducted to identify drivers
of uncertainty.

Results: During the three years of DSDMs implementation,
there was a mean increase of 14.9 percentage points (95%
Confidence Interval (Cl): 12.2, 17.8) in 12-months retention
comparing DSDMs implementation (62.5% [95%Cl: 60.9,
64.1]) to conventional care (47.6% [95%Cl: 44.9, 50.2]), and
the mean base-case economic cost per person-year was
estimated to be $253 and $359 for DSDMs and convention
care, respectively; therefore, DSDMs dominated conven-
tional care. The base-case 3-year financial costs associat-
ed with the DSDMs and the conventional care for a popu-
lation of 1,535,575 were estimated to be $1,653,814,275 and
$990,194,425, respectively. The results were most sensitive
to clinical visits costs.

Conclusions: DSDMs were less expensive and more ef-
fective in retaining clients 12-months after ART initiation,
and their implementation was estimated to save ap-
proximately $670 million to the health system from 2022
to 2024.

Cost-effectiveness of the WHO-endorsed
advanced HIV care package in Malawi

E. Hyle'", T. Maphosa?, A. Rangaraj?, M. Feser',

K. Reddy’, A. Shroufi4, P. Shrestha', R. Horsburgh?®,

N. Ford? A. Tiam®, A. Phillips’, K. Freedberg'
'Massachusetts General Hospital, Boston, United
States, *Elizabeth Glaser Pediatric AIDS Foundation,
Lilongwe, Malawi, *World Health Organization,
Geneva, Switzerland, “The Global Fund, Geneva,
Switzerland, *Boston University School of Public Health,
Boston, United States, °Elizabeth Glaser Pediatric
AIDS Foundation, Washington, D.C.,, United States,
’University College London, London, United Kingdom

Background: In sub-Saharan Africa, more than 20% of PL-
HIV present with advanced HIV disease (AHD). Our objec-
tive was to project the clinical outcomes, costs, and cost-
effectiveness of the WHO-recommended AHD package of
care in Malawi.

Methods: Using the validated CEPAC-I model, we simu-
lated a cohort of PLHIV aged 218y initiating ART with
measured CD4 count using published data and as-
sessed 7 strategies applied to people identified with AHD
(CD4<200/pL and/or WHO 3/4 disease):

1. No specific AHD care (sputum Xpert for people with TB
symptomes), and then sequential addition of:

2. Urine LAM;

3. Co-trimoxazole (CTX);

4. Cryptococcal antigen (CrAg) and CTX;

5. LAM and CTX;

6. LAM, CTX, and CrAg;

7. LAM, CTX, CrAg, and isoniazid preventive therapy (IPT).

The cohort had mean age 37y, 51% were female, mean
CD4 362/puL (15% with CD4 <200/uL and 4% with WHO3/4
disease and CD4 2200/uL). Among people with CD4 <200/
pL, prevalence was: 18-37% TB disease; 20-39% latent TB;
5% asymptomatic cryptococcal disease; 87% of people
with TB disease had symptomes.

Test costs were $13 (Xpert), $5 (LAM), and $3 (serum CrAg);
medication costs were $0.83/month (CTX), $4/month (Flu-
conazole), $1/month (IPT). Model outcomes included life
expectancy, costs, and incremental cost-effectiveness ra-
tio (ICER, $/year-of-life saved [YLS]); we considered ICERs
<$640/YLS (Malawi's annual per capita GDP) cost-effective.
Results: All AHD strategies would improve clinical out-
comes and increase costs (Table). The full AHD package,
LAM+CTX+CrAg+IPT, would result in the greatest life ex-
pectancy (21.61 life-years) and be cost-effective (ICER,
$250/YLS). All other strategies would be less efficient than
the full AHD package at the cost-effectiveness threshold.
Results are most sensitive to TB and cryptococcemia prev-
alence.

Conclusions: Using published data, the full AHD package
at ART initiation would be cost-effective in Malawi com-
pared with only some elements of the package, when
CD4 count is measured.

Strategy 1y survival Undiscounted Discounted Lifetime ICER
(%) life expec- life costs ($)* ($/YLS)*
tancy expectancy
(v) (v

No AHD care

(ART+Xper) 93.89 20.89 13.62 1,354

+LAM 94.20 2113 13.74 1,371 140
+CTX 94.31 21.21 13.81 1,412 dom
+CrAg+CTX 94.34 21.21 13.81 1413 dom
+LAM+CTX 94.64 2145 13.93 1,430 dom
+LAM+CTX+CrAg 94.66 21.46 13.94 1,431 dom
+LAM+CTX+CrAg+IPT ~ 94.88 21.61 14.03 1,444 250

*Discounted at 3%/year. Dominated (dom): the ICER of this strategy compared
to the next more costly strategy is higher and therefore not preferred.

Abbreviations: AHD, advanced HIV disease; PLHIV, people living

with HIV; ICER, incremental cost-effectiveness ratio; YLS, years-of-

life saved; LAM, lipoarabinomannan; CTX, co-trimoxazole; CrAg,

cryptococcal antigen; IPT, isoniazid preventive therapy.

Table. Model-projected outcomes comparing the clinical
outcomes, costs, and cost-effectiveness of different

strategies for AHD care for PLHIV initiating ART in Malawi.
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OAEO04 From silos to solutions:
Embracing integration for better health
outcomes

Blood pressure control among patients receiving
Integrated care for HIV, diabetes and hypertension
in primary health care facilities in Tanzania and
Uganda

J.B. Birungi', I. Namakoola', J. Okebe?, S. Kivuyo?, S. Jaffar*
'MRC/UVRI & LSHTM, Entebbe, Uganda, Liverpool

School of Tropical Medicine, Liverpool, United Kingdom,
3National Institute for Medical Research, Dar es

Salaam, Tanzania, United Republic of, *University
College of London, London, United Kingdom

Background: Non-communicable diseases (NCD) are a
growing cause of morbidity and mortality among per-
sons with or without HIV in sub-Saharan Africa. Diabetes
and hypertension alone are estimated to cause about 2
million deaths annually. This dual burden requires that
health care delivery systems are re-organized to address
the needs of patients with chronic conditions for better
outcomes. In partnership with public health services, we
conducted a large cluster-randomised trial; INTE-Africa
and compared blood pressure control among patients
between the two arms; integrated management and
standard care.

Methods: The study was part of a large cluster-ran-
domised control trial. High volume primary care facili-
ties were randomized. Study participants were selected
systematically. In the integrated care clinic (intervention
arm), participants with either HIV, diabetes or hyperten-
sion or combinations of these were managed in a single
common clinic by the same clinical teams, had joint tri-
age and waiting areas, and shared laboratory, counsel-
ling and pharmacy services. Standard care was orga-
nized in separate clinics. Participants were followed up for
12 months.

Results: A total 32 facilities were randomised. 16 to inte-
grated care and 16 to standard care. We enrolled 7030
participants in the study, of whom 5150 (73.3%) were fe-
male. Of these 3081 (43.8%) had hypertension (either as a
single or multiple condition) and had been in care for at
least six months.

At the end of the study, 2440/3081 (79.2%) participants’
blood pressure measurement was recorded, 1190 (48.8%)
were in the integrated care arm and 1250 (51.2%) in the
standard of care. In our study, 586/1190 (49.2%) partici-
pants in integrated care compared to 480/1259 (38.4%)
participants in the standard of care arm had blood pres-
sure controlled at the end of the study.

There was a difference in blood pressure control among
patients with hypertension only, 379/692(54.8%) in the in-
tegrated care arm compared with 288/689(41.8%) in the
standard of care arm of although not statistically signifi-
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cant (p-value of 0.05). Among patients with diabetes and
hypertension there was a statistically significant differ-
ence between the two arms (p=0.01).

Conclusions: There was some improvement in blood
pressure control among patients in integrated care arm
compared to those in the standard of care arm.

Scaling up cervical cancer prevention services
among women living with HIV: lessons and
experiences from FIKIA+ project in Mwanza,
Tanzania

B. Msongole', A. Msalilwa', N. Shemndolwa', O. Joseph,

M. Mahiti', M. Jalloh?, M. Amuri?, S. Mrema?, D. Magesa?,

O. Munishi', C. Wells*, N. Sugandhi4, J. Franks*, J. Kohemele!,
H. Maruyama'

'ICAP at Columbia University, Dar es Salaam, Tanzania,
United Republic of, °U.S Center for Disease Control

and Prevention, Dar es Salaam, Tanzania, United

Republic of, ’Regional Administrative Secretary

Office, Mwanza, Tanzania, United Republic of, ICAP

at Columbia University, New York, United States

Background: Cervical Cancer Prevention (CECAP) is a pri-
ority intervention as part of comprehensive HIV care for
women living with HIV (WLHIV). There was low uptake of
CECAP services in Tanzania's Mwanza region in the first
quarter of fiscal year 2022 (FY22), with 5% achievement
of the annual programmatic target of screening 26,618
WLHIV (33% of women on ART) for precancerous cervical
lesions. The initial poor performance was due to low ser-
vice coverage, inadequate supplies, cryotherapy machine
breakdown and scale up of 6 multi-months dispensing
(6 MMD) of antiretroviral therapy (ART), which reduced
WHLIV's clinic appointment frequency. We describe here
progress in scaling up CEPAP services in Mwanza.
Description: Between January and March 2022, facilities
offering CECAP services were scaled up from 29 to 54. In
addition, 97 facilities were added as outreach sites follow-
ing onsite mentorship and provision of technical support
by trained staff. Services were integrated with commu-
nity ART refill through a mobile clinic to reach WLHIV who
missed services, including those with 6 MMD of ART. Bio-
medical engineers were engaged to conduct corrective
and preventive maintenance of cryotherapy machines
and monitoring and timely delivery of CECAP supplies
was done. We analyzed routine program data to illus-
trate trends in cervical cancer screening and treatment
and how they proportionally correspond to the pre-set
targets.

Lessons learned: WLHIV screened for cervical cancer in-
creased from 1,294 in the first quarter of FY22 to 10,188
in the second quarter. By end of FY22, 25,701 WLHIV were
screened, corresponding to 97% of the annual target; 65%
of WLHIV were screened at outreach sites. Among WLHIV
screened, 753 (3%) were found to have precancerous cer-
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vical lesions and 743 (99%) were linked to treatment with
92% completing treatment in the same visit. Out of 25,701
WLHIV screened, 103 (0.4%) were suspected to have cancer
and were referred for further diagnosis.
Conclusions/Next steps: The target for cervical cancer
screening was almost achieved (97%) with 99% linkage to
treatment following a combination of enhanced service
delivery.

The findings demonstrate that it is feasible to make sub-
stantial improvements in the uptake of CECAP services
by implementing approaches to increase programmatic
reach and quality.

Integrating hepatitis C services into ART clinics in
low and middle income countries (LMICs) as an
approach toward hepatitis C micro-elimination:
pilot experience in Nigeria

C. Agwuocha?', O. Adisa’, O. Nwobi', M.-M. Akanmu,

C.E. Boeke?, I. Ikpeazu', A. Azania?, |. Adamu?, AY. Anmed?,
R. Abade Bello?, J. Kama', O. Fernandes? F. Lufadeju’,

O. Wiwa'

'Clinton Health Access Intiative, Abuja, Nigeria,

2Clinton Health Access Intiative, Boston, United States,
’Nasarawa State Ministry of Health, Lafia, Nigeria

Background: Globally, an estimated one in ten people liv-
ing with HIV (PLHIV) is co-infected with viral hepatitis B or
C (HBV, HCV), which increases morbidity and mortality[1].
HCV can be cured with low-cost, well-tolerated direct
acting antiviral treatment. Improving outcomes among
PLHIV with HCV/HBV co-infection demands strategic ser-
vice delivery approaches including integrating HCV/HBV
services in antiretroviral therapy (ART) clinics. This ab-
stract highlights HCV/HIV service integration outcomes
achieved at 4 ART sites in Nasarawa State, Nigeria.

[1] https://pubmed.ncbi.nlm.nih.gov/26922272/

Methods: A baseline assessment was conducted at ART
facilities and community ART engagements including
home visits to identify critical points for service integra-
tion including HCV screening, viral load (VL) confirmatory
testing, and treatment without disruption to existing ser-
vices.

No routine HCV screening for PLHIV was previously avail-
able. Relevant healthcare workers were trained on HCV
management and data reporting. From July 2020 - De-
cember 2022, PLHIV coming for ART visits received HCV
screening during triaging and positive patients were
linked to care.

Patient navigators and ART defaulter trackers identified
unscreened PLHIV using facility HCV screening and enrol-
ment data and prompted their return to the facility for
HCV services through texts/calls or provided these ser-
vices in community settings. Positive patients were linked
to VL testing and treatment in either the facility or com-
munity.

Results: During this integration pilot, a total of 3831 PL-
HIV were screened of 4042 receiving ART across the sites
(94.8%; Male (M)/Female (F) = 29%/71%). 426 (11.1%) were se-
ropositive, 371 received a confirmatory HCV VL (871%), 218
were viremic (58.8%), and 175 initiated HCV treatment.

Figure. Hev Care cascade for enrolled PLHIV in four ART
facilities (July 2020 - December 2022).

Conclusions: Despite the effects of the COVID-19 pandem-
ic, and financing barriers necessitating domestic resource
mobilization, HIV/HCV service integration at ART clinics
and community settings has been a successful strategy
to dramatically expand HCV screening and treatment
among HIV clients and a critical step to achieving HCV
micro-elimination in PLHIVs in LMICs.

Willingness to access PrEP for adolescent girls and
young women seeking emergency contraception
at community pharmacies in Uganda

T.R. Muwonge', A. Nalumansi', K. Beima-Sofie?,

R. Nsubugad', E. Laker Agnes Odongpiny’, M. Nakitende',
A. Nakyanzi', A. Mujugira'?, R. Heffron?

'Infectious Diseases Instititute Makerere

University, Kampala, Uganda, 2University of
Washington, Seattle, United States, University

of Alabama, Birmingham, United States

Background: Adolescent girls and young women (AGYW)
account for 26% of new HIV diagnoses n Uganda, but only
4.6% of pre-exposure prophylaxis (PrEP) users. Differenti-
ated delivery of PrEP services at private pharmacies, often
frequented by this population, could increase prevention
coverage.

Methods: We recruited AGYW, aged 18-24 years, seeking
emergency contraception (EC) from 13 randomly selected
community-pharmacies in central Uganda between May
and December 2022. We hypothesized that AGYW seeking
EC at community-pharmacies would be willing to access
and use PrEP. Following brief training, pharmacy provid-
ers delivered study information to interested AGYW and
referred them to the research clinic for data collection.
The primary outcome was willingness of AGYW to access
PrEP, evaluated using an interviewer-administered cross-
sectional survey. We used descriptive statistics and modi-
fied Poisson regression to analyze the data.

Results: We enrolled 130 AGYW, median age of 22 years
(interquartile range [IQR] 20-24). Of these, 104 (80%) were
living alone or had no partner, and 64 (49%) had no child.
Eighty-four (65%) were employed and median monthly
income was $54.4[40.8-81.6]. AGYW accessed EC a median
of 3 times (IQR 2-6) in the prior 3 months. Most (81%) chose
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community-pharmacies as the most convenient place
to receive PrEP services instead of public/private health
facilities, or community outreach. Approximately half of
AGYW (73; 56%) were willing to accept PrEP from commu-
nity-pharmacies.

Willingness to access pharmacy-delivered PrEP was as-
sociated with PrEP awareness (adjusted prevalence ratio
[APR] 1.90; 95% confidence interval [Cl]:1.43-2.51; P<0.001),
having a busy schedule (APR 1.60; 95%Cl:1.20-2.13; P=0.001),
experiencing symptoms of a sexually transmitted disease
in the prior 3 months (APR 1.58; 95%CI:1.22-=2.06; P=0.001),
number of sexual partners in the previous 3 months (APR
115 per partner; 95%CI:1.02-1.31; P=0.03), and number of sex
acts in the prior 3 months (APR 1.01 per act, 95%Cl:1.00-1.02;
P=0.006).

By contrast, dysuria and condom use were associated
with decreased willingness to access PrEP (APR 0.38, 95%Cl:
0.20-0.71; P=0.003) and (APR 0.78, 95%Cl:0.67-0.92; P=0.002),
respectively.

Conclusions: More than half of AGYW in our survey were
willing to access PrEP from community-pharmacies. If
scaled, pharmacy-based PrEP delivery models could sig-
nificantly improve PrEP access for this population.

OAEO5 #SwitchUp4KeyPopulations:
Worldwide advancements in meeting
the growing needs of key populations

Tackling health facility intersectional stigma faced
by men who have same-gender sex in Ghana:
early results from a randomized control trial

L. Nyblade', E. Oga', S. Clay? M. Chonta?, E. Mankattah?,
R. Vormawor?, R.P. Amoh-Otu*, E. Gyamerah?, R. Akrong?,
P. Appiah?, F. Boakye®, K. Saalim', M.A. Stockton®,

G. Abu-Ba'are’, N. Smith Ordain', C. Logie®, K. Torpey?,
L.E. Nelson™

'RTI International, Washington, D.C., United States,

23C Regional Consultants, Lusaka, Zambia, *Educational
Assessment & Research Center, Accra, Ghana, “Youth
Alliance for Health & Rights, Kumasi, Ghana, *Priorities
on Rights & Sexual Health, Accra, Ghana, ‘Columbia
University Irving Medlical Center, Department of
Psychiatry, New York, United States, "University of
Rochester, Rochester, United States, éUniversity of
Toronto, Factor-Inwentash Faculty of Social Work,
Toronto, Canada, *University of Ghana, School of

Public Health, Department of Population, Family &
Reproductive Health, Accra, Ghana, “Yale University,
School of Nursing, New Haven, United States

Background: Intersectional stigma and discrimination
(ISD) in the health system towards gay, bisexual, and oth-
er men who have sex with men (GBMSM) is a barrier to
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HIV prevention and treatment for this underserved popu-
lation, particularly in settings where same-gender sex is
criminalized. Yet, few empirically tested health-facility (HF)
ISD-reduction interventions exist. Therefore, we adapted
an evidence-based HIV HF stigma-reduction intervention
to address the intersection of HIV, same-gender sex and
gender non-conforming stigma and discrimination in
Ghana, where GBMSM are 11 times more likely to be living
with HIV than the general population.

Methods: We assessed the effect of the facility-level
stigma reduction intervention using baseline (n=200),
3-month (n=200) and 6-month (n=200) follow up survey
data of staff in 8 HFs randomly assigned to intervention
and wait-list control in Greater Accra and Ashanti regions,
Ghana.

Differences-in-differences analysis was conducted to as-
sess whole-facility intervention effects using the 18-item
and 3 sub-scales validated HCF Intersectional Stigma
Scale (HCF-ISS). The outcomes of interest were facility-lev-
el composite stigma scores for key stigma drivers.
Results: At 3-months post intervention, we observed a
significant reduction in the whole-facility intersectional
stigma score (and the gender-and-sexuality norms belief
subscale) in the intervention HFs compared to wait-list
facilities. This difference held at 6-months post interven-
tion for the gender-and-sexuality norms belief subscale
(Table).

Healthcare Facilities Control Intervention
Staff Intersectional
Stigma Scale
(HCF-ISS)

Mean (SD) Stigma Scores  Mean (SD) Stigma Scores

Scale is average score

-fange 1-5, with 5 . Bgse- 3-month 6-month Bgse-
highest corresponding line line
to highest level of

stigma (undesirable

outcome)

3-month 6-month

Subscale 1:
Intersectional Identities ~ 2.02 2.09 1.90 212 1.94 1.88
Discomfort (Cronbach’s  (0.69)  (0.74)  (0.57)  (0.74)  (0.67)  (0.73)
alpha = 0.71)

Subscale 2: Gender

and Sexuality Norms 3.67 3.55 3.52 3.88 343 3.38
Beliefs (Cronbach’s (0.63) (0.81) (0.76)  (0.71)  (0.88)* (0.87)*
alpha =0.72)

Subscale 3: HIV

stigma (Cronbach's 223 222 2.23 227 2.24 222

(0.73)  (067) (068) (0.76) (0.75)  (0.68)

alpha = 0.68)

Total Intersectional

Stigma Score 2.72 27 261 2.85 2.58 2.56
(Cronbach’s (045  (0.51) (0.45)  (0.49) (0.55)* (0.58)
alpha = 0.74)

*Statistically significant change in average facility stigma score
in intervention hospitals compared to control hospitals

Table.

Conclusions: Upholding human rights, delivering quality
services for GBMSM and ending AIDS by 2030 is not achiev-
able without reducing the ISD faced by populations that
are disproportionately impacted by HIV and underserved
by the health system. Reducing ISD in HFs is particularly
critical, given their essential role in providing prevention
and treatment services.
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This study provides evidence that it is possible to reduce
intersectional stigma towards GBMSM in health systems,
even in the context of challenging political and social cli-
mates. It provides a replicable intervention approach as
well as practical intervention tools.

Catalyzing access to HIV services and essential
health care for key populations: effective
innovations for African countries

F. llika', U. Inekanandu’

"Palladium, Abuja, Nigeria

Background: About four-fifths of the 24 million people in
Nigeria's Lagos State live below the poverty line and can-
not afford to pay for essential healthcare without risking
catastrophic financial consequences. A large number of
key population groups- men who have sex with men, in-
jection drug users, female sex workers, and transgender
populations reside in Lagos state.

Nigeria, like many African counties, often criminalize and
stigmatize these population groups with resultant lack of
access to essential health care, risk of health catastrophe
and poverty as traditional government programs do not
fund their health care needs.

Description: The USAID Health Policy Plus Project HP+ sup-
ported Lagos State to expand its health insurance scheme
and devised a special focus to target orphans, vulnerable
children, people living with HIV, and key populations. HP+
collaborated with key actors including the Network of
People living with HIV and State Health Insurance Agency
and secured the release of the state's equity fund—an
annual contribution by the government for provision of
healthcare to poor and vulnerable communities—and for
key populations to be prioritized as beneficiaries of this
fund, for the first time.

The program also facilitated their enrolment into the so-
cial register which enables them to access government
intervention funds for improving livelihoods.

Lessons learned: These efforts led to the release of
NGN750-million in equity funds, for increased access to
quality health care, and HIV services. 100,000 poor and
vulnerable children and people living with HIV including
12,000 from key populations were enrolled.

This policy change allowed the targeted groups to be en-
rolled into health insurance and receive free health care
at their preferred one stop shop facilities, increasing ac-
cess to essential HIV and health care services, and finan-
cial protection.

Conclusions/Next steps: Catalyzing government fund-
ing for key populations is possible even in settings where
they are criminalized through strategic, targeted, collab-
orative and integrated approaches. This can be adapted
by other countries facing similar challenges in obtaining
government funding for key populations. This integrated
approach also provides health, economic and social ben-

efits which is essential for ensuring the complete well-
being of key population groups- a critical factor for HIV
epidemiological control

Increasing access to SelfCare: Employing an
online-based demand generation strategy to
increase uptake of peer-led unassisted HIV
self-testing among key populations in the
Philippines

RM. Brines', R. Domingo', J.D. Rosadino’, D. Cruz',
M. Brines', P. Junio', J.Il. Dinglasan’, R. Pagtakhan', J.P. Benito!
"LoveYourself Inc., Mandaluyong, Philippines

Background: Ease of access is one factor in getting test-
ed for HIV. The imposed limited mobility due to COVID-19
limited this access even further. Since its introduction in
2020, unassisted HIV self-testing has been established as
a choice for key populations to access HIV testing in the
Philippines. Aiming to bring HIV testing awareness to key
populations, a program designed to generate demand is
introduced in SelfCare (LoveYourself's unassisted HIV self-
testing program).

Description: Guided by the AIDA model (Figure 1), this pro-
gram aimed to create awareness and demand genera-
tion by creating a massive number of leads of potential
clients accessing SelfCare. A communications plan was
designed by members of key populations to determine
the campaign architecture, keeping in mind the target
market: gay, bisexual, and other men who have sex with
men (GBMSM) and transgender people. The key messages
focused on testing information, access, and its impact on
the lifestyle of clients.

The visual theme and the messages developed include
a motivational tone of espousing self-empowerment.
These campaigns are promoted on various social media
platforms.

AIDA Model

Figure 1.

Lessons learned: The communications plan was imple-
mented starting in October 2020. The continuous posting
of content has increased uptake by 1,012% compared to
data from July-September 2020. During the campaign, a
total of 513,024 clients were reached (as of Dec 2022).
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These campaigns have generated 20,043 clients access-
ing SelfCare, with a reactivity rate of 6% among those
who reported results. 3913% of the clients tested for HIV
for the first time. Among those reactive, 75.33% of clients
have been enrolled in treatment.

Conclusions/Next steps: It was seen that demand gen-
eration campaigns powered by the community are effec-
tive in bringing awareness of HIV self-testing. Community
consultations are essential in creating these programs
for key communities. This momentum will be maintained
with offline community engagement activities and cam-
paigns promoted on other online platforms.

Differentiated online-to-offline (O20) interventions
for HIV services: impacts on HIV testing and case
finding among key populations in Thailand, Nepal
and the Philippines

P. Patpeerapong', T. Chaisalee?, S. Janyam?, S. Sittikarn?,
Y.R. Sapkota®, A. Sharma®, D. Ortizé, G-J. Alatiit’, S. Mills?,
A. Arunmanakul®

'Mplus Foundation, Chiang Mai, Thailand, “Rainbow Sky
Association of Thailand, Bangkok, Thailand, *Service
Workers in Group Foundation, Bangkok, Thailand,
4Caremat Foundation, Chiang Mai, Thailand, *FH/

360, Kathmandu, Nepal, ‘Laguna Medlical Center,
Laguna, Philippines, "Hospital Ospital ng Binan,
Laguna, Philippines, éFHI 360, Bangkok, Thailand

Background: The COVID-19 pandemic brought renewed
emphasis on the strategic use of online to offline (020)
interventions, since in-person outreach was reduced,
and HIV service options were often limited. In Thailand,
Nepal, and the Philippines, USAID EpiC Project-supported
community-based organizations and hospitals adapted
multiple O20 approaches to reach and test key popula-
tions, with a focus on reaching undiagnosed HIV-positive
individuals. We identify and analyze here the impacts of
these 020 approaches in the three countries from Octo-
ber 2021-September 2022.

Description: Social influencers, targeted ads, and online
outreach engaged sexual, drug-use, and chemsex net-
works to promote HIV testing on social media and chat
apps, e.g., Facebook, Twitter, LINE, TikTok, Grinder, Hornet,
and Blued. A unique online reservation web application
permitted in-depth analysis of client flow from the source
of client online exposure to messaging through clinic at-
tendance and service utilization, e.g., HIV testing.
Lessons learned: In Thailand, O20 interventions brought
in 1% of all project-supported HIV testing clients (5% HIV
case detection). A majority of online clients were reached
by Facebook, but two apps - Blued and Twitter - had the
highest case detection (10.4% and 7.8%, respectively).

In Nepal, O20 interventions brought in 10.3% of all HIV
testing clients, and Facebook was the most common
site for recruiting clients (57% of all 020 activity). A total
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of 8.4% of clients tested through 020 interventions were
positive, though some platforms showed higher case de-
tection, e.g. Whatsapp, 11.1%.

In the Philippines, 020 interventions specifically assisted
project-supported government hospitals where they
contributed more than one-third (37%) of the clients HIV
tested and almost one-fifth (19%) of all identified HIV cas-
es. At one government facility, the on-line reservation app
contributed 56% of all HIV testing and 79% of all identified
HIV cases.

Conclusions/Next steps: Differentiated 020 interven-
tions focused on key populations clearly demonstrated
their added value in HIV testing and case finding across
three countries. Programs need to regularly analyze the
effectiveness of specific platforms, use innovations such
as online reservation apps that allow more in-depth
analysis, and continually adapt O20 interventions so that
they remain impactful and relevant to KP's dynamic use
of social media.
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Transcriptional activity of brain-derived HIV long
terminal repeat sequences from ART-treated
people with HIV

J. Jamal Eddine’, C. Cochrane', T. Angelovich'*3 M. Roche?,
M. Churchill"#

'RMIT University, Bundoora, Australia, 2Doherty Institue,
Melbourne, Australia, ’Burnet Institute, Melbourne,
Australia, “Monash University, Clayton, Australia

Background: Recently, we demonstrated that the brain
of ART-treated people with HIV (PWH) harbours a pool of
both intact and defective HIV proviruses. We and others
have demonstrated that HIV long terminal repeats (LTRs)
isolated from the brain of viremic PWH are functional and
distinct from those isolated from matched peripheral tis-
sues from the same individual. Despite the presence of in-
tact potentially replication competent proviral genomes,
whether the LTRs are functional and transcriptionally ac-
tive is unclear.

Methods: Autopsy brain and matched peripheral tissue
from ART-treated (n=9) or viremic PWH (h=2) were provid-
ed by the National NeuroAIDS Tissue Consortium. Droplet-
digital PCR was utilised to quantify the presence of HIV po/
DNA within brain tissue from these individuals. HIV LTRs
from brain and matched peripheral tissue (where avail-
able) were isolated through single genome ampilifica-
tion. Phylogenetic sequence analysis was undertaken and
transcription factor binding site analysis was performed
through the transfection of LTRs into astrocyte and micro-
glial cell lines under basal and tat-transactivated condi-
tions.

Results: HIV po/ DNA was detected in the brain of both
ART-treated and viremic PWH (median (IQR) HIV pol DNA
copies/10¢ cells = 32.59 (13.9 - 310.1) vs 17015 (670.3 - 33359).
A total of 18 unique sequences were isolated from brain
tissue (4 ART-treated and 2 viremic PWH) and 38 unique
sequences were isolated from matched peripheral tissue
(3 ART-treated and 2 viremic PWH). In contrast to our pre-
vious findings in viremic PWH, compartmentalisation was
not observed between brain and peripheral sequences in
ART-treated PWH. All sequences isolated from the brain of
ART-treated PWH retained intact core promotor regions
(TATA, SP1, NF- kB), suggesting that they are capable of
transcription. Interestingly, one sequence also contained
additional SP1 sites. Isolated LTRs were transcriptionally
active and capable of Tat-transactivation within brain
cell lines (n=4 unique sequences from two ART-treated
participants).

Conclusions: These findings support the presence of a
potentially transcriptionally competent inducible pool of
HIV in the brain of ART-treated PWH. Understanding the

function of HIV LTRs derived from intact proviral genomes
in the brain may inform the role of the HIV reservoir in on-
going disease and as a barrier to HIV cure.

Genetic variation of the HIV-1 subtype C
transmitted/founder viruses long terminal
repeat elements and the impact on
transcription activation potential and clinicall
disease outcomes

P. Madlala'?, Z. Mkhize', S. Naicker', S. Khathi', S. Maikoo',

K. Gopee!, K. Dong***, T. Ndung'u'*634

'"HIV Pathogenesis Programme, The Doris Duke Mediical
Research Institute, Nelson R. Mandela School of Medlcine,
University of KwaZulu-Natal, Durban, South Africa, °School
of Laboratory Medlicine and Medlical Sciences, University of
KwaZulu-Natal, Durban, South Africa, ’Ragon Institute of
Massachusetts General Hospital, Massachusetts Institute
of Technology, and Harvard University, Cambridge, United
States, “Division of Infection and Immunity, University
College London, London, United Kingdom, *Harvard
Medical School, Boston, United States, ‘Africa Health
Research Institute (AHRI), Durban, South Africa

Background: A genetic bottleneck is a hallmark of HIV-1
transmission such that only very few viral strains, termed
transmitted/founder (T/F) variants establish infection in a
newly infected host. Phenotypic characteristics of these
variants may determine the subsequent course of dis-
ease. The HIV-1 5' long terminal repeat (LTR) promoter
drives viral gene transcription. HIV-1 5'LTR and 3'LTR have
a ssame genetic sequence.

The major aim of this study was to investigate the genetic
and functional of T/F LTR variants. We hypothesised that
HIV-1 subtype C (HIV-1C) T/F virus LTR genetic variation is
a determinant of transcriptional activation potential and
clinical disease outcome.

Methods: The 3'LTR was amplified from plasma sam-
ples of 41 study participants acutely infected with HIV-1C
(Fiebig stages | and V/VI) in Durban South Africa. Paired
longitudinal samples were also available at one year
post-infection for 31 of the 41 participants. 3'LTR (referred
as LTR henceforth) amplicons were cloned into a pGL3-
basic luciferase expression vector, and transfected alone
or together with Transactivator of transcription (tat) into
Jurkat cells in the absence or presence of cell activators
(TNF-a, PMA, Prostratin and SAHA).

Results: Inter-patient T/F LTR sequence diversity was 5.7%
with subsequent intrahost viral evolution observed in
48.4% of the participants analyzed at 12 months post-in-
fection. T/F LTR variants exhibited differential basal tran-
scriptional activity, with significantly higher Tat-mediated
transcriptional activity compared to basal (p<0.001). Basal
and Tat-mediated T/F LTR transcriptional activity showed
a significant positive correlation with contemporane-
ous viral loads and negative correlation with CD4 counts
(p<0.05) during acute infection respectively.
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Furthermore, Tat-mediated T/F LTR transcriptional ac-
tivity significanly correlated positively with viral load set
point and viral load; and negatively with CD4 T cell counts
at one year post infection (all p<0.05). Lastly, PMA, Prostra-
tin, TNF-a and SAHA cell stimulation resulted in enhanced
yet heterologous transcriptional activation of different
T/F LTR variants.

Conclusions: Our data suggest that T/F LTR variants may
influence viral transcriptional activity, disease outcomes
and sensitivity to cell activation. Future studies should in-
vestigate the impact of T/F LTR genetic variation on la-
tency development and/or reactivation.

TGF-f drives HIV infected CD4* T cells to adopt a
tissue resident memory phenotype

S.Vimonpatranon', L.R. Goes?3, A. Chan?, I. Licavoli?,

S.R. Wertz?, D. Huang*, A. Jiang*, C. Huang? C. Martens®,

K. Virtaneva®, MAA. Soares®é, A.S. Fauci? J. Arthos?,

C. Cicala?

"Armed Forces Research Institute of Medical Sciences,
Retrovirology, Bangkok, Thailand, °National Institute

of Allergy and Infectious Diseases, Laboratory of
Immunoregulation, Bethesda, United States, 3Instituto
Nacional de Cancer, Oncovirology Program, Rio de
Janeiro, Brazil, “National Cancer Institute, Lymphoid
Malignancies Branch, Bethesda, United States, *National
Institute of Allergy and Infectious Diseases, Rocky Mountain
Laboratory, Hamilton, United States, Universidade
Federal do Rio de Janeiro, Department of Genetics, Rio de
Janeiro, Brazil

Background: Persistent reservoirs are established dur-
ing the acute stage of HIV infection when high level rep-
lication occurs in gut associated lymphoid tissue (GALT).
Long-lived gut CD4* tissue resident memory cells (T,,s)
contribute to viral reservoirs. T, cell differentiation is not
well understood. Identifying the cues that drive infected
cells in the gut to become T,,,s may help identify strate-
gies to prevent or disrupt the formation of these reser-
VOirs.

Methods: In this study we carried out a combined gene
expression and phenotypic analysis of MAJACAM costimu-
lated cells by multicolor flow-cytometry. CD4* T cells iso-
lated from healthy donors were costimulated with MAd-
CAM, retinoic acid and TGF-p.

Results: 7 days after costimulation we noted upregula-
tion of CD69 and CD103. Prolonged expression of CDé69 is
associated with tissue resident memory cells (T,,,). CD103
(integrin a,) which combines with integrin B, to form o.f,
heterodimers. Like CDé9, aEB7 is a marker of T, cells.

We also observed upregulation of the gut-homing
chemokine receptor CCR9. These three markers represent
a signature of T, cells. Thus, MAdCAM costimulation es-
tablished a differentiation program that resulted in the
formation of CD4* T cells with a T,,, -like phenotype. TGF-f3
is known inducer of CD103. Combining TGF-B with MAd-
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CAM further differentiated CD4* T cells toward a T,,, -like
phenotype. The capacity of MAACAM to upregulate CCR5*
rendered these cells susceptible to HIV infection, even in
the presence of TGF-p.

Conclusions: A hallmark of acute HIV infection is infec-
tion in gut tissues. Our findings raise the possibility that
during acute infection, interactions between CD4* T cells
and MAdJCAM facilitate both the formation of T, cells,
and their infection. Such an activity may contribute to the
early establishment of persistent HIV reservoirs localized
to the gut.

Infection by high replication capacity HIV-1
viruses is associated with increased glucose
metabolism by T cells

0.0. Baiyegunhi', K. Mthembu', A-k. Reutschel?,

D. Ojwach? O. Farinre®, M.J. Bunders?, M. Altfeld®, C. Jolly?,
J. Mann3, T. Ndung'u'32¢

'Africa Health Research Institute, Durban, South Africa,
2University College London, Division of Infection and
Immunity, London, United Kingdom, *University of
KwaZulu-Natal, HIV Pathogenesis Programme, Durban,
South Africa, “University Medical Center Hamburg-
Eppendorf, Department of Medicine, Hamburg, Germany,
*Heinrich Pette Institute, Research Department Virus
Immunology, Hamburg, Germany, ‘Ragon Institute of
MGH, MIT, and Harvard University, Boston, United States

Background: HIV viruses with high replicative capacity
(RC) are associated with elevated viral loads and faster
disease progression in the absence of therapy. It has also
been reported that in some circumstances, lower RC vi-
ruses may be selectively favored for transmission. Under-
standing the underlying mechanisms of the spread of
viruses with variable RCs may inform novel anti-HIV inter-
ventions. Cellular metabolism plays an important role in
regulating immune cell function and there is accumulat-
ing evidence that CD4* T cells' metabolic reprogramming
of glucose breakdown, glycolysis, and oxidative phospho-
rylation favor HIV infection.

We hypothesized that viruses differ according to their RC
in the ability to modulate cellular metabolism and pro-
mote virus transmission and replication.

Methods: Chimeric viruses containing patient-derived
gag-protease amplicons from HIV-1 subtypes B and C
were constructed in the NL4-3 backbone (n=29). Viral RC
was determined using a GFP-reporter cell line assay, and
the ability for in vitro virus cell-to-cell spread in T cells was
measured by gag p24 detection using flow cytometry.

In addition, glucose and fatty acid metabolism in infect-
ed cultures were quantified using flow cytometry-based
2-NBDG and Bodipy uptake assays. Glutamine levels were
also measured using a luminescence-based assay.
Results: Subtype B chimeric viruses had overall higher
RCs than subtype C viruses (p=0.0003). Virus RC correlated
with the amount of cellular glucose uptake (p=0.02, r=0.5),
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but not fatty acid uptake in infected T cell cultures. Moreo-
ver, fatty acid uptake was higher in HIV-infected cells ir-
respective of virus RC compared to bystander cells within
the same culture (p=0.01). Cell-to-cell spread, after 24 and
48 hours of co-culture, correlated with virus RC (p=0.02,
r=0.7) and this was accompanied by increased glutamine
consumption in infection cultures (p<0.0001).
Conclusions: These results suggest that virus character-
istics such as RC, may influence the host cellular glucose
metabolism and further enhance virus cell-to-cell spread.
These data have implications for understanding the
mechanisms underlying differential clinical outcomes by
viruses with variable RCs.

IL7RA single nucleotide polymorphisms and CMV
co-infection associate with MAIT cell dysregulation
in treated HIV-1infection

F. Han'?, MY. Gulam?, Y. Zheng™, N.S. Zulhaimi*®,

W.R. Sia?, D. He'?, A. Ho'?, L. Hadadi, Z. Liu', P. Qin'?,

P.E Lobie™, A. Kamarulzaman*®, L-F. Wang?, J.K. Sandberge,
S.R. Lewin’, R. Rajasuriar*®, E. Leeansyah'?3¢

"Tsinghua University, Institute of Biopharmaceutical

and Health Engineering, Shenzhen International
Graduate School, Shenzhen, China, ?Tsinghua

University, Precision Medicine and Healthcare Research
Centre, Tsinghua-Berkeley Shenzhen Institute, Shenzhen,
China, *Duke-NUS Medlical School, Programme in
Emerging Infectious Diseases, Singapore, Singapore,
4University of Malaya, Centre of Excellence for Research
in AIDS (CERIA), Kuala Lumpur, Malaysia, *University of
Malaya, Department of Medicine, Kuala Lumpur,
Malaysia, °Karolinska Institutet, Center for Infectious
Medicine, Department of Medicine Huddinge,
Stockholm, Sweden, University of Melbourne, Peter
Doherty Institute for Infection and Immunity, Melbourne,
Australia

Background: Mucosa-associated invariant T (MAIT) cells
are the most abundant antimicrobial T cells in humans
and recognise riboflavin-related metabolites. MAIT cells
are depleted and exhausted in HIV-1-infected individu-
als despite long-term combination antiretroviral therapy
(CART).

IL-7 treatment supports MAIT cell reconstitution in HIV-
1-infected individuals in vivo and rescues their functional-
ity in vitro. Single-nucleotide polymorphisms (SNPs) of the
IL-7RA gene modulate the levels of soluble (s)IL-7Ra levels
and influence bioavailability of circulating IL-7.

Here we evaluated the potential influence of /L-7RA poly-
morphisms on MAIT cell numbers and function in healthy
control (HC) subjects and HIV-1-infected individuals on
long-term cART.

Methods: The /L-7RA promoter haplotypes were identi-
fied by haplotype-tagging SNPs of /L-7RA from a cohort of
35 HC and 39 HIV-1-infected individuals. The number and
phenotype of MAIT cells, levels of the MAIT cell-associated

transcription factors, and MAIT cell effector function and
proliferation following cognate stimulations were meas-
ured by flow cytometry.

Results: The /L-7RA haplotype 2 (H2*T), defined as T-allele
carriers at the tagging SNP rs6897932, affects the size of
the peripheral blood MAIT cell pool and their production
of cytokines and cytolytic effector proteins in response to
bacterial stimulation in HC. H2*T carriers had lower slL-
7Ra levels and higher MAIT cell frequency with enhanced
functionality linked to higher expression of MAIT cell-asso-
ciated transcription factors. Despite an average of 7 years
on cART, MAIT cell levels and function in HIV-1-infected in-
dividuals were still significantly lower than those of HC.
Notably, we observed a significant correlation between
MAIT cell levels and cART duration only in H2*T HIV-1-in-
fected individuals. Unexpectedly, the levels of anti-CMV
IgG are correlated with sIL-7Ra levels and inversely corre-
lated with MAIT cell numbers.

Finally, treatment with sIL-7Ra. in vitro suppressed IL-7-de-
pendent MAIT cell proliferation and function following
cognate stimulations.

Conclusions: Collectively, these observations suggest
that /L-7RA polymorphisms may play a significant role in
MAIT cell biology and influence MAIT cell recovery in HIV-1
infection by modulating sIL-7Ra levels and IL-7 bioavail-
ability to MAIT cells.

Our findings also suggest that CMV co-infection may po-
tentially contribute to MAIT cell dysregulation. The poten-
tial links between /L7RA polymorphisms, MAIT cell immu-
nobiology, HIV-1infection, and concomitant CMV infection
warrant further studies.

Long-term HIV control and breastfeeding: HIV
DNA in breast milk cells from an exceptional elite
controller and a woman on-ART. Are we ready to
change the paradigm?

A.A. Osegueda Pend’, L. Baquero', A. Czernikier,

C. Mendez? Y. Ghiglione', G. Turk, N. Laufer’
'CONICET-Universidad de Buenos Aires. Instituto de
Investigaciones Biomédicas en Retrovirus y Sida (INBIRS),

Buenos Aires, Argentina, *Subprograma de Maternidad
e Infancia, Ministerio de Salud, Provincia de San Luis, San
Luis, Argentina

Background: HIV has been found to be present in breast
milk, even in the context of antiretroviral therapy (ART).
Formula feeding is safe in high-income settings, there-
fore, women living with HIV (WLWH) are advised against
breastfeeding and this recommendation has not
changed over time.

However, WLWH with fully suppressed viral loads and ex-
ceptional elite controllers are challenging these guide-
lines and even choosing to breastfeed.

Here we aimed to study the HIV RNA and reservoir present
in breast milk from an exceptional elite controller (EEC,
the "Esperanza patient”) and to compare it with another
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woman who has been under ART with dolutegravir, lami-
vudina and abacavir since march 2016 (WLWH-on-ART),
maintaining undetectability for over 69 months.
Methods: 5.65 liters of breast milk from the first seven
weeks of lactation were processed from the EEC, and 411
mL from WLWH-on-ART. Milk was centrifuged and the fluid
portion (556 ml from EEC, 146 ml from WLWH-on-ART) was
ultracentrifuged and used to determine HIV viral load
(VL).

Also, 1,443 billion cells from EEC and 36.6 million cells from
WLWH-on-ART were obtained. DNA was extracted and to-
tal HIV DNA gPCR and FLIP assays were performed.
Results: Breast milk VL was undetectable (<40 copies/mL)
for both subjects throughout the first seven weeks of lac-
tation. Seven copies of HIV DNA were found within 87 mil-
lion cells analyzed from the EEC (0.08 copies/IM cells) and
2 copies were found within 2.7 million cells from WLWH-on-
ART (0.74 copies/IM cells) by gPCR. For the EEC, 9.3 million
cells were analyzed by FLIP-assay and no amplicons were
obtained.

Conclusions: The Esperanza patient is an EEC, and her
status correlates with lower levels of HIV reservoir in blood.
Our studies in breast milk are still preliminary, however,
they suggest that the characteristics of HIV reservoir in
breast milk are also different from the peripheral blood
and from non-controllers, showing lower levels of HIV
DNA.

We intend to expand our study, including more lactat-
ing subjects on-ART with long-term undetectability. This
would help to estimate more accurately the real risk of
HIV transmission through breast milk in this population.

Novel adjuvant ALFQ elicits a strong immune
stimulatory signature that correlates with
remarkable magnitude T cell and humoral
immune responses following pox-protein
vaccination

H. King'?3, C. Sulbra', E. Tourtellott-Fogt'?, K. Om'?,
M. Dong"? M. Rao', D. Bolton'?

'U.S. Military HIV Research Program, Walter Reed
Army Institute of Research, Silver Spring, United
States, *Henry M. Jackson Foundation for the
Advancement of Military Medicine, Bethesda,
United States, *Vaccine Research Center, NIAID, NIH,
Bethesda, United States

Background: Novel vaccine adjuvants may play an im-
portant role in eliciting immune responses capable of
protecting against HIV-1 acquisition. One promising ad-
juvant under investigation is the monophosphoryl lipid
A-containing Army Liposomal Formulation (ALF) with
QS21 saponin (ALFQ). In a pox-protein vaccination study
in nonhuman primates adjuvanted with ALFQ, the peak
percentage of Env-specific CD4+ and CD8+ T cells were
unprecedented, ranging between 0.9-59% and 0.4-3.4%,
respectively.
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We aimed to assess the contribution of ALFQ to this re-
sponse by measuring innate immune activation following
immunization.

Methods: Rhesus macaques were vaccinated with re-
combinant modified vaccinia virus Ankara encoding HIV-1
gag/pol and env in a prime-boost regimen with multim-
eric gp145 Env protein. gp145 was adjuvanted with either
ALFQ or aluminum hydroxide followed by mixing with ALF
(ALFA) (n=9/group). Soluble cytokines in the plasma were
measured 0 and 24 h post-vaccination using a bead-
based Luminex assay. Env-specific binding antibodies
and T cell responses were measured in peripheral blood
2 weeks post-vaccination by ELISA and intracellular cy-
tokine staining, respectively.

Results: Inflammatory cytokine levels transiently in-
creased in plasma following vaccination. ALFQ adju-
vanting induced a more robust inflammatory cytokine
response than ALFA, with larger fold-change increases
in IL-1RA, IL-6, IFNg, IL-18, G-CSF, IL-15 and sCD40L one day
post-vaccination (P<0.05).

Post-vaccination plasma cytokine levels positively cor-
related with the magnitude of Env-specific CD4+ T cell
responses (IL-1RA, IL-18, MCP-1, IL-6, IL-15, IFNg, IL-10, G-CSF,
MIP-1B, sCD40L) and Env-specific antibodies (IL-1RA, IL-18,
IL-6, IFNg, G-CSF, MIP-1B3, sCD40L).

In contrast, CD8+ T cell response associations with plasma
cytokine levels were more limited: induction of high mag-
nitude Env-specific CD8+ T cells correlated with levels of
the pro-inflammatory cytokine, IL-6.

Conclusions: ALFQ adjuvanted pox-protein vaccination
elicits vigorous innate immune activation one day post-
vaccination, while the related liposomal adjuvant ALFA,
lacking QS-21, was less pro-inflammatory. The cytokine
milieu elicited by ALFQ may support development of ex-
ceptional T cell responses, such as via recruitment of im-
mune cells (e.g. by MCP-1), direct action on T lymphocytes
(e.g. IL-18), or antigen cross-presentation.

These results support further development of ALFQ adju-
vant to augment adaptive immunity in HIV prophylactic
and therapeutic immunization strategies.
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GITR is expressed on HIV-specific CD8+T-cells
from people living with HIV (PLWH) and its ex vivo
triggering enhances cell functionality: a possible
target for immune reprogramming

A. Czernikier', L. Baquero', P. Benencio', A. Oseguedd’,

J. Savarese', Y. Ghiglione', N. Laufer'?, M.F. Pascutt?,

G. Turk’

'CONICET-Universidad de Buenos Aires. Instituto de
Investigaciones Biomédicas en Retrovirus y Sida (INBIRS),
Buenos Aires (CABA), Argentina, Hospital General

de Agudos ,Juan A. Ferndndez, Buenos Aires (CABA),
Argentina, 3Leiden University Medical Center LUMC Building
1, Department of Immunology, Leiden, Netherlands

Background: A robust CD8* T-cell (CD8TC) response is key
for developing immunotherapies capable of achieving a
sustained ART-free HIV remission. Glucocorticoid-Induced
TNF-related Protein (GITR) is a costimulatory receptor
that, upon triggering, enhances the effector function of
CD8TCs. However, little is known about the expression and
function of this molecule in HIV infection. Here, we aimed
to evaluate GITR expression and the effect of a novel GITR
agonist on bulk and HIV-specific CD8TCs.

Methods: To characterize the immune-phenotype of
GITR-expressing CD8TCs, peripheral blood mononuclear
cells from 22 PLWH [on-ART (n=11), off-ART (n=11)] were
stimulated with an HIV-peptide pool. Then, the surface
expression of costimulatory molecules (GITR/41BB), ex-
haustion (PD-1) and memory markers (CD45RO/CCR7)
were measured by flow cytometry. HIV-specific CD8TCs
were defined by the expression of CD25/KI-67.

In addition, the data obtained were correlated with clini-
cal parameters. To assess the GITR-mediated modulation
of HIV-specific CD8TC function, cells from é on-ART PLWH
were treated with a novel Fc-Flag-TNC-GITRL agonist,
and IFN-y production and degranulation (CD107a/b) were
quantified by flow cytometry. When data distribution
were not hormal, non-parametric statistics were used.
Results: In both the on-ART and off-ART group, GITR ex-
pression was significantly higher on the HIV-specific
CD8TCs compared to bulk CD8TCs (p<0.001).

In the off-ART group, a negative correlation was found
between 41BB+/GITR+ HIV-specific CD8TCs and viral load
(VL, r=-0.523, p=0.024). In both the on-ART and off-ART
group, bulk PD1-expressing CD8+GITR+TCs positively cor-
related with an arrest in memory effector to terminal ef-
fector CD8TC differentiation (r=0.550 p=0.018 and r=0.556,
p=0.007; respectively).

Finally, costimulation with GITR agonist at day four post-
peptide stimulus led to a significant increase in the fre-
quency of degranulating (p=0.029) and IFN-y-producing
(p=0.031) HIV-specific CD8TCs.

Conclusions: GITR was upregulated on HIV-specific
CD8TCs and its expression pattern correlated with VL,
suggesting a role of this molecule in the control of HIV
infection. Moreover, GITR coexpression on exhausted
CD8TCs and its association with CD8TC memory differen-

tiation arrest suggest that PD-1 and GITR could represent
combined targets to revert this phenotype. Remarkably,
findings indicate that costimulation through the GITR
pathway enhances HIV-specific CD8TC functionality and,
along with other immunomodulatory receptors, could
act as a novel target for HIV immunotherapy.

Patient-derived envelope sequences are
differentially resistant to SERINC5-mediated
restriction of HIV-1infectivity

E. Nkuwi', G. PJudicate', T. Seng Tan', G. Barabona',

M. Toyoda', K. Matsumoto? T. Kuwata?, S. Matsushita?,

B. Sunguya**, D. Kamori¢4, T. Ueno™

'Kumamoto University, Division of Infection and Immunity,
Joint Research Center for Human Retrovirus Infection,
Kumamoto, Japan, ’National Institute for Medical
Research, Muhimbili Medlical Research Center, Dar es
Salaam, Tanzania, United Republic of, ’kKumamoto
University, Division of Clinical Retrovirology, Joint Research
Center for Human Retrovirus Infection, Kumamoto, Japan,
‘Kumamoto University, Collaboration Unit for Infection,
Joint Research Center for Human Retrovirus Infection,
Kumamoto, Japan, *Muhimbili University of Health and
Allied Sciences, Department of Community Health, Dar es
Salaam, Tanzania, United Republic of, *Muhimbili University
of Health and Allied Sciences, Department of Microbiology
and Immunology, Dar es Salaam, Tanzania, United
Republic of

Background: The host protein SERINC5 restricts HIV-1
infectivity when incorporated into the nascent virions.
Although Nef can abrogate this incorporation process,
certain envelope sequence of laboratory strains can in-
trinsically resist SERINCS5 restriction in the absence of Nef.
However, it remains unclear what extent patient-derived
envelope sequences resist it. We examined intrinsic prop-
erties of patient-derived envelope sequences that can
modulate sensitivity to SERINC5.

Methods: We isolated a total of 75 envelope clones from
26 Japanese and 49 Tanzanians with HIV-1infection, com-
prising of group M subtypes; Al, B, C, D and inter-subtypes
recombinants. These clones were transfected to 293T cells
with the nef-deficient HIV-1 proviral vector in the absence
and the presence of SERINCS.

The resultant pseudoviruses were exposed to TZM-bl cells
and the fold inhibition of virion infectivity by SERINC5 was
determined.

Results: The pseudoviruses' infectivity was significantly
reduced by the presence of SERINC5, with a median fold
inhibition of 5.4 (IQR: 3.7-8.6), albeit lower compared to
sensitive control, NL4-3 envelope (fold inhibition of 64.6).
Subtype C envelopes exhibited least fold inhibition com-
pared to other subtypes (p=0.02, Kruskal-Wallis test).
There was no correlation between the envelopes' sensi-
tivity to SERINC5 and plasma viral load or recency of in-
fection (all p>0.1, Spearman's correlation). Interestingly,
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the five most SERINC5-sensitive (>20-fold inhibition) clones
were also sensitive to antibodies targeting the MPER
epitopes.

Moreover, domain swapping analysis of intra-host clones
with diverse sensitivities revealed a context dependent
modulation of SERINCS5 sensitivity by the gp120 and gp41
subunits.

Conclusions: The HIV-1 envelope sequences of multiple
subtypes derived from patients were relatively resistant
to SERINC5-mediated restriction of infectivity, providing
additional insights into viral evasion from host restriction
factors.

MOPEA10

Structure and Immunogenicity of native-like
HIV-1 Clade-C envelope trimers from a pediatric
elite-neutralizer across diverse platforms

S.Singh', S. Kumar?, A. Chatterjee? S. Dutta?® K. Luthra,

L. Malhotro“, E.A. Samath?

'All Indlia Institute of Medical Sciences, Biochemistry, New
Delhi, India, ?International Center for Genetic Engineering
and Biotechnology, New Delhi, India, ICGEB-Emory Vaccine
Center, New Delhi, Indlio, *Indian Institute of Science,
Bangalore, India, Molecular Biophysics Unit, Bangalore,
Indlia, “All India Institute of Medlical Sciences, Biophysics,
New Delhi, India

Background: HIV-1-infected individuals that develop ex-
ceptionally strong broad neutralizing antibody (bNA) re-
sponses termed elite neutralizers (ENs), can inform HIV-1
vaccine design by providing blueprints for the induction
of similar bNAb responses & can serve as templates for
immunogen design. Clade-C accounts for the majority of
HIV-1 infections worldwide, it is more challenging to pro-
duce well-ordered clade-C Env trimers due to their inher-
ent instability.

Methods: Herein, we describe the design of native-like
HIV-1 clade-C env trimers AlIMS 330 based on a chronically
infected pediatric EN. The AIIMS 330 env was engineered
and designed on SOSIP & NFL platforms along with the
presentation of a repetitive array of env trimers on self-
assembling ferritin nanoparticles (NPs) to attain multiva-
lency.

Results: The cryo-EM structure demonstrated the forma-
tion of AIIMS 330 env in native-like prefusion closed confor-
mations. It was correlated with a strong affinity to known
HIV-1 bNAbs specifically to quaternary specific epitopes
with little binding to non-nAbs rendering a superior anti-
genic profile of env. Biophysical characterization suggests
high thermostability of env trimers.

Ferritin NPs and soluble SOSIP groups were able to elicit
the potent neutralizing antibody response in rabbits over
the NFL group with ID50 titers ranging from 300 to 1000
against autologous viruses along the tier-1 heterologous
neutralizing responses. EM-PEM analysis of immune sera
suggested the binding of multispecific nAbs both autolo-
gous and heterologous trimers.
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Conclusions: Our study advances the understanding to
shape conformationally stable clade-C env trimeric im-
munogens to induce a robust immune response and pro-
vide an arsenal of multivalent immunogens for HIV-1 vac-
cine development.

MOPEAT1

Longitudinal profiling of immune responses
to simian immunodeficiency virus throughout
disease progression and antiretroviral treatment

S. Quinn'3, J. Ventura?, S. Nguyen?'?, D. Barouch??,

A. Shalek!?3>

'Massachusetts Institute of Technology, Cambridge,

United States, Ragon Institute of MGH, MIT, and Harvarad,
Cambridge, United States, *Broad Institute of MIT

and Harvard, Cambridge, United States, *Beth Israel
Deaconess Medical Center, Center for Virology and Vaccine
Research, Boston, United States, *Harvard Medical School,
Immunology, Boston, United States

Background: Despite the fact that antiretroviral therapy
(ART) has significantly reduced Human Immunodeficiency
Virus (HIV)-associated deaths, its side effects and earlier
onset of chronic illnesses continue to reduce quality of
life for people living with HIV, suggesting the need for im-
proved therapies.

However, this remains challenging due to the lack of a
comprehensive understanding of the effects of viral pro-
gression and therapies on the immune system, particu-
larly in the long term.

Methods: Using single-cell RNA-sequencing (scRNA-seq),
we comprehensively characterized rhesus macaque
(Macaca mulatta) immune responses during SIV (Simian
Immunodeficiency Virus) disease and treatment, as well
as viral transcripts. Peripheral Blood Mononuclear Cells
(PBMCs) were analyzed from five rhesus macaques in-
fected with SIVmac251 during acute and chronic phase of
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infection (4 and 42 weeks post exposure) and short and
long-term ART (12 and 72 weeks after ART initiation) using
scRNA-seq to determine altered immune cell populations
correlated to viral load and treatment longevity that may
provide insights into improved therapeutic targets.
Results: Longitudinal comparisons of the transcriptomes
of cells isolated from these samples showed an expansion
of monocytes during acute infection that did not diminish
to pre-infection levels at later time points, including after
long term ART.

In addition, an enrichment of immune activation markers
was observed during chronic infection, which may serve
as targets for future studies interested in mediating im-
mune response to high viraemia. Moreover, cells express-
ing viral RNA were also detected in both acute and chron-
ic phase samples, predominantly in T cell populations.
Overall, our data highlight unreversed alterations to the
immune system despite long-term ART and potential to
simultaneously examine the host immune response and
the phenotypes of infected cells.

Conclusions: The identification of expanding cell popu-
lations and upregulated immune activation markers
further our understanding of the immune dysregulation
that might underlie HIV infection and treatment, inform-
ing future therapeutic options aimed at improving qual-
ity of life for people living with HIV on long-term suppres-
sive therapy.

The ability to identify virally infected cells while capturing
host transcriptome additionally demonstrates a promis-
ing method for understanding dynamics specific to cells
with viral transcripts.

The impact of B cell activation on HIV-1 binding
and trans infection of CD4* T cells

A. Gerberick', N. Sluis-Cremer? G. Rappocciolo’,

C. Rinaldo?

"University of Pittsburgh, Infectious Diseases and
Microbiology, Pittsburgh, United States, ?University of
Pittsburgh, Division of Infectious Diseases, Pittsburgh,
United States

Background: Understanding the mechanisms by which
the HIV-1 reservoir is established and maintained is criti-
cal in the search for a cure. We previously demonstrated
that B cell-mediated HIV-1 trans infection of CD4* T naive
cells has a more profound role than previously considered
in establishing the viral reservoir (Gerberick et al., mBio
2021;12(2):e02998). In secondary lymphoid organs (SLO),
B cells are activated in various ways, through both stro-
mal cells and CD4* T cell interactions, however the impact
of these different stimulations on the efficiency of HIV-1
binding and trans infection remains unknown.

Methods: Human B cells and CD4* T cells were isolated
from buffy coats of HIVneg donors. B cells were stimulated
alone or in combination with CD40L, BAFF, IL-4, and IFN-g

for 48h. For trans infections, B cells were incubated with
HIV-1,, (MOI1073), washed, and cultured with total CD4* T
cells. HIV-1infection was determined by p24 ELISA. For HIV-
1 uptake, B cells were incubated with HIV-1 Gag-iGFP-JRFL
(MOI10™), washed, and analyzed by FACS.

Results: B cells stimulated with CD40L/IL-4 were efficient
mediators of HIV-1 trans infection of CD4* T cells as com-
pared to CD40L, CD40L/IFN-g, BAFF, BAFF/IL-4, and BAFF/
IFN-g (one-way ANOVA, p<0.0001).

Using fluorescently labeled HIV-1, we show that CD40L/
IL-4 stimulated B cells efficiently sequestered and bound
virus compared to B cells treated with CD40L/IFN-g, BAFF/
ILl-4, BAFF/IFN-g or those that were unstimulated (one-
way ANOVA, p=0.0116). Flow cytometry analysis highlights
that the population of cells that take up virus are highly
activated as evidenced by increased CD23 expression.
Ongoing studies include proteomic analyses of the stimu-
lated cells to identify surface molecules associated with
HIV-1 binding.

Conclusions: B cells are potentially important in the in-
fection of CD4* T cells in vivo via HIV-1 trans infection that
occurs during the natural B:T cell interactions in SLO. Fur-
thermore, certain immunologically relevant stimulations
of B cells make these cells highly permissive to binding
and transfer of HIV-1. Understanding the impact of B cell-
mediated trans infection is fundamental for the design of
effective treatments to significantly reduce or eliminate
the viral reservoir.

The effects of HIV-1 antigen expanded specific

T cell therapy (HXTC) and vorinostat on persistent
HIV-1in people living with HIV on antiretroviral
therapy

C.L. Gay', P. Hanley? N. Archin', S.M Pedersen’,

S.D. Falcinelli’, S.L. Raines', R. Ke?, J.J. Eron', N. Goonetilleke?,
C.M. Bollard? D.M. Margolis'

'UNC Chapel Hill, UNC HIV Cure Center, Department of
Medicine, Chapel Hill, United States, °Children’s National
Health System, Center for Cancer and Immunology
Research, Washington, United States, ’Los Alamos National
Laboratory, Theoretical Biology and Biophysics Group, MS-
K710, Los Alamos, United States, “UNC Chapel Hill, UNC HIV
Cure Center, Department of Microbiology & Immunology,
Chapel Hill, United States

Background: One approach to eradicate HIV is to inter-
fere with mechanisms that maintain latency, and simul-
taneously enhance the clearance of infected cells without
interrupting antiretroviral therapy (ART). The histone dea-
cetylase (HDAC) inhibitor, vorinostat (VOR), can repeated-
ly induce the expression of latent HIV-1 in vivo, and allow
clearance of infected cells in vitro.

However, when paired with HIV vaccines or antibodies,
this approach has not yielded substantial depletion of
the latent reservoir in vivo. Adoptive T cell therapy has had
dramatic success in the treatment of virus-related malig-
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nancies and infections following hematopoietic stem cell
transplantation and has been adapted to produce ex-
vivo expanded HIV-specific T cells (HXTCs), and other cell
therapy products.

Methods: In this pilot study we administered VOR and
HXTCs to antiretroviral (ART)-suppressed people with HIV
(PWH). Six PWH received five infusions of 2 x107 HXTCs/m?
with VOR 400 mg every three days. Three PWH received
five infusions of 10 x10” HXTCs/m? with VOR. Leukapheresis
was performed at baseline and after final HXTC infusion
to measure the frequency of persistent HIV by Quantita-
tive Viral Outgrowth Assay (QVOA) of resting CD4+ cells,
cell-associated HIV RNA (rcaRNA), and intact HIV provirus
assay (IPDA).

Results: Overall, PWH tolerated VOR and HXTCs, with only
transient Grade 1 AEs related to study products. Biomark-
ers of serial VOR effect were detected in PBMCs, but evi-
dence of enhanced antiviral activity in the total pool of
circulating cells was not detected. One of 6 PWH exhib-
ited a decrease in measures of persistent HIV after 2x10”
HXTCs/m? infusions with VOR, and all three PWH exhibited
such declines when 10x10” HXTCs/m? were given with VOR.
However, most QVOA declines did not exceed 6-fold, a
threshold required to definitively (p > 0.05) attribute QVOA
decline to the study intervention, rather than assay vari-
ation.

Conclusions: These findings provide some support for
the therapeutic strategy of HIV latency reversal and en-
hanced reservoir clearance, but the modest effects seen
highlight the need for more effective latency reversal
agents and clearance approaches that can be repeat-
edly employed to achieve the profound depletion of per-
sistent HIV needed for clinical benefit.

Detection of intact HIV provirus in a
microglia-enriched fraction of the CNS of a
virally suppressed individual with HIV

M.M. Nuhn', S.B. Gumbs?, P.J. Schipper’, L. Gharu',

I. Drosou’, N.V. Buchholtz', G.J. Snijders? FA. Gigase?,
AM. Wensing', J. Symons', L.D. de Witte? M. Nijhuis'
"University Medical Center Utrecht, Translational
Virology, Department of Medical Microbiology, Utrecht,
Netherlands, “lcahn School of Medlicine at Mount Sinai,
Department of Psychiatry, New York, United States

Background: There is compelling evidence that the cen-
tral nervous system (CNS) can function as a reservoir for
HIV. HIV DNA has been detected in multiple CNS cells of
virally suppressed individuals, of which the microglia are
the major cellular reservoir. However, the question re-
mains whether the detected HIV DNA is intact and capa-
ble of producing replication-competent virus.

Methods: Single-cell suspension was obtained post-mor-
tem from three fresh human brain regions (frontal lobe,
occipital lobe and the subventricular zone) of an individ-

75 Abstract book ias2023.org

ual on long-term suppressive antiretroviral therapy (ART).
A microglia-enriched (CD11b*) and microglia-depleted
(CD11b") fraction was sorted from each region and exam-
ined for the presence of intact and defective provirus with
the Intact Proviral DNA assay (IPDA). Full-length envelop
reporter viruses were generated using HIV env sequenc-
es derived from the microglia-enriched and -depleted
fractions. Co-receptor usage was predicted using the
Geno2Pheno [coreceptor] algorithm.

Subsequently, these clones were phenotypically charac-
terized in CD4* T cells, primary microglia and monocyte-
derived microglia (MDMis).

Results: Intact provirus represented 13% of the total pro-
virus detected in the brain, and was more prevalent in
the microglia-enriched (0.52%) than the microglia-de-
pleted fraction (0.19%). In both microglia-enriched and
microglia-depleted fractions, intact provirus was primar-
ily found in the occipital lobe, whereas defective provirus
was more prevalent in the frontal lobe.

Phenotypic characterization of the envelope reporter vi-
ruses revealed efficient viral entry and replication via the
CCR5 HIV co-receptor in CD4* T cells. False-positive rate
(FPR) values ranged from 3.7 to 10.2 and supported CCR5
coreceptor tropism. Infection experiments in primary mi-
croglia and MDMis are ongoing.

Conclusions: This study provides evidence of intact provi-
rus in microglia in different brain regions, but also within
non-myeloid cells which may represent CNS resident CD4*
T cells or astrocytes. Moreover, we demonstrate that the
viral envelope region of the viral sequences obtained
from the microglia are replication competent in CD4* T
cells, and require CCR5 for viral entry.

Altogether, this points towards the presence of replication
competent virus in the CNS which may fuel viral rebound
upon ART interruption. This makes the CNS reservoir an
essential component for the success of cure interventions.

HIV-1 infection: virus and host wrestle for control
of the SUMOylation system

F. Imbert!, C. Tice', A. Garcia', N. Kalimuthusamy/,
D. Langford'

"Lewis Katz School of Medicine, Neural Sciences,
Philadelphia, United States

Background: Microglia are the main HIV-1 target cells in
the CNS and constitute an important reservoir for viral
pathogenesis. In microglial cells, the co-repressor COUP-
TF interacting protein 2 (CTIP2) recruits a multi-enzymatic
chromatin-modifying complex at the HIV-1 promoter,
leading to HIV-1silencing.

Studies have shown that post-translational modifications
(PTMs) like SUMOylation mediate CTIP2's interactions with
other proteins and complexes. Whether HIV-1 manipu-
lates the SUMO paralogs to control its replication and/or
latency in glial cells like microglia is unclear.
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We hypothesized that SUMOylation plays a role in pro-
ductive HIV-1 infection, as well as, in the establishment
and persistence of HIV-1 latency in microglia.

Methods: C20 cells were infected with vesicular stomati-
tis virus G (VSV-G) envelope pseudotyped HIV virus at a
MOI of 0.25 and cultured for 72hrs. The latently infected
cell line (HC69) was activated using tissue necrosis factor a
(TNF-a), as previously described. Infection was confirmed
by p24 ELISA and WB. Activation was confirmed using flow
cytometry. Protein expression was assessed through im-
munofluorescence imaging and Western blot analysis.
Results: Here, we show that HIV-1 modulates the host cel-
lular SUMOylation system. VSVG-pseudotyped HIV-1 infec-
tion in cultured C20 microglial cells impairs SUMO conjuga-
tion of both major SUMO paralogs, SUMO1 and SUMO2/3.
Surprisingly, HIV-1 infection didn't appear to impair UBC9,
the key SUMO E2 conjugating enzyme, which suggests
HIV-1likely targets other essential components of the host
SUMOylation system, including the SUMO El-activating
enzyme, SUMO E3 ligases, and/or sentrin-specific pro-
teases (SENPs).

Furthermore, the host cellular SUMOylation system is im-
paired in latently infected HIV microglial cells. Like produc-
tive HIV-1infection both SUMO paralogs showed a modu-
lation in SUMO conjugation following HIV-1 reactivation
of the HC69 cell line. CTIP2 protein expression, which con-
tributes to HIV-1 latency, was significantly higher in HIV-1
latency (HC69) compared to productive infection (C20).
Conclusions: Productive and latent HIV-1 infection in mi-
croglia was associated with impaired SUMOylation. Alter-
ing SUMO conjugation might be involved in abnormal
anti-viral mechanisms in the CNS, leading to inflamma-
tion and neurocognitive impairment. The host SUMOyla-
tion machinery might represent potential targets of viral
reservoirs in the CNS.

Emergence of genetically-distinct HIV-1
populations is associated with transient
virological control during analytical interruption
of antiretroviral therapy

K. Fisher'?, J-S. Eden'?, E. Lee', G. Duette', S.G. Deeks?,

A.D. Kelleher?, S. Palmer?'?

"Westmead Institute for Medical Research, Centre for

Virus Research, Westmead, Australia, 2University of Sydney,
Sydney Medical School, Sydney, Australia, *University of
California San Francisco, Division of HIV, Infectious Diseases
and Global Mediicine, San Francisco, United States, “Kirby
Institute, University of New South Wales, Sydney, Australia

Background: Understanding the mechanisms behind
transient control of viral rebound (TCVR) following antiret-
roviral therapy (ART) interruption may reveal strategies to
achieve an HIV-1 functional cure. Genetically-characteris-
ing rebound viruses during analytical treatment interrup-
tions (ATI) could identify virus-related mechanisms behind
this delayed viral rebound.

Methods: We obtained plasma samples from five par-
ticipants (P1-P5) who initiated ART in acute/early infection,
continued ART for 1year, and underwent three successive
ATls over the course of the following year. Three partici-
pants were non-controllers with immediate rebound dur-
ing the ATls. Two participants exhibited TCVR during later
phases of ART interruption. We used the plasma-derived
HIV-1 RNA using long-range sequencing (PRLS) assay to
genetically-characterise HIV-1 genomes from the pre-ART
and ATl timepoints.

Maximum likelihood phylogenies and a tree-based com-
partmentalisation test (Bayesian Tip-association Signifi-
cance Testing; BaTS) were used to identify phylogenetic
clustering patterns of viral genomes across all timepoints.
The presence of cytotoxic T lymphocyte (CTL) and drug-
resistance mutations was also assessed.

Results: For non-controllers, we found little evidence for
compartmentalisation between the pre-ART and ATI
timepoints. For P4 and P5, who exhibited TCVR, we ob-
served that the HIV-1 genomes were genetically-distinct
during the ATl timepoints where rebound (R) was delayed.
For P4, where rebound was delayed during the second
(R2) and third (R3) ATI, there was strong evidence for com-
partmentalisation within the pre-ART (0=0.001) and first
ATl (R1: p=0.001) timepoints, indicating that sequences
from these timepoints are genetically-distinct from each
other and from the R2/R3 timepoints.

The R2/R3 timepoint sequences were genetically-similar,
with weak evidence for compartmentalisation within
these timepoints (R2: p=0.08; R3: p=0.03). For P5, we ob-
served strong evidence that the virus identified during
R3, where rebound was delayed, is genetically-distinct to
all earlier timepoints (p=0.001). No known CTL-escape or
drug-resistance mutations emerged during the ATl time-
points for P4 and P5.

Conclusions: For two participants, we found plasma-
derived viral genomes were genetically-distinct during
the ATl timepoints where a delay to viral rebound was
observed. The emergence of these distinct viral variants
during an ATl may be associated with transient virologi-
cal control. This viral control is not attributed to impaired
viral replication caused by known CTL-escape or drug-
resistance mutations.
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The Rainbow 5-plex digital PCR assay improves
quantification of the viral reservoir resulting

in a better understanding of the HIV-1 proviral
landscape

M. Delporte!, L. Lambrechts', M. Pardons/,

S. De Braekeleer', E. Blomme', S. Rutsaert!, W. Trypsteen',
L. Vandekerckhove'?

'HIV Cure Research Center (Ghent University), Ghent,
Belgium, °Ghent University Hospital, Ghent, Belgium

Background: The Intact Proviral DNA assay (IPDA) is con-
sidered as the gold standard to quantify the intact viral
reservoir in people living with HIV-1 (PLHIV) that are treat-
ed with antiretroviral therapy (ART). By amplifying two
short HIV-1 sub-genomic regions that are often deleted
and/or hypermutated (psi and env), covering only 2.4% of
the HIV-1 genome, this assay might overestimate the in-
tact viral reservoir size.

Therefore, we developed the Rainbow 5-plex digital PCR
assay that quantifies both the total and intact HIV-1 res-
ervoir by targeting simultaneously 5 HIV-1 sub-genomic
regions.

Methods: The Rainbow 5-plex digital PCR assay was used
to quantify: a) total HIV-1 DNA (RU5), b) intact HIV-1 DNA,
using either 2 regions (psi/env) or 4 regions (psi/env/gag/
pol) (n = six chronic ART-suppressed PLHIV; subtype B)
on the Qiacuity Four 5-plex platform, with each primer/
probe set linked to a different fluorescent probe. Near
full-length sequences (NFL) from the same individuals
were obtained using the HIV Proviral UMI-mediated long-
read sequencing (HIV-PULSE) assay.

Results: An average of 1926 total HIV-1 DNA cp/million
CD4+ T cells was measured using the Rainbow assay.
When considering 2 versus 4 sub-genomic regions, an av-
erage of 207.8 and 176.0 intact HIV-1 DNA cp/million CD4+ T
cells were quantified, respectively.

Mapping the respective primers/probe sets from the
Rainbow assay against the 510 distinct proviral genomes
obtained by HIV-PULSE, we observed that some defective
proviruses would be classified as intact in 5/6 participants
by the 2-plex dPCR and in 3/6 participants by the 4-plex
dPCR. In fact, 3 distinct sequences with frameshifts would
be classified as intact by dPCR (either focusing on 2 or 4
regions).

Additionally, 3 distinct sequences harboring inversions or
large deletions in the gag/pol region would be consid-
ered as intact in the original 2-plex dPCR when correctly
identified as defective in the 4-plex dPCR.

Conclusions: Increasing the genomic coverage by includ-
ing additional sub-genomic regions in dPCR assays pro-
vides a closer estimate of the intact proviral reservoir.
Indeed, the identification of NFL proviruses with inversions
or deletions in the gag/pol regions justifies the design of
the Rainbow assay.
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Linking inducible HIV-1 reservoir to rebound
after treatment interruption

L. Lambrechts', Y. Noppe', M. Pardons', B. Cole,

S. Rutsaert!, S. De Wit?, G. Vanham?, E. Florence?,

L. Vandekerckhove!

'Ghent University, Department of Internal Medicine &
Pedliatrics, Ghent, Belgium, ?Saint Pierre University Hospital,
Brussels, Belgium, ’Institute of Tropical Medicine, Antwerp,
Belgium

Background: The origin of viral rebound remains elu-
sive as only a few links between proviral sequences and
rebound plasma viruses have been described. Here we
characterized the translation- and replication-compe-
tent reservoirs of three individuals under ART and com-
pared it to rebound plasma viruses detected during ana-
lytical treatment interruption (ATI).

Methods: Peripheral blood CD4 T cells were collected from
3 ART-treated individuals right before ATI. P24-expressing
cells were single-cell sorted following latency reversal and
near full-length proviral sequencing was performed. Rep-
lication-competent viral sequences were isolated from
supernatant of positive quantitative viral outgrowth as-
say (qVOA) wells. During ATI, plasma was collected at first
detectable viral load (>1000 copies/mL) and either 5- or
3-half viral RNA genomes were isolated through single
genome amplification.

Results: We retrieved 20 sequences from positive gqVOA
wells, 30 proviral genomes from p24+ cells, 89 (medi-
an=32) 5-half and 94 (median=32) 3-half rebound plas-
ma sequences acquired during ATl. Among distinct se-
quences retrieved from p24+ cells, 88% displayed defects
in the packaging signal (PSI) region and/or major splice
donor (MSD) site. Among gVOA and rebound sequences,
none had PSI/MSD defects, suggesting their minor role in
viral rebound and replication. One overlap between the
translation- and replication-competent reservoir was ob-
served, notably between the only p24+ cell with an intact
PSI/MSD and one genome-intact qVOA sequence. Moreo-
ver, two overlaps were observed between viruses from
qVOA wells and 5-half rebound plasma sequences.
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Conclusions: The direct origin of rebounding plasma vi-
rus remains hard to identify as only few overlaps were
detected by comparing the translation and replication-
competent fractions to plasma viruses collected during
ATI, with no overlap between the three datasets.

Yet, we report an overlap between an intact gqVOA se-
quence and a provirus from a p24-expressing cell, con-
firming that some of the translation-competent provi-
ruses are capable of inducing new cycles of replication.

Potent, HIV-specific latency reversal through
CRISPR activation delivered by lipid nanoparticles
exhibiting a high efficiency of transfecting resting
CD4* T cells with minimal toxicity

P.M. Cevadl', S. Kan?, A. Tan? M. HolZ', D.L. Furtado?,

D. Purcell', A. Johnston*, C. Pouton?, T. Payne*, W. Zhao?,
F. Caruso?, J. Symons?®, M. Roche?, S.R. Lewin2¢’

"The University of Melbourne at The Peter Doherty
Institute for Infection and Immunity, Department of
Microbiology and Immunology, Melbourne, Australia,
2The University of Melbourne at The Peter Doherty
Institute for Infection and Immunity, Department

of Infectious Diseases, Melbourne, Australia, *The
University of Melbourne, Department of Chemical
Engineering, Melbourne, Australia, “Monash Institute of
Pharmaceutical Sciences, Monash University, Melbourne,
Australia, *University Medlical Center, Translational
Virology, Department of Medical Microbiology, Utrecht,
Netherlands, *Royal Melbourne Hospital at The Peter
Doherty Institute for Infection and Immunity, Victorian
Infectious Diseases Service, Melbourne, Australia, "Alfred
Hospital and Monash University, Department of
Infectious Diseases, Melbourne, Australia

Background: Activation of HIV transcription through LTR-
targeted CRISPR activation (CRISPRa) provides a promis-
ing strategy of potently reversing HIV latency without
affecting host-cell transcription. However, the advance-
ment of this novel latency-reversing agent is hampered
by the lack of an efficient delivery vehicle for the CRISPRa
machinery to resting CD4* T cells.

We hypothesized that mRNA-lipid nanoparticles (LNPs)
could be used to advance CRISPRa as a next-generation
latency-reversing agent.

Methods: Fluorescently labelled standard and modified
LNPs encapsulating reporter mCherry mRNA (mCherry-
LNP) or co-encapsulating the dCas?-SAM system - dCas9-
VP64 mRNA, MS2-p65-HSF1 mRNA and either LTR-targeting
or non-targeting control guideRNA (CRISPRa-LNP) - were
formulated through microfluidic mixing. RNA concentra-
tion and encapsulation efficiency were determined using
a RiboGreen assay.

Transfection efficiency of mCherry-LNPs and viability were
assessed in Jurkat cells, non-stimulated or 72h aCD3/
aCD28 pre-stimulated primary CD4* T cells from HIV-neg-
ative donors using flow cytometry.

Reactivation of LTR-mediated transcription through CRIS-
PRa-LNPs was assessed in J-Lat LTR-Tat-IRES-GFP reporter
cells using flow cytometry.

Results: LNPs were formulated reproducibly at sub-100
nm size and exhibited RNA encapsulation efficiencies of
>90%. Standard mCherry-LNPs exhibited high transfec-
tion efficiency within 24h in Jurkat cells (99%) at <5% toxic-
ity. Transfection efficiency of pre-stimulated CD4* T cells
was moderate (meanzSEM mCherry* cells 29+5%) but
toxic (43+5% viability) after 72h.

In non-stimulated cells, few cells were transfected (2+0.3%)
with lower toxicity (68+8% viability), which coincided with
a 20-fold reduction in LNP association. In contrast, trans-
fection of non-stimulated CD4* T cells with modified LNPs
resulted in a striking 92+2% efficiency at minimal toxicity
(88+3% viability) within 72h.

Similarly, treatment with modified but not standard
CRISPRa-LNPs induced potent LTR-mediated transcription
with all five targeting guideRNAs, reaching up to 76+13%
GFP* J-Lat cells compared with 0.89+£0.1% using non-tar-
geting guideRNA, both at viabilities >90%.

Conclusions: We developed a novel LNP formulation ca-
pable of delivering nucleic acid-based therapeutics to
resting CD4* T cells. The three-component dCas9-SAM
CRISPR activation system can be co-encapsulated into
one LNP and can induce strong latency reversal in a cell
line model for HIV latency.

These results provide compelling justification for the fur-
ther assessment of CRISPRa-LNP as a 'shock and kill" strat-

eqgy.

Characterization of the intact and defective HIV-1
subtype C reservoir in South African women and
men at baseline and 96 weeks after ART-therapy

N.V. Buchholtz!, L.E. Hermans?, C. Umunnakwe?,

N.A. Kootstra?, D. de Jond', J. Symons', HA. Tempelman?,
AM. Wensing™, M. Nijhuis

"University Medical Center Utrecht, Translational

Virology, Department of Medical Microbiology, Utrecht,
Netherlands, 2Ndlovu Medlical Center, Research
Department, Elandsdoorn, South Africa, ’Amsterdam UMC,
Amsterdam Infection and Immunity Institute, Department
of Medical Microbiology, Amsterdam, Netherlands,
“University of the Witwatersrand, Ezinthsa, Faculty of
Health Sciences, Johannesburg, South Africa, *University of
Witwatersrand, HIV Pathogenesis Research Unit, Faculty of
Health Sciences, Johannesburg, South Africa

Background: To increase equity in HIV cure strategies it is
important to study the viral dynamics and reservoir size
of the dominant HIV-1 subtype (C) in women and men.
The major obstacle to cure is the proviral reservoir. Aim of
this study was to investigate impact of time of presenta-
tion and gender on immune activation, size and activity
ofthe intact and defective reservoir in people with HIV be-
fore and during 96 weeks of antiretroviral therapy (ART).
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Methods: 83 participants were included (63% female). Me-
dian CD4-count at ART initiation was 315 cells/y/mm3 and
viral load (VL) 169,659 copies/mL. Baseline, 48, and 96 week
PBMCs were collected for Intact Proviral DNA Assay (IPDA)
(in house adjusted for subtype C) and msRNA to measure
reservoir activity. Plasma was used for cytokine analysis.
Results: During treatment, a significant decrease of both
reservoirs and msRNA was detected (p<0.001). The de-
crease of the intact compared to the defective reservoir
was significantly more profound after 96 weeks of therapy
(p<0.001). msRNA and CD4 were significantly, positive, and
inverse correlated respectively, with defective but not
with intact provirus at baseline (p<0.001-p<0.05).
Furthermore, baseline VL was significantly correlated with
the intact and defective reservoir, but at 48 and 96 weeks
after therapy only the defective reservoir showed a sig-
nificant correlation (p<0.001-p<0.05).

MCP1, sCD163 and sCD14 significantly decrease after 48
weeks, IL7 and TNF-a show a continuous decline during 96
weeks (p<0.001). IL2 significantly increases between base-
line and 96 weeks (p<0.05).

Conclusions: A more pronounced decline of the intact
reservoir was seen at 96 weeks after therapy. Interest-
ingly, levels of msRNA correlate with the large defective
viral reservoir rather than the smaller intact reservoir sug-
gesting that the defective reservoir actively produces viral
transcripts.

Also, the inverse significant correlation with CD4 cells
could indicate that the defective reservoir is one of the
drivers of CD4 depletion. Moreover, the significant corre-
lation between the defective reservoir and plasma viral
load during therapy could indicate an influence of the
defective reservoir to low level viraemia during therapy.
Therefore, besides elimination of the intact reservoir re-
moval of the defective reservoir may be important to re-
duce HIV associated co-morbidities.
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Methylseleninic acid induces HIV viral reactivation
from latently infected cells in vitro and ex vivo

R. Shepherd', J. Stern'?, J. Zerbato? C. Tumpach!,

A. Soloman’, Y. Kim?', S. Lewin'*4, M. Roche'®

"University of Melbourne/The Peter Doherty Institute for
Infection and Immunity, Department of Infectious Disease,
Melbourne, Australia, 2University of Melbourne/The Peter
Doherty Institute for Infection and Immunity, Department
of Microbiology and Immunology, Melbourne, Australia,
3Royal Melbourne Hospital, Victorian Infectious Disease
Service, Melbourne, Australia, “Monash University/Alfred
Hospital, Department of Infectious Diseases, Melbourne,
Australia, *Royal Melbourne Institute of Technology (RMIT),
School of Health and Biomedlical Sciences, Melbourne,
Australia

Background: We have previously shown that the circa-
dian proteins CLOCK and BMAL-1 can bind to the HIV long
terminal repeat and activate HIV transcription (Chang et
al AIDS 2019). As the organic selenium compound Methyl-
seleninic acid (MSA) increases BMAL-1 transcription and
enhances apoptosis in cancer models, we investigated
MSA as a latency reversing agent (LRA) and whether MSA
enhances death of HIV-infected cells alone or combined
with other putative LRAs.

Methods: Latent cell lines containing an integrated HIV
provirus with a green fluorescent protein (GFP) reporter
(J-LAT10.6), and CD4+ T-cells isolated from peripheral
blood mononuclear cells from people living with HIV (PL-
HIV) on antiretroviral therapy were cultured with 10uM
MSA. Viral reactivation was measured by GFP expression
or cell-associated unspliced (US) and multiply spliced (MS)
HIV RNA in CD4+ T-cells.

Surface expression of activation markers CD38 and CDé9
were quantified by flow cytometry. RNA sequencing was
performed on MSA-treated CD4+ T-cells isolated from PL-
HIV on ART. Synergy with LRAs was measured by Bliss Inde-
pendence (BI).

Results: MSA potently induced HIV protein in J-LAT10.6
cells (23.12-fold increase in GFP expression cf. unstimulated
cells, p<0.001). In CD4+ T-cells from PLHIV MSA induced US
HIV RNA (4.4-9 fold-increase p=0.016) but not MS RNA; in-
creased CD69 expression (6.8-52.5 fold-increase, p=0.016)
and decreased CD38 expression (4.21-39.6 fold-decrease,
p=0.016); RNA sequencing revealed that MSA significantly
upregulated pro-apoptotic genes (SMAC, BIM, BAKT) and
downregulated anti-apoptotic genes (XIAP, BCL2).

In J-LAT10.6 cells, MSA significantly synergised with the
bromodomain inhibitor, JQ1 (Bl = 0.09, p=0.0418) and SMAC
mimetic, AZD5582 (Bl = 0.5, p=0.0109) in the induction of
GFP.

Conclusions: MSA increased HIV transcription and trans-
lation in latently infected cell lines, as well as initiating vi-
ral transcription in primary cells from PLHIV in the absence
of sustained T-cell activation. Synergy was observed with
MSA and LRAs with diverse mechanisms of action.
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Although there was an increase in pro-apoptotic genes,
we were unable to determine if this was in all cells or only
in HIV-infected cells.MSA potently reverses latency and
may sensitise latently infected cells to apoptosis, showing
promise as a dual 'shock and kill' LRA.

DPP? inhibitors: a novel class of drugs for
clearance of HIV-1 infected cells

K. Clark’, J. Kim', Q. Wang', H. Gao', R. Presti, L. Shan'
"Washington University in St. Louis, Infectious Disease, St.
Louis, United States

Background: NNRTIs induce targeted cell death of HIV-1
infected cells. We recently reported that this mechanism
of cell killing occurs through sensing of HIV-1 protease via
the inflammasome sensor CARDS. Due to issues with NN-
RTI resistance and poor pharmacodynamics, it's essential
to identify ways to sensitize the CARD8 inflammasome for
sensing HIV-1 protease.

Here we employ chemical inhibitors to block the negative
regulator of CARD8, DPP9, to increase NNRTI-mediated kill-
ing of HIV-1infected cells.

Methods: CD4* T cells were isolated from people without
HIV, infected with reporter viruses or clinical HIV-1isolates,
and treated with NNRTIs and/or DPP9 inhibitors. Cells
were cultured in human serum to identify reductions in
efficacy. For in vivo clearance of HIV-1 infected cells, in-
fected CD4* T cells were transfused into MISTRG-6-15 mice
and treated with EFV and/or VbP. For HIV latent reservoir
clearance, CD4* T cells were isolated from PLWH, plated
in limiting dilution for quantitative viral outgrowth assay,
and treated with NVP, EFV, or EFV with VoP.

Results: As high micromolar concentrations of NNRTIs
are needed for effective clearance of HIV-1 infected cells,
we tested DPP9 inhibitors' ability to enhance NNRTI-me-
diated killing. The DPP? inhibitor Val-boroPro was able
to enhance NNRTI-mediated killing and induced NNRTI-
independent cell killing. While human serum reduced NN-
RTI efficacy, VbP completely restored the EC50 of NNRTIs
tested. VbP also increased the killing efficacy of most re-
sistance mutants tested. While EFV had modest effects in
vivo, VbP was able to greatly increase cell killing of HIV-1
infected cells in humanized mice eliminating up to ~68%
of infected cells. VbP was also able to significantly increase
clearance of HIV-1 latent reservoirs from PLWH, eliminat-
ing 75% of latent reservoirs.

Conclusions: Here we report a novel class of drugs for
potential development of an HIV cure strategy. We show
the capacity of this strategy to clear HIV-1infected cells in
vitro, ex vivo, and in vivo.

We also demonstrate this strategy can overcome con-
siderable barriers to clinical implementation proving the
broad suitability of this method for the existing genetic
variation seen in PLWH. This offers a promising new strat-
egy for putting the kill in "shock and kill".

Pre-existing immunity restricts plasma and
mucosal antibody responses during SARS-CoV-2
Omicron breakthrough infection

A. Chund', K. John Selva', P. Ramanathan', E. Haycroft!,

A. Reynaldi?, D. Cromer?, L. Downie?, S. Davis!, R. Purcell’,

H. Kent', J. Juno', M. Davenport?, S. Kent'

'University of Melbourne, Doherty Institute, Department of
Microbiology and Immunology, Melbourne, Australia, *Kirby
Institute, Kensington, Australia, *University of Melbourne,
Department of Optometry and Vision Sciences, Melbourne,
Australia

Background: Severe acute respiratory syndrome coro-
navirus 2 (SARS-CoV-2), the causative agent of COVID-19
disease, remains a challenge to global public health. An-
tibodies can mediate protection through neutralisation
and Fc-mediated functions.

Understanding mucosal antibody responses from COV-
ID-19 infection and/or SARS-CoV-2 vaccination is crucial for
the development of new vaccine strategies to generate
long term protective immunity against SARS-CoV-2, espe-
cially against emerging viral variants.

Methods: We developed a suite of high throughput anti-
body assays capable of assessing neutralization and the
Fc profiles (isotype, subclass, Fc Receptor binding) to an
extensive panel of SARS-CoV-2 proteins including variants
of concern.

Antibody responses from paired plasma and mucosal
(saliva and basal tears, where sufficient volume was
available) samples were profiled from 37 COVID-19 vac-
cinees (vaccinated, uninfected), 22 COVID-19 recovered
individuals (infected then vaccinated) and 29 individuals
with breakthrough infections (vaccinated then infected)
from 3 different COVID-19 waves (Delta, Omicron BA.1 and
BA.2).

Results: Saliva from COVID-19 recovered vaccinees dis-
played improved antibody neutralizing activity, Fc Re-
ceptor engagement and IgA over COVID-19 vaccinees.
Repeated ancestral spike vaccination narrowed antibody
cross-reactivity in COVID-19 recovered vaccinees as vac-
cine-induced responses favored the imprinted ancestral
spike.

Furthermore repeated mRNA vaccination also boosted
SARS-CoV2-specific IgG2 and IgG4 responses in both plas-
ma and mucosa (saliva and tears). Antibody responses to
breakthrough COVID-19 were also dampened and nar-
rowed to the ancestral strain by increased pre-existing
vaccine-induced immunity.

However, despite a more delayed start compared to
plasma, salivary antibodies rose rapidly following break-
through COVID-19, especially following Omicron BA.2 infec-
tion.

Conclusions: Our data demonstrates how prior antigen
exposure, including number of vaccine doses and/or prior
SARS-CoV-2 infection, along with vaccine platform can in-
fluence SARS-CoV-2 antibody responses.
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Furthermore we highlight how pre-existing immunity
shapes both plasma and mucosal SARS-CoV-2-specific
antibody responses, which has implications for long term
protection from COVID-19.

Immunological profiles of people living with HIV
admitted with acute COVID-19 in Tshwane, South
Africa

M.A. van der Mescht!, Z. de Beer™, H.C. Steel’,
T. Moyo-Gwete34, S.| Richardson®4, P.L Moore34>¢7,

V. Ueckermannsg, T.M. Rossouw'

'University of Pretoria, Immunology, Pretoria, South
Africa, ’Tshwane District Hospital, Pretoria, South

Africa, *National Institute for Communicable Diseases,
Johannesburg, South Africa, *SAMRC Antibody Immunity
Research Unit, Johannesburg, South Africa, *DSI/NRF,
Johannesburg, South Africa, SCAPRISA, Berea, South Africa,
’Institute of Infectious Disease and Molecular Medlicine,
Cape Town, South Africa, éSteve Biko Academic Hospital,
Pretoria, South Africa

Background: South Africa has the largest population
of PLWH in the world, reporting a prevalence of 18.7% in
adults in 2020. PLWH could have worse COVID-19 outcomes
due to persistent immune deficiency and dysregulation.
This study compared the immunological profiles and
clinical outcomes of people living with and without (HIV-)
admitted with COVID-19 to hospitals in Tshwane, South
Africa.

Methods: In total, 174 SARS-CoV-2 PCR-positive clients with
moderate to severe COVID-19 were recruited from April
2020 to November 2021. Whole blood samples were ob-
tained on the first day of hospitalization and T-cell and
monocyte phenotyping performed on a CytoFlex flow cy-
tometer.

Data clean up and scaling were done in Kaluza and up-
loaded to Cytobank for analysis. Cytokine levels were de-
termined in plasma on a Bio-Plex Suspension Array plat-
form.

Results: Thirty-seven clients were PLWH. Median CD4+
T-cell count: 256 (IQR 115-388) cells/pL; HIV viral load was
suppressed in 76%. They were younger (46 £10.9 vs 55 £14.4
years p=0.0064), more likely to be female (73% vs 42.3%
p=0.0013) and had higher ROX scores (15.3 [IQR 8.2- 22.1]
vs 9.6 ([IQR 4.6-11.4] p=0.0031) than HIV- clients. Mortality
was similar between the groups: 15.4% vs 13.5% in PLWH
(0=0.7864).

After adjusting for age and sex, PLWH had increased non-
classical (p=0.0014) and activated (p=0.0045) monocytes
as well as the highest expression of PD-L1 (p=0.0168).
Differences in CD8+ were: lower effector memory (EM)-1
(p=0.0127) and exhausted TEMRA (p=0.0284), higher EM-2
(p=0.0123), activated central memory (p=0.0001), and pre-
effector-1(p=0.0427) subsets in PLWH. PLWH had increased
concentrations of IL-1Ra (p=0.0096), IL-2 (p=0.0173), and IL-
15 (p=0.0217).
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Conclusions: PLWH hospitalized with COVID-19 had less
severe disease, possibly due to lower levels of inflamma-
tion secondary to skewed monocyte subset ratios and
CD8+ T-cell maturation, and higher levels of anti-inflam-
matory and immunoregulatory cytokines.

The interaction of PD-L1 and PD1 promotes immune sup-
pression. HIV predominantly induces IL-1Ra over IL-1 syn-
thesis that drives hyperinflammation in COVID-19. IL-2 and
IL-15 both aid in T-cell responses and modulate inflamma-
tion by respectively activating and promoting the survival
of T-regulatory cells. It is possible that the immune dys-
regulation seen in HIV could inhibit the hyperinflamma-
tory immune response caused by SARS-CoV-2.
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Track B: Clinical science

Rapid two-phase decay of intact and defective
HIV DNA during acute treated HIV infection, which
is accelerated with earlier ART initiation

L. Shi", R. Hoh? H. Hartig? V. Pae? S. Sarvadhavabhatla?,
S. Donaire?, G. Laird? M. Peluso’, J. Martin? F. Hecht?,

C. Pilcher?, T. Henrich?, J. Wang', H. Hatano?, S. Deeks?,
S. Lee?

'University of California Berkeley, Biostatistics, Berkeley,
United States, University of California San Francisco,
Medicine, San Francisco, United States, AccelevirDx,
Baltimore, United States

Background: The HIV reservoir largely consists of “defec-
tive" virus. Several studies how suggest that HIV+ cells
harboring "intact” (i.e., potentially replication-compe-
tent) provirus decay faster than defective provirus during
long-term antiretroviral therapy (ART) suppression. How-
ever, there are limited data describing HIV reservoir decay
rates during the first few months of treated acute HIV.
Methods: Individuals diagnosed with acute (<100 days)
HIV were enrolled in the UCSF Treat Acute HIV study be-
tween 2015-2020. Participants were initiated on ART (teno-
fovir/emtricitabinetdolutegravir) and followed for 24+
weeks. Frequencies of intact vs. defective provirus were
quantified using the intact proviral DNA assay (IPDA).
Multivariate nonlinear general additive models included
covariates for timing of ART initiation, initial CD4+ count,
and pre-ART HIV RNA.

Results: A total of 67 (83% of screened) participants were
enrolled. The proportions of Fiebig |, II, Ill, IV, V disease
were 12%, 15%, 8%, 17%, and 48%. Median age was 30. The
cohort was 98% male; 15% African-American, 30% Latino,
21% Asian, 33% Caucasian. Higher initial CD4+ T cell count
(Figure 1a) and lower pre-ART plasma HIV RNA (Figure 1b)
predicted more rapid decay of defective and intact HIV
DNA. Plasma HIV RNA declined to <40 copies/mL after a
median of 31 days of ART. Both intact and defective provi-
rus decayed rapidly in the first 50 days (3.6% vs. 4.3%), fol-
lowed by a slower decay after 50 days (1.1% vs. 1.8%). Ear-
lier ART initiation (Fiebig I-lll) was associated with steeper
declines in both intact and defective HIV DNA (Figure 1c).
For each day delay in ART initiation, intact and defective
HIV DNA decreased by 0.02% vs. 0.03% in the first 50 days
and by 0.006% vs. 0.01% after 50 days of ART suppression.
Conclusions: We observed a two-phase decay of intact
and defective HIV DNA that was significantly faster for in-
dividuals with earlier ART initiation. Decay rates were ac-
celerated with earlier ART initiation.

These findings may reflect virologic (rapid decay after
plasma viremia suppression) and/or immunologic (con-
traction of activated cells to memory cells) phenomena in
individuals with very small reservoirs and relatively intact
immune responses, which can be leveraged in future cure
strategies.

Missed opportunities with symptom-based
testing of chlamydia and gonorrhea among men
who have sex with men and transgender women
attending key population-led clinics in Thailand

N. Thammajaruk’, S. Thongsuksangcharoen',

S. Suriwong?, K. Termvanich', A. Phunkron? T. Sangpasert,
T. Pasansai4, P. Brutrat®, M. Averys, S. Millsé, P. Phanuphak’,
N. Phanuphak’

'Institute of HIV Research and Innovation (IHRI), Bangkok,
Thailand, ?The Service Workers In Group Foundation,
Bangkok, Thailand, *Rainbow Sky Association of Thailand,
Bangkok, Thailand, “Mplus Foundation, Chiang Mai,
Thailand, °The Service Workers In Group Foundation,
Chonburi, Thailand, ¢FHI 360, Bangkok, Thailand

Background: Many resource-limited settings, including
Thailand, have implemented symptom-based screening
for Chlamydia trachomatis (CT) and Neisseria gonorrhoe-
ae (NG). Asymptomatic anorectal and oropharyngeal CT
and NG infections limit the usefulness of this practice.

We studied the proportions of CT and NG infections which
would be missed if symptom-based screening was im-
plemented among men who have sex with men (MSM)
and transgender women (TGW) attending key population
(KP)-led clinics for HIV testing and pre-exposure prophy-
laxis (PrEP) services.

Methods: From July 2020 to September 2021, Thai MSM
and TGW aged 218 years, with at least one reported HIV
risk in the past six months (condomless sex, >5 sexual
partners, history of bacterial sexually transmitted infec-
tions (STIs), and/or substance use), were enrolled at KP-led
clinics and followed up every 3 months for 12 months.

STl symptoms were recorded at every visit before speci-
men collections. Pooled urine, pharyngeal, and rectal
samples from each participant were obtained for mo-
lecular Xpert CT/NG tests.

Results: We enrolled 1,427 MSM and 138 TGW with a me-
dian (IQR) age of 28 (23-34) years. 196 were HIV-positive,
892 started/continued PrEP and 477 refused PrEP. CT was
detected in 526/4,074 (12.9%) visits and NG in 359/4,074
(8.8%) visits.

STl symptoms were only reported in 23/526 CT-positive
visits (4.4%) and in 15/359 NG-positive visits (4.2%). Urethral
symptoms were most common (82.6%), followed by rec-
tal (13.0%), and oropharyngeal (4.4%) symptoms among
symptomatic CT infections.

For symptomatic NG infections, symptoms most com-
monly appeared at the urethra (86.7%), followed by oro-
pharynx (13.3%), and rectum (6.7%). STI symptoms were
also reported in 21/3,548 CT-negative visits (0.6%) and in
29/3,715 NG-negative visits (0.8%).

Conclusions: Among MSM and TGW clients of KP-led clinics
in Thailand, those exposed to high risk of STls, CT and NG
infections were detected by molecular test in around 10%
of their clinic visits. Symptoms were only presented in less
than 5% of these CT and NG infections. Use of symptom-
based screening would result in 95% missed diagnoses.
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Integrating regular STI testing, regardless of symptoms,
into these KP-led clinics has high potential as an entry
point for STl test and treat strategy aiming at ending STls
by 2030.

Safety and efficacy of 6-month rifampicin
resistant TB regimens in people living with HIV:
final analysis

C. Berry', M. Dodd? K. Fielding? I. Motta', E. Kazounis,

M. Rassool, S. Rajaram?, V. Solodovnikova?, R. Moodliar,
N. Parpievas, I. Liverko?, Z. Tigay’, B-T. Nyang'wa?®
'Medecins Sans Frontieres, London, United Kingdom,
2London School of Hygiene and Tropical Medicine, London,
United Kingdom, Wits Health Consortium, Johannesburg,
South Africa, “Republican Scientific and Practical Center
for Pulmonology and Tuberculosis, Minsk, Belarus, *THINK
TB and HIV Investigative Network, Durban, South Africa,
SRepublican Specialized Scientific and Practical Medical
Center of Phthisiology and Pulmonology, Tashkent,
Uzbekistan, Republican Phthisiological Hospital No. 2,
Nukus, Uzbekistan, 8Medecins Sans Frontieres, Amsterdam,
Netherlands

Background: 6-month regimens for rifampicin resistant
tuberculosis (RR-TB) have been recommended by the
WHO. People living with HIV (PLHIV) have poorer TB treat-
ment outcomes. In an interim analysis, PLHIV had similar
outcomes in both standard care (SoC) and bedaquiline,
pretomanid, linezolid and moxifloxacin (BPaLM) arm with
a better safety profile in the BPaLM arm.

Methods: Participants with RR-TB were recruited from
Uzbekistan, Belarus and South Africa irrespective of HIV
status. Participants with negative or unknown HIV status
were offered testing. Antiretroviral treatment was offered
to all PLHIV. The HIV status subgroup was analysed at
week 72 for both efficacy (unfavourable outcome being
composite of death, recurrence, treatment failure, early
discontinuation and loss-to-follow up) and safety (grade
3 and above/SAE) in the modified intention-to-treat and
intention-to-treat populations respectively.

Results: Of the 550 participants in the intention-to-treat
population, 153 (27.8%) were HIV positive. 29/153 were
newly diagnosed, 23/153 were reinitiated and 101/153 were
continuing treatment. 104 participants had a VL taken at
baseline and week 24. 54/55 PLHIV remained undetect-
able at week 24 and 36/49 PLHIV became undetectable
by week 24.

79.4% of PLHIV on BPaLM had a successful outcome. The
risk difference for the primary efficacy outcome for BPaLM
compared with SoC was -31% in the HIV positive and
-38.7% in the HIV negative population.

This was not maintained across arms. Safety outcome for
BPaLM compared with SoC at week 72 were -27.9% (-47.5%
to -8.3%) in PLHIV and -24.3% (-36.5% to -12.1%) in the HIV
negative population. There were 2 deaths of PLHIV, nei-
ther were related to HIV or TB progression.
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Risk difference
(two-sided 96.6% Cl)

HIV status SoC BPaLM
n/N (%) n/N (%)

Negative 47/99 (475)  9/103 (87) -38.7% (-50.9% to -26.6%)
Positive 9/38(237)  7/34(20.6)  -31% (-23.8% to 17.6%)
ele BPalLC Risk difference
n/N (%) n/N (%) (two-sided 96.6% Cl)
Negative 47/99 (475)  16/84 (191) -28.4% (-42.4% to -14.4%)
Positive 9/38(237) 1/31(35.5)  11.8% (-11.6% to 35.2%)
SocC BPaL Risk difference
n/N (%) n/N (%) (two-sided 96.6% Cl)
Negative 47/99 (475)  12/75(16.0) -31.5% (-45.4% to -17.6%)
Positive 9/38(237)  3/36(83)  -15.4% (-32.9% to 2.2%)

Table 1: Sub-group analysis by HIV status of primary
efficacy outcomes for BPalLM, BPaLC and BPal compared
with SoC

Conclusions: PLHIV treated with BPaLM did as well as the
HIV negative participants. BPaLM appears to be a safer
option for PLHIV.

Human Papillomavirus genotypes in
adolescents and young adults living with HIV
who received the quadrivalent HPV vaccine:
The ZIMGARD cohort

T. Mudzviti?, T. Chatindo', P. Chanetsa', M. Pascoe',

T. Shamu', R.S. Mandishora*®, A-L. Williamson,

A. Murahwao?

'Newlands Clinic, Pharmacy, Harare, Zimbabwe, 2University
of Zimbabwe, Pharmacy, Harare, Zimbabwe, *Univerity
of Bern, Institute of Social and Preventive Medicine, Bern,
Switzerland, “University of Zimbabwe, Faculty of Medicine
and Health Sciences, Harare, Zimbabwe, *Moffit Cancer
Center, Cancer Epidemiology Department, Tampa
Florida, United States, ¢University of Cape Town, Institute
of Infectious Disease and Molecular Medicine / Division of
Medlical Virology, Department of Pathology, Cape Town,
South Africa

Background: Human Papillomavirus (HPV) vaccination is
key in preventing HPV related disease. This study was con-
ducted in 2021 to identify HPV genotypes in genital swalbs
of adolescents who received quadrivalent (6, 11, 16 and 18)
HPV vaccination.

Methods: This cross-sectional study at Newlands Clinic,
Zimbabwe, collected vaginal or penile swabs from 92
participants living with HIV, that received HPV vaccination
at least 5 years prior to enroliment. HPV DNA was quanti-
fied using the Nanodrop spectrophotometer (Inqaba Bio-
tecTM, South Africa). The HPV Direct Flow CHIP kit (Master
Diagnostica, Spain) was used for genotyping.

Results: We present results of 92 participants (44.6% fe-
male) vaccinated at median age, 15 years (IQR:12-16).
Mean duration since vaccination was 6 years (SD:+0.4).
Twenty-seven (29.3%) participants were negative for HPV,
whilst from those with a positive test, 52(56.5%) had at
least 1 high risk (HR) type. Concomitant high- and low- (LR)
risk types were identified in 36 (39%) participants (Figure
1.
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Fig 1: Heat map of participant numbers with respective
HR and LR types

Fifteen (16.3%) participants (10 of them female) tested
positive for HPV 18 (Figure 2).

Four (4.3%), were positive with at least types 6 or 11 with
respect to vaccine preventable LR types.

One participant tested positive for HPV 16.

Frequency

amminnmmiuny
type

Figure 2: Frequency of vaccine types and all HR genotypes.

HPV

Conclusions: HPV 16 and 18 showed differing prevalence
suggesting different vaccine efficacy for these types.
Further investigation is needed to determine if a vaccine
booster is warranted. Type 45 and 58 were the most prev-
alent HR types

MOPEBOS5

Access to cervical cancer screening among
women living with HIV in Malawi - analysis of
Malawi population-based HIV impact assessment
(MPHIA) 2020-21 and MPHIA 2015-16 surveys

L. Gunde', D. Payne', A. Wang?', A. Kabaghe', A. Maidad’,
D. Kayira', E. Rabold? S. Jonnalagadda? T. Dobbs?,
A.C Voetsch?, O. Kumwenda? T. Phiri4, J. Kachingwe?,
T. Jenda?, J. Chiwoko?®, E. Mangulenje?, M. Farahani’,
F. Kayigamba?, K. Mirkovic!

'US. Centers for Disease Control and Prevention,
Lilongwe, Malawi, US. Centers for Disease Control
and Prevention, Atlanta, United States, USAID,
Lilongwe, Malawi, “Malawi Ministry of Health, Lilongwe,
Malawi, *Lighthouse Trust, Lilongwe, Malawi, *EGPAF,
Lilongwe, Malawi, 7ICAP at Columbia University, New
York, United States, éICAP at Columbia University,
Lilongwe, Malawi

Background: Malawi has one of the highest cervical can-
cer (CxCa) burdens globally. CxCa screening and treat-
ment of pre-cancer is an important intervention to elimi-
nate CxCa. The Malawi Population-based HIV Impact As-
sessment (MPHIA) 2015-16 reported low coverage for CxCa
screening among women living with HIV (WLHIV).

Since October 2018, President's Emergency Plan for AIDS
Relief (PEPFAR) Malawi has supported the provision of
CxCa screen-and-treatment services for WLHIV in the
highest-burden antiretroviral (ART) facilities in Malawi.
We compared the MPHIA 2020-21 screening and treat-
ment data to the MPHIA 2015-16 findings.

Methods: The MPHIAs are nationally representative
household surveys that include a questionnaire and
HIV testing. Women aged 15-64 were asked about CxCa
screening, results, and treatment.

We analyzed self-reported CxCa screening data among
WLHIV by demographic factors and reported 95% confi-
dence intervals (Cl). Results were weighted and account-
ed for survey design.

Results: In 2015-16 and 2020-21, 1,507 and 1,616 WLHIV were
interviewed, respectively. In 2015-16, 16.1% (95% CI: 13.5%-
18.8%) reported CxCa screening, compared to 38.4% (95%
Cl: 35.3%-41.6%) in 2020-21. CxCa screening among WLHIV
on ART increased from 17.0% (95% Cl: 14.2%-20.2%) to 41.2%
(95% Cl: 38.0%-44.5%).

Although CxCa screening coverage improved across
multiple demographic characteristics, the magnitude of
improvement was highest in the lower education and
wealth classes. There was an over 3-fold increase in WLHIV
with no education (9.0%; 95% Cl: 5.6%-14.2% to 30.4%; 95%
Cl: 241%-37.5%). For those in the lowest wealth quintile,
screening was almost 7 times more in 2020-21 (3.8%; 95%
Cl: 1.6%-8.5% to 25.8%; 95% Cl: 19.8%-32.9%).

There was greater improvement in CxCa screening cover-
age in rural settings; 11.7% (95% Cl: 9.3%-14.7%) to 36.0%
(95% Cl: 32.3%-39.9%) compared to 27.5% (95% Cl: 22.6%-
33.0%) to 46.0% (95% Cl: 40.9%-511%) in urban.
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Same-day treatment for abnormal results was 52.4% F1) with the mean response falling below 7.2KPa; those
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(95% Cl: 27.0%-76.7%) in 2015-16 and 74.6% (95% Cl: 48.7%-
90.1%) in 2020-21.

Conclusions: CxCa screening among WLHIV has markedly
improved, especially for those on ART and in underserved
communities. This suggests that PEPFAR investments and
integration of CxCa screening in ART clinics have increased
demand and access. However, this can be strengthened
by ensuring CxCa screening services are available at all
ART facilities.

Liver fibrosis regression measured by transient
elastography in people living with HIV successfully
treated for hepatitis C using direct acting
antivirals

J. Yound', S. Wang', R. Sacks-Davis? A. Stewart?,

D. Van Santen? M. van der Valk?, J. Doyle?, G. Matthews?,
J. Berenguer?®, L. Wittkop?, K. Lacombe’, A. Rauch?,

M. Stoove?, M. Hellard? M. Klein'

'Research Institute of the McGill University Health Centre,
Montreal, Canada, “Burnet Institute, Melbourne, Australia,
SAmsterdam University Medlical Centre, Amsterdam,
Netherlands, “The Kirby Institute, Sydney, Australia,
>Gregorio Marandon General University Hospital, Madrid,
Spain, inserm Research Center Bordeaux Population
Health, Bordeaux, France, Sorbonne University, Paris,
France, ®Bern University Hospital, Bern, Switzerland

Background: Successful treatment for hepatitis C virus
(HCV) reduces liver fibrosis. Transient elastography (TE)
has been shown to capture true fibrosis regression after
successful HCV treatment, once inflammation abates. It is
not clear how fibrosis regression changes with time after
treatment ends.

Methods: We used data from eight of 11 cohorts in the
International Collaboration on Hepatitis C Elimination
in HIV Cohorts (INCHEHC), including data from Australia,
Canada, France, the Netherlands, Switzerland and Spain.
We selected individuals successfully treated for a pri-
mary HCV infection using all oral direct acting antivirals
and with at least one TE measured within a year prior to
starting treatment. This baseline measurement was used
to classify fibrosis stage (FO-F1<7.2, F2-F327.2-<14.6, F4214.6
KPa). For those selected, all TE measurements after suc-
cessful treatment were included in our generalised ad-
ditive modelling, provided HCV RNA remained undetect-
able. Our model included a random intercept allowing re-
peated measures from the same individual and an adap-
tive spline representing the change in mean over time.
Results: TE measurements were included from 1714 indi-
viduals; 513 had a measurement after treatment ended
(220 FO-F1, 202 F2-F3, 91 F4) with a median follow-up of 0.8
years. For those with advanced fibrosis (F2-F3) or cirrhosis
(F4), the mean response shows a rapid decline in stiffness
during treatment as inflammation abates (Figure). Those
with advanced fibrosis then regress towards normal (FO-
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with cirrhosis show early fibrosis regression but this atten-
uates (Table) and the mean never approaches normal.

Fivona F3-F1
Fivosa: F2-FY
Firoan: F4

18 ad

Log, #Pa
18 38

T mae tornm sy HI natmd |

Figure. Mean response curves for transient elastography
over time in HIV/HCV co-infected participants successfully
treated for HCV.,

Change in KPa Fibrosis stage

(95% credible when starting

interval) treatment

Period FO-F1 <7.2KPa F2-F3 F4 2146 KPa
’ >7.2-<14.6 KPa -

1.510 0.5 years

before treatment -0.1(-0.2t0-0.1) 1.1(0.8t01.4) 6.5(4.8t08.2)

starts

0.5t0 1.5 years

after treatment  -0.1(-0.1t00.0) -0.7 (-1.0t0-0.4) -1.2(-2.5t00.1)

ends

1.5t0 2.5 years

after treatment  -0.1(-0.1t00.0) -0.2(-0.5t00.0) -0.7 (-1.7t0 0.4)

ends

2.51t0 3.5 years

after treatment  -0.1(-0.1t00.0) -0.1(-04t00.2) 0.3(-1.0t01.6)

ends

Conclusions: Successful HCV treatment leads to mean-
ingful fibrosis regression in those with advanced fibrosis.
Those with cirrhosis do not fully recover and need contin-
ued surveillance.

Early clinical experience using tecovirimat during
the Mpox epidemic in Toronto suggests ongoing
clinical equipoise for randomized trials

S. Shah', S. Mishra™3, S.A. Myers', K. Gough?3, C. Tan?3,

R. Clarke?, S. Walmsley*3, M. Sharma?3, A. Chan®3, J. Leis®?,
D.H.S. Tan'3

'St. Michael's Hospital, MAP Centre for Urban Health
Solutions, Toronto, Canada, °St. Michael's Hospital, Division
of Infectious Diseases, Toronto, Canada, 3University of
Toronto, Department of Medicine, Toronto, Canada,
“Toronto General Hospital, Division of Infectious Diseases,
Toronto, Canada, *Sunnybrook Research Institute,
Biological Sciences, Toronto, Canada

Background: Tecovirimat is an anti-smallpox drug used
for treating Mpox during the current global outbreak, but
randomized controlled trials have not yet been complet-
ed.

Methods: We conducted a retrospective observational
study of Mpox patients at three Toronto hospitals be-
tween MAY-AUG2022. We present a descriptive analysis
of those who were prescribed oral tecovirimat 600mg
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twice daily x14d for the management of severe manifes-
tations, highlighting adherence, tolerability and clinical
outcomes.

Results: Of 54 consenting study participants, 19 (35%) re-
ceived tecovirimat. All were men who have sex with men,
over one-third (37%) were white and 9 (47%) were living-
with-HIV, with median (interquartile range) CD4 count 551
(296, 862) cells/mm? and 8 (89%) having HIV RNA<20 cop-
ies/mL.

Median (IQR) age was 38 years (31.5, 41.5). Manifestations
at clinical assessment included rash (100%), lymphade-
nopathy (74%), myalgia (74%), fever (63%), lethargy (63%),
headache (42%), pharyngitis (37%), proctitis (32%), low
mood (21%), hematochezia (16%), penile swelling (16%),
pruritus (5%), conjunctivitis (5%), myocarditis (5%), and
urethral discharge (5%). The indication for tecovirimat
was symptom severity in 17 (89%) and anatomic site of
involvement in 2 (11%).

All patients reported adherence to the full course of drug
as prescribed. Tecovirimat was well-tolerated overall, but
1 participant each reported diarrhea, blurry vision, and
nocturnal restless legs that resolved with completion of
therapy.

At 14-day follow up, most had satisfactory clinical im-
provement, however, one patient continued to develop
new PCR-confirmed Mpox skin lesions on day 8 of therapy
with persistent PCR-positivity 6 days after completing
treatment; another developed new, small, itchy, folliculi-
tis-like chest pustules on day 14 of therapy resolving with-
in 2 weeks (though not tested for Mpox); and one patient
with myocarditis experienced exercise-induced dyspnea
and chest tightness with worsening cardiac enzymes on
day 11 of therapy, in the context of high-intensity aerobic
training.

Conclusions: Early experience treating Mpox with teco-
virimat suggests it is safe, well-tolerated and effective,
but the occasional finding of ongoing symptoms despite
therapy raises questions about limitations to its efficacy.
In the context of considerable community demand for the
drug, efforts should be made to connect Mpox patients to
rigorous randomized controlled trials, given this ongoing
clinical equipoise.

Characterization of mpox in people who live with
HIV: a country-wide observational study
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Bethesda, United States, ¢Instituto Nacional de Ciencias
Médicas y Nutricion Salvador Zubirdn, Departamento

de Infectologia, Ciudad de México, Mexico, “Comision
Coordinadora de Institutos Nacionales de Salud y
Hospitales de Alta Especialidad, Ciudad de México, Mexico,
8Centro Nacional para la Prevencion y Control del VIH

y el SIDA, Ciudad de México, Mexico, ?Instituto Nacional
de Ciencias Médlicas y Nutricion Salvador Zubirdn,
Departamento de Neurologia y Psiquiatria, Ciudad de
México, Mexico, “Feinstein Institutes for Medical Research,
Institute of Bioelectronic Medicine, Manhasset, United
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Background: Over 85,000 mpox cases have been report-
ed worldwide. A large proportion of them are people who
live with HIV/AIDS (PLWHA), some series report percent-
ages over 50%. Mpox has been hypothesized to be more
severe in PLWHA.

However, no studies have conclusively shown worse out-
comes among PLWHA.

We aim to study the association between HIV and severe
Mmpox.

Methods: We used the national epidemiologic surveil-
lance system in Mexico to obtain data on confirmed-
Mmpox cases.

A case report format was submitted to the General Epi-
demiology Directorate with clinical data on people with
mpox. We used this data to construct logistic regression
models using HIV as the main exposure of interest and
adjusting for age, gender, and mechanism of HIV trans-
mission. We defined severe mpox as that requiring hospi-
talization or that resulted in death.

Results: 3291 mpox cases were diagnosed from May-No-
vember 2022. 1930 (58.6%) were in PWLHA, 97% were men,
and 87% identified as men-who-have-sex-with-men. The
epidemiologic curve of mpox cases is shown in Figure 1.
Logistic regression analyses and the proportion of per-
sons that developed a given outcome or symptom are
shown in Figure 2.

HIV status was associated with an increased odds of se-
vere mpox, generalized rash, fever, fatigue, vomit, diapho-
resis, painful lesions, diarrhea, and lymphadenopathies.
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Figure 2.

Conclusions: Several symptoms, such as fever and fa-
tigue, were more common in PLWHA. Importantly, HIV
conferred an increased risk of severe mpox. This under-
lines the importance of directing preventive measures
and clinical trials of therapeutics and preventive interven-
tions towards this population at risk.
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PEPFAR tuberculosis preventive treatment
coverage and remaining gaps among people
living with HIV

S. O'Connor’, M. Peterson?, R. Briceno-Robaugh? M. Desai®

'US Centers for Disease Control and Prevention (CDC),
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U.S. Global AIDS Coordinator and Health Diplomacy,
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Background: In 2018, the President’'s Emergency Plan for
AIDS Relief (PEPFAR) committed to providing tuberculosis
preventive treatment (TPT) to all people living with HIV
(PLWH) receiving antiretroviral therapy (ART) through
PEPFAR-supported programs. During US government fis-
cal years (FY) 2017-2022, PEPFAR set cumulative targets
for 22,275,651 PLWH to complete TPT. We assessed target
achievement, TPT completion rates, and remaining gaps
in 54 countries where PEPFAR operated in 2022.

Methods: PEPFAR Monitoring, Evaluation, and Report-
ing (MER) data for FY 2017-2022 were used to report the
number of PLWH who started and completed TPT. Target
achievement was defined as cumulative number of TPT
completions divided by cumulative TPT targets. TPT com-

87 Abstract book ias2023.org

pletion rates were calculated by dividing the number of
TPT completions by initiations, and differences in age, sex,
and whether ART had been initiated recently were exam-
ined.

To estimate the number of PLWH who may remain eligible
for TPT, cumulative TPT completions were subtracted from
the number of PLWH currently on ART in PEPFAR-supported
programs.

Results: Overall, 11,307,593 TPT completions were reported,
representing 51% target achievement. The overall TPT
completion rate was 78%. No major differences were
noted by age or sex. TPT completion among those initiat-
ing TPT within six months of ART initiation was 72%, ver-
sus 83% among those on ART for longer than six months
when TPT was initiated. By FY22, PEPFAR was providing ART
to 19,238,096 PLWH, suggesting that up to 7,930,503 (41%)
PLWH currently in PEPFAR-supported programs may re-
main eligible for TPT (Figure 1).

Conclusions: Though progress has been made in provid-
ing lifesaving TPT to PLWH, gaps remain across PEPFAR.
Improved active TB case finding, surge and sustain cam-
paigns, shorter TPT regimens, and enhanced reporting
and recording systems may expand TPT coverage. Lower
TPT completion rates among clients new to ART warrant
interventions to improve adherence.

LLLLE

Figure 1. Number of people living with HIV (PLWH) on ART
& cumulative tuberculosis preventive treatment (TPT)
completions in PEPFAR, fiscal year 2017-2022
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Performance of rifampicin resistant TB regimens
used as standard-care in the TB-PRACTECAL
clinical trial
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Johannesburg, South Africa, *Republican Scientific and
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Background: In December 2022, the WHO recommended
6-month regimens containing bedaquiline, pretomanid,
linezolid and moxifloxacin (BPaLM) for the treatment of
most people with rifompicin-resistant tuberculosis (RR-
TB). The WHO 2019 guidelines phased out use of second-
line injectables (SLI), recommending 9-12 month, all oral,
short regimens or 18-20 month longer regimens and these
regimens remain in practice in most settings.

We aim to show the efficacy and safety of the standard
care (SoC) regimens used in TB-PRACTECAL trial and com-
pare them to outcomes of contemporaneously recruited
participants treated with BPaLM.

Methods: Participants with RR-TB were recruited from
Uzbekistan, Belarus and South Africa, irrespective HIV sta-
tus. Participants allocated to the standard of care (SoC)
regimen were categorised into pre-2019 or post-2019 rec-
ommendations according to adoption in country and
shorter (36-48 week regimens) or longer regimens (72-96
week regimens). The proportion satisfying the primary
composite outcome (unfavourable outcome comprising
death, early treatment discontinuation, lost-to-follow-
up, treatment failure and recurrence) in each of these
categories was summarised in the modified intention-to-
treat (MITT) population. In the intention-to-treat popula-
tion (ITT), grade 3 and above/serious adverse events (SAE)
were also summarised.

Sensitivity analyses were performed comparing BPaLM to
the SoC, excluding participants recruited before imple-
mentation of the 2019 guidelines.

Results: 151 participants were recruited into the SoC arms
from 2017 to 2021, of which 94 and 105 were post-imple-
mentation of the 2019 WHO guidelines and met criteria
for the mITT and ITT populations respectively. Unfavour-
able outcomes were demonstrated in 17/29 (58.6%) par-
ticipants in long pre-2019 regimens; 7/13 (53.8%) short
pre-2019 regimens; 24/57 (421%) long post-2019 regimens
and 8/38 (211%) short post-2019 regimens. The sensitivity
analysis showed a risk difference of -191% (-31.9% to -6.3%)
favouring BPaLM regimens.

Grade >/= 3 and SAE affected 63.6%; 53.8%; 37.5% and
48.8% of the long pre-2019, short pre-2019; long post-2019
and short post-2019 cohorts respectively. The sensitivity
analysis showed a risk difference of -17.9% (-31.4% to -4.3%)
favouring BPaLM regimens.

Conclusions: The short post-2019 regimen was the most
efficacious of the SoC regimens. Post-2019 RR-TB regimens
were both less efficacious and less safe than BPalLM, de-
spite not having injectable agents. TB programs should
transition to BPalLM regimens.

Impact of HIV during standard first-line
tuberculosis treatment on the risk of subsequent
rifampicin-resistant TB in the Western Cape
Province, South Africa

N. Zinyakatira'?, M. Smith3? A. Heekes*?, A. Boulle™,

N. Tiffin%, H. Cox®

"University of Cape Town, School of Public Health and
Family Medicine, Cape Town, South Africa, ?Western Cape
Government, Department of Health, Health Intelligence
Directorate, Cape Town, South Africa, *University of Cape
Town, Centre for Infectious Disease Epidemiology and
Research, School of Public Health and Family Medicine,
Cape Town, South Africa, “University of the Western Cape,
South African National Bioinformatics Institute, Cape
Town, South Africa, *University of Cape Town, Division of
Medical Microbiology, Faculty of Health Sciences, Cape
Town, South Africa

Background: Multi-drug or rifampicin-resistant tubercu-
losis (MDR/RR-TB) is a major threat to people living with
HIV (PLHIV). Evidence suggests that PLHIV, particularly
those with advanced HIV, may be more likely to acquire ri-
fampicin-resistance during first-line TB treatment; in turn
driving the MDR/RR-TB epidemic in high burden countries
like South Africa.

We aimed to assess the risk of subsequent MDR/RR-TB di-
agnosis in individuals with rifompicin-susceptible TB (RS-
TB) disease starting first-line TB treatment.

Methods: This was a retrospective cohort analysis includ-
ing individuals with laboratory confirmed RS-TB, of all
ages, who started first-line TB treatment between 2007
and 2016 inclusive, attending public health facilities in
the Western Cape (WC) Province, South Africa. This rou-
tinely collected data is amalgamated by the WC Provin-
cial Health Data Centre. Participants were followed-up
through the data centre to describe subsequent diagno-
sis of TB. We report preliminary analysis of this very large
cohort.

Results: A total of 139,540 were included; 59994 (43%) were
females and 52,428 (38%) were PLHIV (Figure 1). The me-
dian age was 34.4 (IQR, 26.3-44.4). Overall, 14,662 (28%)
of PLHIV and 20,870 (24%) HIV-negative individuals had
a subsequent episode of TB identified, with rifampicin
drug susceptibility testing (DST) available for 8,920 (61%)
and 15,098 (72%) HIV-positive and HIV-negative individu-
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als respectively. PLHIV had a higher risk of a subsequent
TB episode compared to HIV-negative individuals (OR 1.23,
95% Cl, 1.20 - 1.26), while PLHIV were nearly twice as likely
to be diagnosed with RR-TB if they had a subsequent TB
diagnosis (OR 192, 95% Cl, 1.76 - 2.11).

When restricting to 12 months follow-up after starting
first-line TB treatment, PLHIV were still more likely than
HIV-negative individuals to experience a subsequent TB
episode (OR 116, 95% Cl, 1.09 - 1.24). Within 12 months, PLHIV
were more than three times more likely to be diagnosed
with RR-TB, given a subsequent TB diagnosis (OR 3.14, 95%
Cl, 2.52 - 3.94).

Conclusions: These data suggest that PLHIV are at sub-
stantially higher risk of developing MDR/RR-TB during first-
line TB treatment than those who are HIV negative. Fur-
ther analysis of this very large cohort will assess potential
contributing factors, such as the provision of antiretrovi-
ral treatment and CD4 status.

Change in size-adjusted bone density by HIV
status among peripubertal children in Zimbalbwe:
a prospective cohort study

L. Jeend', V. Simms?3, R.A Ferrand*?, C.L Gregson®,

R. Rukuni*?, AM Rehman3, AY Hsieh', S. Rowland-Jones'
"University of Oxford, Nuffield Department of Medicine,
Oxford, United Kingdom, ?Biomedical Research and
Training Institute, Harare, Zimbabwe, *London School
of Hygiene and Tropical Medicine, MRC International
Statistics and Epidemiology Group, London, United
Kingdom, “London School of Hygiene and Tropical
Medicine, Clinical Research Department, London, United
Kingdom, *University of Bristol, Musculoskeletal Research
Unit, Bristol, United Kingdom

Background: HIV infection is associated with lower bone
density, increasing the risk of fracture. We investigated
how bone density changes over one year in peripubertal
children living with HIV (CWH) compared to HIV-uninfect-
ed children (CWOH) in Zimbabwe.

Methods: From 2018-2020, CWH from public sector HIV
clinics aged 8-16 years on antiretroviral therapy (ART)
for at least two years, and CWOH of similar ages from
nearby schools were recruited in Harare. At baseline and
12 months, dual X-ray absorptiometry was performed
and Z-scores calculated. Bone measures included height-
adjusted total-body less-head bone mineral content for
lean mass (TBLH-BMC'®M) Z-score and size-adjusted lum-
bar spine bone mineral apparent density (LS-BMAD) Z-
score. Linear regression models compared longitudinal
changes in bone outcomes by HIV status adjusting for
age, pubertal stage (by Tanner), baseline bone measure-
ments and time since first visit.

Results: Of 609 participants recruited at baseline, 19%
were lost-to-follow-up (ho deaths) leaving 244 CWH
(meanzSD 13.0£2.3 years, 119 (48.8%) girls) and 248 CWOH
(12.9£2.4 years old, 126 (50.8%) girls) at follow-up.
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Among CWH, 82% were virally suppressed (<1000 copies/
ml). The prevalence of stunting (height-for-age Z-score
<-2) at follow-up among CWH was 28.1% compared to
8.7% among CWOH (p<0.001).

Among girls, bone density gains over a median 35 months
were similar between CWH and CWOH: adjusted mean
differences in LS-BMAD (0.05[95%Cl -0.06,0.16], p=0.35) and
TBLH-BMC' (0.11[-0.02,0.25], p=0.11).

Male CWH gained less TBLH-BMCY™ (-0.15[-0.31-0.09],
p<0.001) compared to CWOH, whilst LS-BMAD gains were
similar (0.06[-0.44,0.55], p=0.85). HIV was associated with
delayed bone mass gains, particularly among older boys
who appeared to be still gaining bone at the end of study
follow-up (Figure 1).
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Figure 1. Best fit plot for the association between age and
TBLH-BMC (grams) at follow-up stratified by sex and HIV
status.

Conclusions: Unlike girls, boys living with HIV experience
reduced bone mass gain over one year. Despite ART, bone
growth is perturbed during adolescence which has impli-
cations for future fracture risk. Strategies to address this
are warranted.

Association between non-alcohol steatohepatitis
with significant activity and fibrosis and
neurocognitive impairment in people with HIV

W.M. Han'?3, A. Hiransuthikul, T. Apornpong’, H.M.S. Lwin?,
K. Holroyd®, S. Gatechompol*, S. Ubolyam®, S. Kerr'2s,

A. Avihingsanon'3, HIV-NAT 006 study team

"HIV-NAT, Thai Red Cross AIDS Research Centre, Bangkok,
Thailand, ?The Kirby Institute, UNSW Sydney, Sydney,
Australia, *Center of Excellence in Tuberculosis, Department
of Medlicine, Faculty of Medicine, Chulalongkorn University,
Bangkok, Thailand, “Chulalongkorn University, Department
of Preventive and Social Medicine, Faculty of Medicine,
Bangkok, Thailand, *Yale University, Department of
Neurology, New Haven, United States, ‘Biostatistics
Excellence Centre, Faculty of Medicine, Chulalongkorn
University, Bangkok, Thailand

Background: The link between fatty liver diseases and
cognitive impairment (Cl) among people living with HIV
(PLWH) remains unclear. We investigated the association
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of non-alcoholic fatty liver (NAFLD), advanced liver fibro-
sis and non-alcoholic steatohepatitis (NASH) with signifi-
cant activity and liver fibrosis [HKB1] with Cl [HKB2] among
well-suppressed PLWH in a Thai cohort.

Methods: PLWH >50 years old on stable antiretroviral
therapy (ART) were included. The Thai-validated version
of Montreal Cognitive Assessment (MoCA) was used to
evaluate cognitive performance and a cut-off of < 25/30
was used to define Cl. Liver stiffness and controlled at-
tenuation parameters were measured using FibroScan.
NAFLD and advanced liver fibrosis was defined as CAP
value 2248 dB/m and liver stiffness 29.5 kPa, respectively.
The outcome was NASH with significant activity and liver
fibrosis which was defined as FibroScan-AST (FAST) score
20.67.

Multivariable logistic regression was employed to inves-
tigate the association of Cl with NAFLD, advanced liver
fibrosis and FAST score 20.67.

Results: A total of 319 PLWH (63.3% male) with a median
age of 54.4 (interquartile range [IQR], 51.7-29.6) years were
included. The median duration of HIV was 18.6 (IQR, 15.3-
20.9) years, and 98% had HIV RNA <50 copies/mL. 74 (38%)
participants had NAFLD and 33 (10%) had advanced liver
fibrosis.

FAST score 20.67 was present in 66 (20.1%) participants. 192
(60.2%) participants had Cl. In multivariable analysis, FAST
score 20.67 was significantly associated with Cl (adjusted
odds ratio, aOR=2.11, 95% CI 1.09-3.90, p=0.027), after ad-
justing for age, sex, BMI, employment status, education,
income level, smoking alcohol use, diabetes mellitus and
hypertension.

After additional adjustment for HIV-related covariates
such as CD4/CD8 ratio, HIV duration and ART regimen,
FAST score 20.67 was still associated with Cl (aOR=2.01,
95% Cl 1.02-3.98, p=0.04). The association between NAFLD
or advanced liver fibrosis and Cl was not statistically sig-
nificant (p-values >0.1).

Conclusions: NASH with significant activity and liver fibro-
sis was associated with lower cognitive performance in a
group of virally suppressed PLWH, even after controlling
for demographics and HIV disease parameters. Addition-
al research is needed to better understand this associa-
tion.

Accuracy of a new PHQ-9 scoring algorithm
to screen for depression in PLHIV cohorts in
Sub-Saharan Africa
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S. Goodrich? E. Kwobah? A.R. Awoh®, G.C.N. Mbongo'o®,
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Population Health Centre, Bordeausx, France, 2Department
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Indianapolis, United States, “Department of Mental
Health, Moi Teaching and Referral Hospital and Moi
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and Consultancy, Yaoudé, Cameroon, ¢Department of
Psychiatry, Jamot Hospital, Yaoundé, Cameroon, ’Faculty
of Medicine and Pharmaceutical Sciences of Dschang,
Dschang, Cameroon, éCentre de Traitement Ambulatoire,
Brazzaville, Congo, Democratic Republic of the, *Centre
Médical de Suivi des Donneurs de Sang/ CNTS-Cl,
Abidjan, Cote D'Ivoire, “Service de Maladies Infectieuses
et Tropicales, CHNU de Fann, Dakar, Senegal, "Service

de Psychiatrie, CHNU de Fann, Dakar, Senegal, “Institut
Pasteur du Cambodge, Phnom Penh, Cambodia

Background: Depression is the most common neuropsy-
chiatric disorder in people living with HIV (PLHIV), with
harmful and potentially life-threatening consequences.
Screening for depression remains a priority for PLHIV in
care. The 9-item Patient Health Questionnaire (PHQ-9) is
a widely used depression screening tool, but with limited
accuracy when applied across cultural contexts, particu-
larly in sub-Saharan Africa.

We aimed to evaluate the performance of an alternative
PHQ-9 scoring algorithm in Sub-Saharan African PLHIV.
Methods: Adult PLHIV were enrolled in five HIV programs
in Cameroon, the Republic of Congo, Céte d'Ivoire, Kenya
and Senegal, that are part of the |eDEA collaboration.
Trained study nurses or social workers administered the
PHQ-9; a blinded clinical evaluation was then performed
by a psychiatrist.

We compared the performance of the standard PHQ-9
algorithm (cut-off 210) to a new algorithm including:

i. The presence of at least one mood symptom (PHQ-9
items 1&2) combined with at least three other symptoms
listed in the PHQ-9, and;

ii. A simplified recoding of each 4-response item in two
categories (absence/presence). Sensitivity (Se), specificity
(Sp), positive predictive value (PPV), negative predictive
value (NPV), and area under the curve (AUC) were as-
sessed against the psychiatric diagnosis.
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Results: Overall, 723 participants were included [Cam-
eroun (n=289), Congo (n=113), Céte d'lvoire (n=141), Kenya
(n=82), Senegal (n=98), female: 53%, median age: 43 years
(IQR 35-50)]. Eighty were diagnosed with depression by a
psychiatrist (11%). With the new scoring algorithm, Se (0.85
[95% ClI: 0.75-0.92]) and NPV (0.98 [95% Cl: 0.96-0.99]) were
significantly increased compared to those of the stand-
ard PHQ-9 cut-off (0.46 [95% Cl: 0.35, 0.58] and 0.93 [95% ClI:
0.91, 0.95], respectively) (TableT).

The AUC of the new scoring algorithm was higher com-
pared to the standard one: PHQ-9 cut off (0.85 [95% CI:
0.81, 0.90] vs 0.71 [95% ClI: 0.66, 0.77]).

Conclusions: As a primary screening test, the new scoring
algorithm appeared to improve the accuracy of the PHQ-
9 to identify depression across settings. Recoding should
also facilitate PHQ-9 administration by simplifying the
response scale. This alternative PHQ-9 scoring approach
might be considered to identify PLHIV in need of referral
for further diagnostic evaluations.

Bone mineral density changes in postpartum
mothers living with HIV on antiretroviral therapy

F. Kiweewa Matovu', L. Stranix-Chibanda? N. Yende?,

S. Dadabhai4, M. Owor, S. Hanley®, M. Nyatié, L. Chinulc’,
J.M. Pettifors, S. Brummel®, J. Aizire?, T.E. Taha™, T.T. Brown",
M.G. Fowler™

'Makerere University-Johns Hopkins University Research
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Harare, Zimbabwe, *Centre for AIDS Programme of
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Africa, “Johns Hopkins Bloomberg School of Public Health,
Blantyre, Malawi, *Centre for AIDS Programme of Research
in, Durban KwaZulu-Natal, South Africa, ¢University of the
Witwatersrand, Johannesburg, South Africa, "University of
North Carolina Project, Lilongwe, Malawi, *Harvard T.H.
Chan School of Public Health, Boston, United States, *Johns
Hopkins Bloomberg School of Public Health, Kampala,
Uganda, Johns Hopkins University Bloomberg School of
Public Health, Baltimore, United States, "Johns Hopkins
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University School of Medicine, Baltimore, South Africa

Background: In the IMPAACT PROMISE 1077BF study, we
found that postpartum declines in bone mineral density
(BMD) during breastfeeding were greater in African wom-
en living with HIV (WLWH) receiving TDF-based ART com-
pared to those not on ART. We describe postpartum BMD
changes in breastfeeding African women in the PROMISE
trial who then enrolled in the PROMOTE observational co-
hort.

Methods: In four African countries, former PROMISE par-
ticipants were enrolled in the PROMOTE study. Total hip
and lumbar spine (LS) BMD were assessed by Dual Energy
X-ray Absorptiometry (DXA) after delivery (week 0) and at
postpartum week 74 in PROMISE, then at PROMOTE entry.
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Country-specific Z-scores were created by internal stand-
ardization to the PROMISE DXA result at delivery. Linear
mixed models adjusted for country were used to estimate
the average 5-year change in hip and LS BMD Z-scores af-
ter postpartum week 74.

Results: At PROMOTE entry, 459 women had available
DXA data from PROMISE. Median (IQR) age was 32 (29-36),
BMI 24.6kg/m? (22.0-29.3), parity 3 (2-4), months on ART in
PROMISE 24.8 (14.2-34.7). HIV-1 viral load was <1000 copies/
mLin 93%, 92% were on TDF-ART. In the median 3.3 (2.2-3.7)
years since postpartum week 74, 19% had a new pregnan-
cy and 13% were still lactating at PROMOTE entry. At entry,
mean (SD) BMD was 0.96 (0.12) for LS and 0.95 (0.12) g/cm? for
hip. LS BMD Z-scores increased by 31% per 5 years (95%Cl:
22%, 40%) and hip by 8% per 5 years (1%, 16%), adjusted for
country. Compared to women without, women with new
pregnancies had lower annualized rate of change in BMD:
mean difference (95%Cl) LS = -0.057 (-0.078,-0.035) and hip
=-0.032 (0.053-0.011).
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Figure 1. Relative change (%) in spine and total hip
BMD from week 0 and 74 in the PROMISE to the first

measurement in PROMOTE Studly.

The relative change at each PROMISE time point was calculated as
(PROMOTE entry measurement - PROMISE measurement)/ PROMISE
measurement) x 100. Values >0 indicate that the BMD values at
PROMOTE entry are greater than the BMD values measured in
PROMISE (red line represents the mean).

Conclusions: Compared to women who had new preg-
nancies, WLWH who had no new pregnancies had greater
LS BMD recovery, but not hip, in the 3 years after week 74
postpartum.
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Association between HIV-related factors and
hypertension and diabetes among people living
with HIV in Cameroon
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States, sNew York Medical College, Department of Public
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Background: The association of HIV acquisition with in-
creased cardiometabolic risk is attributed to heightened
and chronic inflammation in people living with HIV (PLWH)
and/or the effects of antiretroviral therapy (ART). How-
ever, empirical evidence of the association of HIV-related
factors with hypertension and diabetes is inconsistent.
We assessed the association of HIV-related factors with
hypertension and type 2 diabetes mellitus among PLWH.
Methods: This cross-sectional study included 14,119 adult
PLWH from Cameroon enrolled in the International epide-
miology Databases to Evaluate AIDS (leDEA) during 2016
through 2021. Hypertension was defined as Systolic Blood
Pressure 2140/90 mmHg and/or current use of antihy-
pertensive medication; diabetes was defined as Fasting
Blood Sugar 2126 mg/dL and/or use of antidiabetic medi-
cations.

Univariable and multivariable multinomial logistic regres-
sion analysis examined factors associated with hyperten-
sion alone; diabetes alone; and both outcomes together,
with clients with neither condition as the reference group.
Both univariable and multivariable models were fit.
Results: Of 14,119 participants, 9177 (65%) were women.
The median age (25™-75"" percentiles) was 42 years (35-
51) years. Compared with those aged 19-29 years, age
>50 years was associated with: hypertension alone (aOR:
5.62; 95%Cl: 318, 9.95); diabetes alone (aOR: 7.07; 95% Cl:
1.57, 32.0), and both (aOR: 8.52; 95% CI: 1.07, 67.8). Men had
higher odds of having both conditions together (aOR: 2.41;
95%Cl: 1.22, 4.77). Overweight (aOR: 2.07; 95%Cl: 1.10, 3.90)
and obesity (QOR: 3.46; 95%Cl: 1.81, 6.64) were predictors of
hypertension alone, compared with being underweight.

WHO stage Il (aOR: 0.57; 95%Cl: 0.41, 0.79) and WHO stage
Il (@OR: 0.67; 95%Cl: 0.50, 0.90) were inversely associated
with hypertension alone. The odds of diabetes alone were
lower with ART use (aOR: 0.44; 95%Cl: 0.22, 0.87). CD4 count
>350 cells/mm?3and viral load <200 copies/mL were not as-
sociated with any of the conditions.

Conclusions: These findings indicate that traditional car-
diovascular risk factors, including older age, male sex,
overweight and obesity, are strongly associated with hy-
pertension among PLWH. Further research examining as-
sociations between HIV disease stage and ART use with
hypertension and diabetes is warranted.

Renal safety parameters after switch to
doravirine/islatravir (DOR/ISL100/0.75mQ)
once-daily: week 48 results from 2 randomized,
active-controlled phase 3 trials, MK8591A-017
(PO17) and MK8591A-018 (P018)

FA. Post'!, J-M. Molina? A.M. Mills?, K. Lacombe?,

J.K. Rockstroh®, C.J. McMullans, Y-P. Zhou?, A. Grandhié,

F-H. Sué, AJ. Kimé, M.C. Foxé, T.A. Correll®

'King's College Hospital NHS Foundation Trust, London,
United Kingdom, 2University of Paris Diderot and St-Louis
Hospital, Paris, France, *Men’s Health Foundation, Los
Angeles, United States, “INSERM IPLESP, St. Antoine Hospital,
AP-HE Sorbonne Université, Paris, France, *Medizinische
Klink und Poliklinik, University of Bonn, Bonn, Germany,
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Background: Certain antiretroviral drugs may affect re-
nal function. The objective of this post-hoc analysis was
to evaluate renal safety parameters after 48 weeks in 2
phase 3 DOR/ISL (100/0.75mg) switch trials.

Methods: P017 (NCT04223778) was an open-label switch
from any oral 2- or 3-drug regimen, with randomization
stratified by baseline antiretroviral therapy (bART). P018
(NCT04223791) was a double-blind switch; bART was bict-
egravir/emtricitabine/tenofovir alafenamide (B/F/TAF).
Adults with HIV-1were randomized 1:1to switch to DOR/ISL
(100/0.75mg) once-daily or continue bART.

Participants with creatinine clearance <30 mL/min were
excluded. Renal safety parameters were assessed, includ-
ing estimated glomerular filtration rate (eGFR) using CKD-
Epi Cystatin-C equation to avoid reliance on creatinine-
based eGFR confounded by inhibition of renal creatinine
secretion by several antiretroviral agents.

Results: 658 participants switched to DOR/ISL(100/0.75mg);
655 remained on bART, of which 319 remained on B/F/TAF
in PO18. In PO17, bART was InSTI-based in 52%, Pl-based in
14%, and Other in 34% of participants; 30% of bART in-
cluded TDF, 39% included TAF, and 28% included other
NRTIs. No differences in mean change from baseline be-
tween treatment arms were observed for cystatin-C or
urine albumin/creatinine ratio in either trial at 48 weeks.
An increase in cystatin-C based eGFR and a decrease in
urine retinol-binding protein/creatinine ratio (URBP/UC)
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was observed in P017 for participants switched to DOR/
ISL; a similar effect was not present in P018 (Table). Renal
and urinary adverse events (RUAEs) were infrequent and
similar between groups: P017 DOR/ISL 3.9%, BART 2.4%;
P018 DOR/ISL 2.2%, B/F/TAF 3.4%; no participants switched
to DOR/ISL had serious RUAEs or discontinued treatment
due to RUAEs.

Table. Renal safety parameters by treatment arm in PO17
and P018.

Conclusions: Overall, DOR/ISL (100/0.75mg) had no ad-
verse impact on renal function after 48 weeks in partici-
pants who switched from bART across 2 phase 3 trials.
Switching off certain bART in P017 may account for mild
improvements observed in URBP/UC and eGFR with DOR/
ISL.

A randomized controlled trial of (5R)-5-
hydroxytriptolide in HIV INRs receiving ART

W. Cao’, X. Liu?, Y. Han', X. Song', L. Lu', X. Li", J.-P. Routy?,

M. Zuo*, T. Li*?

'Peking Union Medlical College Hospital, Peking Union
Medlical College and Chinese Academy of Medical
Sciences, Department of Infectious Diseases, Bejjing,
China, ?Tsinghua University, School of Medicine, Beijing,
China, 3McGill University Health Centre, Montreal, Canada,
4Shanghai Pharmaceuticals Holding Co., Ltd., Shanghdi,
China

Background: Therapeutic approaches to HIV-suppressed
immunological non-responders (INRs) remain unsettled.
We previously reported the efficacy of Chinese herbal
Tripterygium wilfordii Hook F in INRs. Its derivative (5R)-
5-hydroxytriptolide (LLDT-8) on CD4* T cell recovery was
assessed.

Methods: The phase Il, double-blind, randomized, place-
bo-controlled trial was conducted in adult patients with
long-term suppressed HIV infection and suboptimal CD4
recovery, at eight hospitals in China. The patients were
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11111 assigned to receive oral LLDT-8 0-5mg or 1mg daily,
or placebo combined with antiretroviral therapy for 48
weeks. All study staff and participants were masked. The
primary endpoints include change of CD4* T cell counts
and inflammatory markers at week 48.

This study is registered on ClinicalTrials.gov (NCT04084444)
and Chinese Clinical Trial Register (CTR20191397).

Results: A total of 149 patients were enrolled from Aug 30,
2019, and randomly allocated to receiving LLDT-8 0-5mg
daily (LT8, n= 51), ITmg daily (HT8, n= 46), or placebo (PL, n=
52). The median baseline CD4* T cell count was 248 cells/
mm?, comparable among three groups. LLDT-8 was well
tolerated in all participants.

At 48 weeks, change of CD4* T cell counts was 49 cells/
mm?3 in LT8 group (95% confidence interval [Cl]: 30, 68), 63
cells/mm?3 in the HT8 group (95% Cl: 41, 85), compared to
32 cells/mm? in the placebo group (95% CI: 13, 51). LLDT-8
Tmg daily significantly increased CD4* T cell count com-
pared to placebo (P=0-036), especially in participants over
45 years old.

The mean change of serum interferon-y-induced pro-
tein 10 (IP-10) was -72-1 mg/L (95% Cl -97-7, -46-5) in the HT8
group at 48 weeks, markedly decreased compared to
-22:8 mg/L (95% CI -47-1, 1-5, P=0-007) in the placebo group.
Treatment-emergent adverse events (TEAES) were report-
ed in 41 of 46 (891%) participants in the HT8 group, 43 of
51(84-3%) in LT8, and 42 of 52 (80:7%) in the PL group. No
drug-related serious adverse events (SAEs) were reported.
Conclusions: LLDT-8 enhanced CD4 recovery and alleviat-
ed inflammation in long-term suppressed INRs, providing
them a potential therapeutic option.

Weight gain among people living with HIV in
Zambia transitioning to dolutegravir-based
antiretroviral regimens containing tenofovir
alafenamide versus tenofovir disoproxil fumarate

E. Heilmann'?, S. Sivile34, J.Z. Hines?, D. Engamba?,

K. Mweebo? M. Mwitumwa?, A. Mwila?, D. Kampamba?,
L. Chirwa?, C. Siangenda? M. ltoh?, L. Mulenga?®#

"Public Health Institute, Oakland, United States, U.S.
Centers for Disease Control and Prevention, Lusaka,
Zambia, Ministry of Health, Lusaka, Zambia, *University
Teaching Hospital, Lusaka, Zambia

Background: Dolutegravir (DTG)-based antiretroviral
therapy (ART) might be associated with weight gain, par-
ticularly in combination with tenofovir alafenamide (TAF)
versus tenofovir disoproxil fumarate (TDF). We compared
weight changes among PLHIV who switched to a DTG-
based regimen using data from electronic health records
in Zambia.

Methods: We conducted a retrospective cohort study of
PLHIV aged 220 years at ART initiation with >2 recorded
weights before and after ART switch between 2017 and
August 2022. We estimated weight change over time us-
ing linear mixed effects models adjusting for age, sex,
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and body mass index and viral load at time of switch with
participants as random intercepts and linear splines with
knots at time of switch and 12-months post-switch.
Results: We analyzed 140,816 records (151%) of PLHIV
transitioned to a DTG-based regimen; 97.9% switched to
DTG+TDF while 21% received DTG+TAF. PLHIV on DTG+TAF
were older (46 vs. 39 years, p<0.001) and more were female
(68.8% vs. 66.7%, p=0.016) than PLHIV on DTG+TDF.

Trends in weight gain were greater among PLHIV on
DTG+TAF versus DTG+TDF during all 3 time periods (before
switch: =0.31, 95% confidence interval [CI]=0.01-0.61; <1
year post-switch: B=1.67, 95% CI=1.40-1.94; >1 year post-
switch: =219, 95% CI=1.30-3.08).

Model-estimated changes in weight for PLHIV on DTG+TAF
were 0.22kg/year before switching, 3.05kg in the first year
after switching, and 0.49kg in the second year while for
PLHIV on DTG+TDF, weight gain was 0.16kg, 1.68kg, and
0.38kg during the same periods (Figure).
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Conclusions: PLHIV on ART experienced weight gain which
was highest during the first year after transitioning to
DTG-based regimens and in combination with TAF. Our
findings provide real-world evidence of DTG- and TAF-
associated weight gain from a large PLHIV population
in Zambia. Given the rising burden of noncommunicable
diseases among PLHIV, weight management counseling
and screening for metabolic syndrome are needed for
holistic clinical management of PLHIV.

Sedative drug burden is associated with
concurrent physical frailty in people aging with
HIV in Canada: findings from the Positive Brain
Health Now Study (+BHN)

H.U. Michael?, M-J. Brouillette®4, R. Tamblyn>¢7, L. Fellows®,
N. Mayo™?

'McGill University, Experimental Medlicine, Montreal,
Canada, ?Research Institute of McGill University Health
Center Research Institute (RI-MUHC), Center for Outcomes
Research and Evaluation (CORE), Montreal, Canada,
SMcGill University, Department of Psychiatry, Montreal,
Canada, *McGill University Health Centre (MUHC),

Chronic Viral lliness Service, Montreal, Canada, *McGill
University, Division of Experimental Medicine, Montreal,
Canada, *McGill University, Department of Epidemiology,
Biostatistics & Occupational Health, Montreal, Canada,
’McGill University, Department of Medicine, Montreal,
Nigeria, $Montreal Neurological Institute, McGill University,
Department of Neurology and Neurosurgery, Montreal,
Canada, °McGill University, School of Physical and
Occupational Therapy, Montreal, Canada

Background: Medications with sedative activity are wide-
ly prescribed for anxiety, pain, insomnia, muscle spasmes,
and seizures. However, sedatives have been linked to ad-
verse outcomes such as frailty.

This study aimed to know the extent to which sedative
burden is associated with concurrent physical frailty in
people aging with HIV.

Methods: A cross-sectional study of people living with HIV
aged > 35 years, living with HIV for at least a year, enrolled
in the Positive Brain Health Study recruited across five
clinical sites in Canada with baseline visits between 2014
and 2016. Medication data were collected from personal
interviews and chart reviews. The sedative burden was
estimated using the Sedative Load Model (SLM) and the
sedative list of the Anticholinergic and Sedative Burden
Catalog (ACSBC-SL).

The physical frailty indicator phenotype (FIP) was adapt-
ed from Fried's criteria using validated self-report items
for exhaustion, low physical activity, slow gait speed, and
low grip strength. A count of > 3/5 of the FIP criteria was
defined as frail.

A multivariable logistic regression model was used to
estimate the association between sedative burden and
physical frailty. Final models were fully adjusted for demo-
graphics, polypharmacy, and comorbidities.

Results: 824 people living with HIV (85% male, 92% viro-
logically suppressed, mean age 53 years) were included.
102 men (15%) and 26 women (21%) were identified as frail.
The overall prevalence of frailty was 16% (128). 39% of par-
ticipants were using 21 medication with a sedative effect,
while 16% and 23% were prescribed primary sedatives us-
ing the SLM and ACSBC-SL, respectively.

Using the ACSBC-SL tool, the Sedative burden score
(OR=1.35[1.09-1.68]), use of any sedative (OR=1.84[1.02-3.22]),
use of a primary sedative (OR=1.74[1.01-2.93]), number of
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sedatives (OR=1.57[115-2.14]), and the number of primary
sedatives (OR=1.74(1.01-2.93]) were associated with frailty.
Using the SLM, only the number of sedatives was associ-
ated with physical frailty (OR=1.40[1.03-1.90]).

Conclusions: The sedative drug burden estimated using
the ACSBC-SL was associated with physical frailty inde-
pendent of comorbidities. Longitudinal studies are need-
ed to understand if reducing the sedative drug burden in
people aging with HIV prevents or reverses physical frailty.

Disability in people living with HIV (PLWH) in Asia:
a prospective multi-centre case-control study

G.CY. Lui", Y. Chen? PL. Wong? C-C. Hung* C-S. Wong?,
R. Rojasuriar?

"The Chinese University of Hong Kong, Department of
Medicine and Therapeutics, Hong Kong, Hong Kong,
SAR of China, 2Chongqing Public Health Medlical Center,
Chongqing, China, *University of Malaya, Kuala Lumpur,
Malaysia, “National Taiwan University, Taipei, Taiwan,
*National Centre for Infectious Diseases, Singapore,
Singapore

Background: The burden of disability among PLWH var-
ies temporally and spatially. Understanding the burden
of disability and the associated factors would improve
healthcare support planning to improve quality of life.
Methods: We performed a prospective case-control
study in five Asian cities. PLWH aged 235 years and age-
and sex-matched HIV-uninfected controls were enrolled.
We collected demographic and clinical data, and meas-
ured frailty, mood (PHQ-9 and DASS-21 for depression,
anxiety and stress) and cognitive function (International
HIV Dementia Scale/IHDS and Montreal Cognitive Assess-
ment/MoCA).

The primary endpoint was moderate disability, defined
as WHODAS 2.022. Secondary endpoints were complex
score of WHODAS and domain-specific dichotomous
scores. We compared the prevalence of moderate disabil-
ity and WHODAS score between cases and controls, and
determined whether HIV was independently associated
with disability using multivariate binary logistic regres-
sion and linear regression models.

Results: We enrolled 695 PLWH and 228 controls. PLWH
had mean (xstandard deviation) age of 53.3+10.0 years,
561(81%) were male HIV diagnosis for 9.317.4 years, 82%
had HIV RNA <50 copies per mL, and current CD4 was
5204296 cells/mm?3, 52% was taking integrase inhibitor-
based, and 41% non-nucleoside reverse transcriptase
inhibitor-based regimens. Compared with controls, PLWH
had higher burden of frailty, polypharmacy, depression,
anxiety, stress, and loneliness, and poorer social support.
Moderate disability was present in 357(51.4%) PLWH and
112(491%) controls respectively. WHODAS complex score
was higher in PLWH (9.58+11.93 vs. 7.06£8.25, p<0.001).
Among the WHODAS domains, PLWH had a trend of more
impairment in participation (75.0% vs. 68.4%, p=0.052).
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Moderate disability was independently associated with
frailty, PHQ-9 score, stress score, MoCA, and loneliness, af-
ter adjusting for age, sex and study site, but not with HIV.
Complex WHODAS score was independently associated
with frailty, PHQ-9, stress and anxiety scores, IHDS, MoCA,
and loneliness, but not with HIV, after adjusting for age,
sex and study site. Among PLWH, moderate disability was
independently associated with frailty, PHQ-9 score, stress
and anxiety scores, loneliness, and MoCA.

Conclusions: Compared with age- and sex-matched
HIV-uninfected controls, PLWH had higher prevalence of
frailty, depression, stress, anxiety and loneliness, but not
that of moderate disability in Asian cities.

Association of antiretroviral therapies with
adverse perinatal outcomes in pregnhant
women living with HIV: systematic review and
meta-analysis

K. Beck', . Cowdell', C. Portwood?’, H. Sexton’,

M. Kumarendran', Z. Brandon?, S. Kirtley?, J. Hemelaar!
"University of Oxford, National Perinatal Epidemiology Unit,
Infectious Diseases Epidemiology Unit, Oxford Population
Health, Oxford, United Kingdom, ?University of Oxford,
Nuffield Department of Orthopaedics, Rheumatology and
Musculoskeletal Sciences, Oxford, United Kingdom

Background: The World Health Organization recom-
mends integrase strand transfer inhibitor (INSTI) dolute-
gravir (DTG)-based antiretroviral therapy (ART) as first-line
regimen in pregnant women living with HIV (WLHIV). Non-
nucleoside reverse transfer inhibitor (NNRTI)-based ART
and protease inhibitor (Pl)-based ART are recommended
as second- and third-line regimens. The impact of differ-
ent ART regimens on perinatal outcomes is uncertain. We
aimed to assess the comparative risk of adverse perinatal
outcomes in WLHIV receiving different classes of ART.
Methods: We conducted a systematic literature review by
searching PubMed, CINAHL, Global Health, and EMBASE
for studies published between Jan 1, 1980, and September
20, 2022. We included studies reporting on the association
of pregnant WLHIV receiving different classes of ART with
11 perinatal outcomes: preterm birth (PTB), very PTB, spon-
taneous PTB, low birthweight (LBW), very LBW (VLBW), term
LBW, preterm LBW, small for gestational age (SGA), very
SGA (VSGA), stillbirth, and neonatal death. Pairwise ran-
dom-effects meta-analyses compared the risk of each
adverse perinatal outcome among WLHIV receiving IN-
STI-ART, NNRTI-ART, PI-ART, and nucleoside reverse transfer
inhibitor (NRTI)-based ART, and compared specific ‘third
drugs' from different ART classes. Subgroup and sensitiv-
ity analyses were conducted based on country income
status and study quality. The protocol is registered with
PROSPERO, humber CRD42021248987.

Results: 30 cohort studies including 222,312 pregnant
women met the eligibility criteria. Random-effects meta-
analyses showed that INSTI-ART is not associated any ad-
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verse perinatal outcomes compared to NNRTI-ART and
PI-ART. PI-ART is associated with a significantly increased
risk of SGA (Relative Risk (RR) 1.28, 95% Cl 1.09-1.51) and VSGA
(1.41, 1.08-1.83), compared to NNRTI-ART.

Specifically, lopinavir/ritonavir (LPV/r) was associated with
an increased risk of SGA (1.40, 1.18-1.65) and VSGA (1.84, 1.37-
2.45), compared to efavirenz (EFV), but not compared to
nevirapine (NVP). We found no evidence that any class
of ART or specific ‘third drug' was associated with an in-
creased risk of PTB.

Conclusions: Our findings support the recommendation
of INSTI-ART as first-line ART regimen for use in pregnant
WLHIV. However, the increased risks of SGA and VGSA as-
sociated with PI-ART, compared to NNRTI-ART, may im-
pact choice of second- and third-line ART regimens in
pregnancy. These findings should inform clinical guide-

lines.

Efficacy of dolutegravir plus lamivudine in
treatment-naive people living with HIV without
baseline drug-resistance testing: week 24 results
of the randomized D2ARLING study

E. Cordovd', J. Hernandez Rendon', V. Mingrone', P. Martin',
G. Arevalo Calderon?, J. Ballivian', S. Seleme’, N. Porteiro’
'Fundacion IDEAA, Research Department, Buenos Aires,
Argentina

Background: DTG-3TC dual therapy regimen is indicated
for treatment-naive people living with HIV (PLHIV). How-
ever, some concerns remain about its use when no infor-
mation of baseline HIV-1drug-resistance testing is availa-
ble due to potential transmitted resistance. Efficacy data
in this scenario is scarce.

Methods: D2ARLING is a randomized, open-label, phase
IV study, designed to assess the efficacy and safety of
DTGH3TC in treatment-naive PLHIV with no available
baseline HIV-1 resistance testing. Participants were rand-
omized 1:1 (stratified by screening plasma HIV-1 RNA and
CD4+ T-cell count) to DTG+3TC or DTG+TDF/XTC. Per pro-
tocol a genotypic drug-resistance test was performed
at day 1 and remained double-blinded throughout the
study. Primary endpoint: proportion of participants with
plasma HIV-1 RNA <50 copies/mL at week 48 (ITT-exposed
analysis, snapshot algorithm, non-inferiority 95%Cl mar-
gin=10%). Week-24 analysis is reported here (ClinicalTrials.
gov: NCT04549467).

Results: Out of 244 subjects screened, 214 were ran-
domized to receive DTG+3TC (n=106) or DTG+TDF/XTC
(n=108).

Baseline characteristics were similar between arms. Me-
dian age 31 years (IQR 26-39), 22.9% female, 30.8% HIV-1
RNA >100,000 copies/mL, and 19.7% CD4+ T-cell count <200
cells/mL.

At week 24, in the ITT-exposed snapshot 94.34% of par-
ticipants on DTG+3TC arm and 95.37% on DTG+TDF/XTC
arm achieved HIV-1 RNA <50 copies/mL (difference -1.03%;

95%Cl -7.89% to 5.82%, p=0.97). Proportion of participants
with HIV-1 RNA >50 copies/mL at week 24 was 0.94% (n=1)
and 1.85% (n=2) in the DTG+3TC and DTG+TDF/XTC armes.
respectively. One subject in the DTG+TDF/XTC arm met
protocol-defined virological failure. No treatment-emer-
gent mutations to any of the study drugs were observed
in the virological failure genotypic resistance test. AEs
overall rates were similar between arms (DTG+3TC n=36,
DTG+TDF/XTC n=38), with low rates of withdrawals due to
AEs for both DTG+3TC (<1%) and DTG+TDF/XTC (0%).

All serious AE were not related: DTG+3TC (1.9%) vs.
DTG+TDF/XTC (4.6%). Median weight change was 2kg (IQR
0.5-4.25) and 0kg (IQR -1.5-3) in the DTG+3TC and DTG+TDF/
XTC arms, respectively.

Conclusions: At week 24, DTG+3TC was non-inferior to
DTG+TDF/XTC in treatment-naive PLHIV without baseline
resistance testing. Confirmation of these results at week
48 will provide strong evidence about DTG+3TC efficacy in
resource-limited settings where pretreatment resistance
testing is not always available.

Efficacy and safety of switching older adults
(260 years) from first-line art to B/F/TAF in
Kenya - a randomized clinical trial

(the B/F/TAF elderly study)

LA. Ombajo'? J. Penner?, J. Nkuranga', M. Mburu?,

E. Otieno™, J. Mechd', S. Wahome*, R. Wanjohi®, F. Ndinya®,
S. Bhagani’, A. Pozniak®

"University of Nairobi, Clinical Medicine and Therapeutics,
Nairobi, Kenya, ?University of Nairobi, Center for
Epidemiological Modelling and Analysis, Nairobi, Kenya,
3University of British Columbia, Family Practice, Vancouver,
Canada, ‘Kenyatta National Hospital, Comprehensive
care clinic, Nairobi, Kenya, *The Nairobi Hospital,
Radiology, Nairobi, Kenya, ¢Jaramogi Oginga Odinga
Teaching and Referral Hospital, Medlicine, Kisumu, Kenya,
’Royal Free London Foundation Trust, Infectious Diseases/
HIV Medlicine, London, United Kingdom, éLondon School of
Hygiene and Tropical Medicine, London, United Kingdom

Background: Age-related comorbidities overlap with
ARV-reloted adverse events (AEs), limiting treatment
options for aging populations of people living with HIV
(PLWH). We evaluated the efficacy and safety of switch-
ing older PLWH from first-line treatment to bictegravir/
emtricitabine/tenofovir alafenamide (B/F/TAF).

Methods: This open-label, randomized, active controlled,
non-inferiority trial is being conducted at two sites in Ken-
ya. Eligible participants were PLWH 260 years on a first line
regimen with HIV RNA <50 copies/mL for at least 12 weeks.
Participants were randomized 1:1 to switch to B/F/TAF or
continue current ARV regimen (CAR).

Primary endpoints are proportion of participants with
plasma HIV-1 RNA 250 copies/mL at week 48 in the inten-
tion-to-treat-exposed (ITT-E) population using the FDA
Snapshot algorithm with a non-inferiority margin of 4%,
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and percentage change in lumbar spine bone mineral
density (BMD) at 48 weeks. We present pre-specified week
24 analysis.

Results: Between February and May 2022, 520 partici-
pants were randomized (260 B/F/TAF, 260 CAR). Of these,
296 were enrolled into the BMD monitoring population
(143 B/F/TAF, 153 CAR). All participants were black, medi-
an age 64 years (range 60-80), 267 (51.4%) were female,
with baseline characteristics balanced between arms.
At baseline, 495 (95.2%) participants were on TDF and 177
(59.8%) of the BMD population had osteoporosis.

At the week 24, 1.5% in the B/F/TAF arm and 1.9% in the
CAR arm had HIV-RNA 250 copies/mL (difference [95%
Cl], -0.4% [-2.63 to 1.86]), meeting non-inferiority criteria.
The mean percentage change in lumbar spine BMD was
+0.73% (SD 5.5) in the B/F/TAF arm and +0.11% (SD 5.1) in the
CAR arm (difference [95% Cl], 0.62% [-0.59 to 1.84]).

Grade 3 or 4 AEs were uncommon (1.2% on B/F/TAF; 0.8%
on CAR) with no treatment-related serious AEs. Grade 3
to 4 laboratory abnormalities were similar between arms
(16.9% on B/F/TAF; 16.5% on CAR); renal AEs were more
common with CAR (12.7% on CAR; 7.7% on B/F/TAF) and
low-density lipoprotein abnormalities more common
with B/F/TAF (5.0% on B/F/TAF; 1.9% on CAR).

Conclusions: Switch to B/F/TAF was non-inferior to CAR
in this older African population; at week 24 the improve-
ment in BMD in B/F/TAF was not significantly better than
CAR.

Similar inflammatory markers after switching

to cabotegravir + rilpivirine long-acting vs.
continuing bictegravir/emtricitabine/tenofovir
alafenamide: data from the Phase 3b SOLAR study

E. Elliot!, D.A. Baker?, E. Adachi®, J. Rodriguez*, M. Montero
Alonso®, G. Rizzardini¢’, P. Patel®, C.L. Latham?, D.
Sutherland-Pnillips, R. Urbaityte?, K. Sutton®, H.P. Garges?,
K. Smith8, B. Baugh™, R. D'’Amico?®, J. van Wyk!

ViV Healthcare, Brentford, United Kingdom, ?East Sydney
Doctors, Darlinghurst, Australia, *The University of Tokyo
Hospital, Tokyo, Japan, ‘Global Research Institute,
California, United States, *Hospital Universitario y
Politécnico La Fe, Valencia, Spain, SFatebenefratelli Sacco
Hospital, Milan, Italy, "University of the Witwatersrand,
Johannesburg, South Africa, 8ViiV Healthcare, Durham,
United States, °GSK; London, United Kingdom, Janssen
Research & Development, Titusville, United States

Background: Cabotegravir + rilpivirine (CAB+RPV)
administered every 2 months (Q2M) is the only complete
long-acting (LA) regimen for the maintenance of HIV-1
suppression. Here, we present changes from baseline to
Month (M) 6 and M12 in key inflammatory markers from
the Phase 3b SOLAR study, overall and by subgroups.

Methods: SOLAR (NCT04542070) is a randomized (2:1),
open-label, multicenter, noninferiority study assessing
virologically suppressed adults switching to CAB+RPV LA
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Q2M vs. continuing daily bictegravir/femtricitabine/teno-
fovir alafenamide (BIC/FTC/TAF). Subgroup analyses were
carried out by sex at birth, age (<35, 35-<50, >50 years),
and body mass index (BMI; 230, <30 kg/m? Key inflamma-
tory markers (platelet-poor plasma D-dimer, serum in-
terleukin-6 [IL-6], serum C-reactive protein [CRP], CD4/CD8
ratio, serum soluble (s) CD14, and sCD163) were measured
at baseline, M6, and M12, and were compared between
treatments and subgroups.

Results: Overall, 454 participants received CAB+RPV LA
and 227 received BIC/FTC/TAF; 18% of the total population
were female, 20% were aged 250 years, and 22% had a
BMI 230 kg/m?2

Overall, at M12, CAB+RPV LA demonstrated noninferior
virologic efficacy vs. BIC/FTC/TAF (HIV-1 RNA >50 copies/
mL, 1% [n=5/447] vs. <1% [n=1/223]) (presented elsewhere).
There were no significant differences between CAB+RPV LA
and BIC/FTC/TAF in change from baseline to Mé or M12 for
key inflammatory markers (treatment geometric mean
ratio [CAB+RPV LA:BIC/FTC/TAF; 95% confidence interval]):
D-dimer, Mé: 0.98 (0.94-1.02), p=0.258, M12: 1.00 (0.96-1.05),
p=0.826; IL-6, M6: 0.94 (0.84-1.05), p=0.256, M12: 0.96 (0.84~
110), p=0.574; CRP, Mé6: 0.96 (0.83-111), p=0.582, M12: 0.99
(0.84-117), p=0.927. Changes in CD4/CD8 ratio, sCD14, and
sCD163 were similar between treatment groups. Changes
in inflammatory parameters were similar across key sub-
groups for CAB+RPV LA (Table).
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Table. SOLAR Key Inflammation Marker Changes from
baseline by Treatment Groups and Key Subgroups.

Conclusions: Over 12 months, CAB+RPV LA administered
Q2M demonstrated noninferior virologic efficacy vs. daily
oral BIC/FTC/TAF, with similar changes in inflammatory
markers overall and by subgroups.
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Evaluation of therapeutic concentrations of
anti-HIV antibodies 3BNC117/teropavimalb and
10-1074/zinlirvirmalb through PK-PD modeling and
prediction of the washout duration in HIV cure
studies

Y. Zhend', S. Guzy?, M. Caskey?, Q. Ma#, S.E. Collins',

D. Sen Gupta', R. Palaparthy’

'Gilead Sciences, Inc., Foster City, United States,
2POP_PHARM, Rishon LeZion, United States, ’The
Rockefeller University, New York, United States, *University
at Buffalo, State University of New York, Buffalo, United
States

Background: 3BNC117 and 10-1074 are potent broadly neu-
tralizing antibodies (bNAbs) against HIV envelope glyco-
proteins isolated and cloned from people with HIV (PWH).
Teropavimalb (3BNC117-LS) and zinlirvimalb (10-1074-LS) are
recombinant, fully human monoclonal antibodies derived
from 3BNC117 and 10-1074, respectively, with two amino
acid substitutions in the Fc domain to prolong their half-
lives. 3BNC117/teropavimab and 10-1074/zinlirvimab have
been shown to induce rapid decline in viremia in PWH,
as well as delay the time-to-viral rebound in suppressed
PWH during analytical treatment interruption (ATI).

The purpose of this study is to evaluate the therapeutic
concentrations of the bNAbs through pharmacokinetic-
dynamic (PK-PD) modeling.

Methods: Population PK-PD models were developed
based on concentration and/or viral dynamic data from 6
studies that evaluated their antiviral activity in 45 viremic
and 49 suppressed PWH during ATI, and 3 PK studies of
3BNC117/teropavimab and 10-1074/zinlirvimab. The PK of
the bNAbs were modeled by two-compartment linear PK
models. The PD model describes viral replication using lo-
gistic growth function, and viral elimination by the bNAbs
using first-order kinetics, with a saturable nonlinear rela-
tionship between bNAb concentrations and viral elimina-
tion rates.

Distinct viral populations sensitive or resistant to each
bNAb were modeled to capture the mechanism of resist-
ance selection in treated participants.

Simulations were performed to evaluate different wash-
out durations of teropavimab and zinlirvimab to predict
time-to-viral rebound during ATI.

Results: The PK-PD models adequately described the PK
and viral dynamic data from all studies analyzed. The es-
timated half-lives of teropavimalb and zinlirvimab in sup-
pressed PWH are ~62 and 77 days, respectively. The esti-
mated mean (95% Cl) serum concentrations correspond-
ing to 20% maximum drug effect of 3BNC117/teropavimab
and 10-1074/zinlirvimab were 6.3 (4.9-8.2) and 8.1 (2.5-26)
png/mL, respectively.

Simulations predicted that after a washout period of >48
weeks following single dose combination of 30 mg/kg ter-
opavimab and 10 or 30 mg/kg zinlirvirmab, these bNAbs
would have minimal effects on the time-to-viral rebound
during ATI.

Conclusions: The PK-PD modeling analyses provided in-
sights to the minimal therapeutic serum concentrations
and washout durations of the long acting bNAbs to help
define their efficacy in HIV cure studies.

Patient-reported outcomes after 12 months

of maintenance therapy with cabotegravir +
rilpivirine long-acting compared with
bictegravir/emtricitabine/tenofovir alafenamide
in the Phase 3b SOLAR study

V. Chounta', C. Mussini?, C. Cazanave?®, E. Adachi?,

B. Eu®, M. Montero Alonso®, G. Crofoot’, K. Suttong,

D. Sutherland-Phillips®, R. Urbaityte?, A. Enmann',

J. Scherzer™, P. de los Riosg, R. D'’Amico?, W.R. Spreen?

ViV Healthcare, Brentford, United Kingdom, 2University
of Modena and Reggio Emilia, Modena, Italy, *Pellegrin
Hospital, University Hospital of Bordeaux, Bordeaux,
France, “The University of Tokyo, Tokyo, Japan, *Prahran
Market Clinic, Melbourne, Australia, ‘Hospital Universitario
y Politécnico La Fe, Valencia, Spain, “The Crofoot Research
Center, Houston, United States, 8ViiV Healthcare, Durham,
United States, °GSK, London, United Kingdom, °GSK;
Ballston Spa, United States, "'ViiV Healthcare, Munich,

Germany

Background: The SOLAR (NCT04542070) Phase 3b study
demonstrated noninferior virologic efficacy of switch-
ing to cabotegravirtrilpivirine long-acting (CAB+RPV LA)
dosed Q2M from daily oral bictegravir/femtricitabine/ten-
ofovir alafenamide (BIC/FTC/TAF) vs. continuing BIC/FTC/
TAF over 12 months in suppressed ART-experienced people
living with HIV-1. Patient-reported outcomes (PROs) from
SOLAR are presented herein.

Methods: PRO endpoints included a treatment prefer-
ence questionnaire; overall treatment satisfaction and
satisfaction with treatment flexibility, convenience, and
willingness to continue treatment (HIV Treatment Satis-
faction Questionnaire status version [HIVTSQs]); accept-
ability of injections (Perception of Injection questionnaire);
and three single-item questions exploring an individual's
fear of disclosure, anxiety relating to adherence require-
ments, and daily reminder of their HIV status (FAD ques-
tions).

Results: Of 670 participants, 447 (67%) switched to LA ther-
apy and 223 (33%) continued BIC/FTC/TAF (21 randomiza-
tion). After 12 months of treatment (or at withdrawal),
most (90%) questionnaire respondents preferred LA in-
jectable treatment vs. daily oral therapy (5%); the remain-
ing 5% reported no preference. The top reason for prefer-
ring LA therapy was not having to worry about taking HIV
medicine (85%).

A statistically significant increase from baseline favoring
CAB+RPV LA vs. BIC/FTC/TAF was reported in overall treat-
ment satisfaction, and satisfaction with treatment flexi-
bility, treatment convenience, and willingness to continue
treatment after 12 months of therapy (Table).
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Acceptability of injections improved after 12 months of
treatment. At baseline (prior to randomized treatment),
49% (n=218/447) of participants in the CAB+RPV LA arm
and 43% (n=97/223) in the BIC/FTC/TAF arm reported
"always"/"often” to at least one FAD question.

After 12 months of therapy, a higher proportion of re-
spondents in the CAB+RPV LA group reported improve-
ments in all three FAD questions compared with respond-
ents receiving BIC/FTC/TAF.

Table.

Conclusions: Switching to CAB+RPV LA Q2M was associ-
ated with improved treatment satisfaction, preferred by
90% of participants, while also providing emotional well-

being benefits including relief from the fear of disclosure
and anxiety surrounding adherence.

Pharmacokinetic bridging with oral Lenacapavir
for missed subcutaneous Qé6M dosing

V. Jogiraju’, M. Shelton’, N. Shaik’, D. Bhakta?, J. Ling',
H. Wang', H. Dvory-Sobol', M. Rhee’, R. Palaparthy’,

R. Singh'
'Gilead Sciences, Inc., Foster City, United States

Background: Lenacapavir (LEN) is currently approved for
multidrug-resistant HIV-1 infection in combination with
other antiretrovirals for heavily treatment-experienced
individuals.

In ongoing Phase 2/3 studies (CAPELLA and CALIBRATE),
participants receive oral LEN loading (600 mg on Days
1 and 2; 300 mg on Day 8) followed by 927 mg SC given
every 6-months (Q6M) starting from Day 15.

In these studies, mean trough concentrations >15.5 ng/
mL, which is inhibitory quotient-4 (IQ4; ie, 4-fold in-vitro
protein binding-adjusted 95% effective concentration),
are associated with high rates of virologic suppression. In
participants temporarily unable to receive SC LEN during
its clinical hold, oral bridging (300 mg QW) was used until
SC dosing was resumed.

Our objective was to evaluate the pharmacokinetics (PK)
of LEN during oral bridging (OB) period to assess the ad-
equacy of 300-mg oral QW LEN for maintaining therapeu-
tic concentrations between missed SC LEN doses.
Methods: During OB period, sparse PK samples were col-
lected at the start (of OB period) and every ~10-12 weeks
(without regard to a prespecified time since dose) until SC
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LEN was resumed. LEN plasma concentrations were sum-
marized during OB period in the CAPELLA (N=57) and CALI-
BRATE (N=82) studies.

Results: In both studies, mean LEN concentration and
the lower-bound 90% confidence interval (Cl) were main-
tained above the efficacy target of IQ4 at all OB period
visits (Table 1).

At the time of SC LEN resumption, mean (lower-bound
90% Cl) predose concentrations in CAPELLA (74.4 ng/mL
[56.2 ng/mL]) and CALIBRATE (50.7 [43.6]) exceeded IQ4.

. 0B o8 0B o8
Study Concentration 2’y \eek10  Week20  Week 30
vean namL 26 762 748 M7
ean, ngimL.(n=56) (n=57) (n=36) (n=39)
CAPELLA

90% CI 403,519 66.1,86.3 504,993 299,535

M mL 218 54.9 525 50.1
ean, ngimL (h=76) (n=68) (n=60) (n=6)
CALIBRATE

90% CI 253,304 471,628 437,614 244,757

Table 1. Plasma LEN Concentrations During OB Period With
LEN 300 mg QW

Conclusions: Mean LEN concentrations and the lower-
bound 90% Cls were maintained above IQ4 from the first
oral LEN bridging visits until SC LEN was resumed in both
studies. These results indicate that LEN 300 mg oral QW
provides adequate concentrations to bridge LEN dosing
in participants who may miss their Qé6M SC injection.

Suicidal behaviors among Thai adolescents and
young adults living with HIV

T. Sudjaritruk'?, O. Mueangmo'?, J. Saheng'?, W. Wongjak?,
T. Chaito? P. Nantarat? J.L. Ross?, A.H. Sohn’, C.A. Mellins*®
'Faculty of Medlicine, Chiang Mai University, Department
of Pedliatrics, Chiang Mai, Thailand, *Faculty of Medicine,
Chiang Mai University, Clinical and Molecular Epidemiology
of Emerging and Re-emerging Infectious Diseases
Research Cluster, Chiang Mai, Thailand, STREAT Asia/amfAR,
The Foundation for AIDS Research, Bangkok, Thailand,

“NY State Psychiatric Institute, HIV Center for Clinical and
Behavioral Studies, New York City, United States, *Columbia
University, New York City, United States

Background: Suicide is the fourth leading cause of death
in adolescents and young adults worldwide. Suicidality
can negatively impact quality of life and HIV treatment
outcomes. This study aimed to describe suicidal idea-
tion and behaviors among Thai adolescents and young
adults living with HIV (AYA-HIV).

Methods: A cross-sectional study was conducted among
Thai AYA-HIV aged 15-24 years who were aware of their
HIV status, and attended an HIV clinic in Chiang Mai, Thai-
land. Participants were interviewed about lifetime and
recent suicidal ideation and behaviors by well-trained
staff, using a cross-culturally validated Thai version of the
Columbia-Suicide Severity Rating Scale (C-SSRS). The C-
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SSRS's questions are divided into 4 subscales:

1. Suicidal ideation;

2. Intensity of ideation;

3. Suicidal behaviors;

4. Lethality of suicide attempts.

Results: Of 150 AYA-HIV enrolled, 101 (67%) were male, 90
(60%) had perinatally acquired HIV, 85 (57%) were hetero-
sexual, and the median age was 21 (interquartile range
[IQR]: 19-23) years. At enrollment, 66 (45%) had gradu-
ated with bachelor degree or higher, and 126 (84%) had
monthly incomes <500 USD. All AYA-HIV were on combina-
tion antiretroviral treatment (cART), of which 70% of regi-
mens included non-nucleoside reverse transcriptase in-
hibitor, and the median self-reported adherence to cART
was 95% (IQR: 90-100%). The median CD4 count was 547
(IQR: 378-747) cells/mm?3; 79% had viral load <50 copies/mL.
Overall, 44 (29%) AYA-HIV reported lifetime suicidal idea-
tion, 8 of whom (18%) reported symptoms within the past
month.

Additionally, 16 (11%) AYA-HIV reported having suicidal be-
haviors during their lifetime, 2 (13%) within the previous 3
months. The characteristics of suicidal ideation and be-
haviors among our Thai AYA-HIV are summarized in Table 1.
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Table 1. Characteristics of suicidal ideation and behaviors
among Thai adolescents and young adults living with HIV.

Conclusions: Suicidal ideation and behaviors were prev-
alent in Thai AYA-HIV in our study cohort. Screening for
suicidality in primary HIV clinics could help with earlier
detection and linkage to appropriate management for
this population.

Detectable viral load among virally suppressed
adolescents on multi-month antiretroviral drug
refills in four regions of the mainland of Tanzania

T. Samatta', G. Ngoda', F. Chisonjela’, D. Temba’,

J. Mwakisambwe', L. Machumi', G. Msalale?, F. Kibalba?,

P. Pagali4, A. Kibao®, W. Mauka', E. Matiko?, L. Shija?,

M. Swaminathans, D. Sando', G. Lyatuu!

'Management and Development for Health, Dar es
Salaam, Tanzania, United Republic of, ?Office of the
Regional Administrative Secretaries, Tabora, Tanzania,
United Republic of, 3Office of the Regional Administrative
Secretaries, Geita, Tanzania, United Republic of, “Office of
the Regional Administrative Secretaries, Kagera, Tanzania,
United Republic of, *Office of the Regional Administrative
Secretaries, Dar es Salaam, Tanzania, United Republic of;
$Tanzania Country Office, U.S. Centres for Disease Control
and Prevention, Dar es Salaam, Tanzania, Dar es Salaam,
Tanzania, United Republic of

Background: About half of the adolescents in HIV care
in Tanzania receive their antiretroviral therapy (ART)
through multi-months dispensing (MMD) at three- and
six-monthly intervals. While undetectable HIV viral load
(HVL) is a pre-requisite for enrolment in MMD, it's unclear
whether adolescents on MMD maintain their undetecta-
ble viral load status. We assessed detectable HVL among
adolescents on MMD and associated factors across four
regions of Tanzania.

Methods: We identified adolescents aged 10-19 years with
HIV on ART enrolled on MMD in routine healthcare in Dar-
es-Salaam, Kagera, Geita and Tabora regions of Tanza-
nia. These adolescents were followed up via their routine
three/six monthly clinical visits per their MMD schedules
until 30t September 2022. Our primary outcome was de-
tectable plasma HVL (250 copies/mL) at their one-year
HVL follow-up test since MMD enrolment.

We used Poisson estimation of the binomial regression
with robust error variance, controlling for age, sex, and
other clinical characteristics to investigate risk factors of
detectable HVL reporting adjusted risk ratio (aRR) and
95% Cl.

Results: We identified 3,439 adolescents newly enrolled
on three (2,828, 82.2%) and six (611, 17.8%) monthly MMD
between April and June 2021 across 395 health facili-
ties. Among these adolescents, 1,744 (50.7%) were aged
10-14 years and 1,872 (54.4%) were females. At baseline,
1,972/3,018 with data (65.3%) were classified as WHO clini-
cal stage 3 or 4, 215 (6.3%) were on second-line ART, and
3,340 (971%) had been on ART for at least a year.

At the one-year viral load follow-up test, 434 (12.6%) ado-
lescents were found to have detectable HVL. The risk of
having detectable HVL did not vary by age (p=0.31), sex
(p=0.32), WHO stage (p=0.24), or ART duration (p=0.07).
However, those on second-line ART regimen were twice as
likely to have detectable HVL compared to those on first-
line regimen (aRR 2.43, 95%Cl 1.94-3.04).
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Conclusions: Detectable HVL remains a clinical concern
among adolescents with HIV on MMD, which may suggest
sub-optimal ART adherence or drug resistance muta-
tions. There is need to remain vigilant in monitoring the
risk of detectable HVL and strengthen adherence support
to prevent subsequent virologic failure and drug resistant
mutations.

Barriers to ART adherence in neonates and infants
from the LIFE study in Mozambique

K. Pereira’, A. Mahumane', W.C. Buck? M. Muller?,

A. Patricio® S. Bocharnikov#, J. Lequechane’, M. Mavigd',

J. Ndarissone', F. Chale', K. Elsbernd?**, B. Meggi', A. Kroidl*¢,
[. Jani'

'Instituto Nacional de Saude, Maputo, Mozambique,
2University of California Los Angeles David Geffen School of
Medicine, Los Angeles, United States, *Division of Infectious
Diseases and Tropical Medicine, University of Munich
(LMU), Munich, Germany, “Clinton Health Access Initiative,
Maputo, Mozambique, *Institute for Medical Information
Processing, Biometry, and Epidemiology-IBE, University

of Munich (LMU), Munich, Germany, ‘German Center for
Infection Research (DZIF), partner site Munich, Munich,

Germany

Background: In 2021, only 65% of Mozambican children on
antiretroviral therapy (ART) were virologically suppressed.
Poor adherence is the principal driver of ART failure, and
a deeper understanding of underlying causes is needed
for improved treatment support, particularly for infants
who have even lower suppression rates. Data from inten-
sified adherence support visits for HIV-positive neonates
and infants enrolled in the LIFE study in Mozambique were
analyzed to address this knowledge gap.

Methods: Infants with positive point-of-care virologic
tests at birth or post-natal visits initiated ART and were
followed up to 18 months of age, with routine viral load
monitoring. Information from adherence interventions
was extracted from narrative reports and merged with
clinical data.

Results: A total of 117 recruited infants tested HIV-posi-
tive. DTG-based ART was initiated in 2 (1.7%) infants and
39 (33.3%) transitioned from LPVr to DTG-based ART. At 6,
12, and 18-month study visits, 70.3%, 72.7%, and 63.6% of
caregivers reported no ART interruptions in the past week.
Virologic suppression rates for the same study visits were
31.1%, 47.0%, and 50.9%. Qualitative adherence data was
available for 62.4% (73/117) of participants.

The percentage of infants with reported barriers by cat-
egory were:

1. Paternal-related, 72.6% (53/73);

2. Maternal-related, 60.3% (44/73);

3. Socioeconomic, 42.5% (31/73);

4. Medication-related, 32.9% (24/73); and

5. Provider-related, 5.5% (4/73).
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Non-disclosure to the father was a noted adherence bar-
rier for 28.8% (21/73). Excluding infants with missing data,
33.7% (28/83) of mothers had not disclosed their serosta-
tus to the father by the first adherence intervention, and
75.0% (21/28) of them lived with the father.

Fear of abandonment was the most common reason
for non-disclosure to fathers, reported for 67.9% (19/28) of
mothers.

Conclusions: Medication-related adherence barriers
were common, and most children received LPVr-based
ART. It was not possible to quantify in this analysis, but the
recent introduction of dispersible DTG tablets, allowing
for once-daily dosing, has the potential to improve the
unacceptably low virologic suppression rates observed.
However, the impact of optimized pediatric ART will be
minimized without intensified and proactive efforts to
identify and address family-specific barriers that ad-
versely impact adherence, with particular attention to
paternal factors and serostatus disclosure.

Cause of death among infants by HIV status
in Zambia, 2020-2021

W. Sichembe!, K. Mweebo', A. Mwilad', P. Kapombe?,

M. Cheelo? N. Kancheyd', P. Minchelld', J. Hines'

'US Centers for Disease Control and Prevention, Lusaka,
Zambia, Ministry of Health, Lusaka, Zambia

Background: Although mortality is higher among HIV
positive infants compared to those without HIV, opti-
mized pediatric antiretroviral treatment (ART) has im-
proved survival.

We explored the causes of death (COD) and survival-time
by HIV status among deceased infants in Zambia from
2020-2021.

Methods: We analyzed the Zambian Ministry of Health
mortality surveillance data from 2020-2021. Verbal autop-
sies (VA) are conducted on persons who die in the com-
munity or within 48 hours of arrival at health facilities in
27 districts representing ~50% of Zambia's population.
Trained officers collect past medical history and circum-
stances proximal to death from close relatives/associates
using a standardized World Health Organization ques-
tionnaire.

Responses are analyzed by a validated algorithm that
assigns probable CODs. We analyzed CODs and survival-
time by HIV status among infants (<1year old) using R.
Results: VAs were conducted for 2,446 infants from 2020-
2021. Sixty-six (2.7%) infants were HIV positive (with 50% on
ART), 1,372 (56.1%) were HIV negative and 1,008 (41.2%) had
unknown HIV status. Among HIV positive and negative in-
fants, the probable CODs were mainly indeterminate or
infectious.

Birth asphyxia, prematurity and neonatal sepsis were the
leading probable CODs among infants with unknown HIV
status, who died younger than those with known HIV sta-
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tus (median days: 2 vs. 136; p<0.01). Survival-time did not
differ for HIV positive compared to HIV negative infants
(median days: 136.5 vs 136; p=0.45). Among HIV positive in-
fants, survival-time did not differ by ART status (p=0.74).
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Table 1. Top five causes of death among infants by HIV
status in Zambia, 2020-2021.
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Figure 1. Survival time of infants from birth (A) HIV positive
and HIV negative (B) HIV positive by ART status.

Conclusions: The lack of difference in survival-time among
deceased infants by HIV status could be because otherin-
fectious diseases highly affect this age group. Infants with
unknown HIV status died younger from complications of
pregnancy and delivery. Improved neonatal care, diag-
nostics for the indeterminate COD and management of
infectious diseases can improve infant outcomes. Prompt
ART initiation can also improve survival of HIV positive in-
fants.

Increased dolutegravir coverage is associated with
increase in viral load coverage and suppression
among children living with HIV in Togo

Y.K. D'AImeida’, A.N. Moussd', E. Kokoloko', D. Hillah', J.P.
Tchupo!, D. Messan', J. Mandala? C. Casalini?
'FHI 360, Lome, Togo, *FHI 360, Durham, United States

Background: Though a UNAIDS 2021 report shows that,
between 2010 and 2020, Togo halved AIDS-related deaths
in children ages 0-14, available data show low dolute-
gravir coverage (DTG-C) and viral load suppression (VLS)
among children living with HIV (CLHIV). This analysis pre-
sents data and solutions to improve DTG-C, viral load

coverage (VLC), and VLS among CLHIV at selected public
health facilities. The work was supported by the PEPFAR-
and USAID-funded EAWA project, which is implemented
by FHI 360.

Description: Routinely collected data were analyzed for
CLHIV ages 14 and younger from October 2019 through
September 2022. We assessed the proportion of CLHIV on
antiretroviral therapy (ART) who received a dolutegravir-
based regimen; VLC, calculated as CLHIV with a docu-
mented viral load test result (VLTR) among those on ART;
VLS, calculated as CLHIV with a documented VLTR below
1,000 copies among those with a VLTR. Between October
2019 and September 2020, only half were on a dolutegra-
vir-based regimen, less than half had a documented VLTR,
and 64% reached VLS. A team was tasked with imple-
menting solutions based on roots cause analysis: Eligible
CLHIV were line listed and contacted for starting/transi-
tioning to dolutegravir and collecting viral load samples;
ART adherence support was provided; monthly dolute-
gravir stock monitoring was conducted; pending test
results were tracked through a laboratory focal person;
VLTR were documented; and CLHIV were informed within
one week from test result. Granular data were used to
prioritize technical assistance to sites with lowest DTG-C,
VLC, and VLS.

Lessons learned: From October 2019-September 2020,
October 2020-September 2021, and October 2021-Sep-
tember 2022, an increase was observed in the following
indicators among CLHIV: DTG-C from 52% to 64% to 71%,
respectively; VLC from 48% to 85% to 90%, respectively;
and VLS from 64% to 70% to 82%, respectively. A positive
trend in indicators was observed when disaggregated by
age (Table 1).

Oct 2019 - Sep 2020 Oct 2020 - Sep 2021 Oct 2021 - Sep 2022
total total total
04 59 1014 014 04 59 1014 014 04 59 1014 014

Current 406 g00 717 1723 428 693 807 1928 510 841 1,046 2397
on ART

Dolute-
gavi A% o 3% sp 4% % A% 6% 6% ST% 4% TI%
regimen

Documen- 115 248 432 795 272 507 620 1399 372 676 834 1,882
ted VLTR (32%) (40%) (62%) (48%) (80%) (87%) (85%) (85%) (95%) (87%) (90%) (90%)

Villy 75 1s5 276 507 177 353 444 974 294 542 701 1537

sup- 0 0 9, 9, 9, 9, 9, 9, o o o 0
pressed (65%) (63%) (64%) (64%) (65%) (70%) (72%) (70%) (79%) (80%) (84%) (82%)

Table 1. Dolutegravir, viral load coverage, and viral load
suppression by age band, by year, Togo

Conclusions/Next steps: Solutions that address root
causes and granular data use were successful in in-
creasing DTG-C, which resulted in increased VLC and VLS
among CLHIV. Such approaches should be scaled up and
become national standard of care.
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Use of second-generation INSTIs in the treatment
of children and adolescents in Mexico. A real-life
national experience

J.L. Mosqueda-GomeZ', Y. Caro-Vegao?,

J.R. Nieto-Saucedo’, A. Pifieirua-Menéndez3, S. Avila-Rios,
F. Badial-Herndndez®, A. De la Torre-Rosas?,

A. Gonzdlez-Rodriguez®, J. Sierra-Madero? G. Reyes-Terdn’
'Hospital Regional de Alta Especialidad del Bajio, Leon,
Mexico, ?Instituto Nacional de Ciencias Médicas y
Nutricion Salvador Zubirdn, Mexico City, Mexico, *CISIDAT,
Cuernavaca, Mexico, “CIENI-INER, Mexico City, Mexico,
°Clinica Especializada Condesa, Mexico City, Mexico,
SCENSIDA, Mexico City, Mexico, "CCINSHAE, Mexico City,
Mexico

Background: Antiretroviral therapy (ART) among children
and adolescents living with HIV (C/ALHIV) frequently in-
cludes drugs considered obsolete among adults. Since
2019, Mexico implemented a national optimization pro-
gram, based on the use of second-generation integrase
inhibitors (INSTIs) -mainly co-formulated BIC/TAF/FTC-
as preferred regimens for ART initiation and switch. We
aimed to evaluate this rollout program among children
and adolescents.

Methods: Data were obtained from SALVAR (National Sys-
tem for Antiretroviral Surveillance and Administration).
We included information of C/ALHIV between 8 to 17 years,
who started on ART or switched to BIC/TAF/FTC, from June
2019 to June 2021. We categorized them as “started BIC/
TAF/FTC" (G1), "switched to BIC/TAF/FTC" (G2), or "started
other than BIC/TAF/FTC" (G3). We calculated the propor-
tion of C/ALHIV with viral suppression (VS) (<40 copies/ml)
after six months of ART initiation or switch and durability
of the regimen, defined as maintaining VS on the same
ART versus other outcomes.

Figure 1. Probability of keeping the same ART regimen.

Results: A total of 828 C/ALHIV were included; the median
follow-up was 447 days (IQR 182-702); 264 (32%) were clas-
sified as G1, 386 (47%) as G2, and 178 (21%) as G3. The me-
dian age was 17 (IQR: 16 -18),15 (IQR: 12-17), and 16 (IQR: 14
-17) years (p-value<0.01); and 23%, 48% and 67% of partici-
pants were cisgender women for G1, G2, G3 (p-value<0.01).
The last regimen used before ART switch in G2 was mainly
based on protease inhibitors (Pls) in 64%, followed by NN-
RTls in 20%. Within G3, 49% were started on NNRTIs, other
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INSTIs in 37%, and Pls in 11%. After six months of initiation
or switch, VS was present in 86%, 96% and 86% of G1, G2
and G3. The durability of ART regimen in each group is
shown in Figure 1.

Conclusions: In this real-life experience analysis, second-
generation INSTIs showed highly effective and long-last-
ing performance in Mexican children and adolescents.

Recommendations for missed orall
lenacapavir loading doses using population-
pharmacokinetics-based simulations

R. Singh', N.A. Shaik', F. Bellanti? C. Comisar? K. Polireddy?,
M. Rhee', R. Palaparthy’

'Gilead Sciences, Inc.,, Foster City, United States, “Certara,
Inc., Princeton, United States

Background: Lenacapavir (LEN) is currently approved for
the treatment of multidrug-resistant HIV-1 in combina-
tion with other antiretrovirals for heavily treatment-expe-
rienced (HTE) individuals. In the ongoing pivotal Phase 2/3
study (CAPELLA), participants received oral LEN loading
(600 mg on Days 1and 2; 300 mg on Day 8) followed by 927
mg SC QéM starting from Day 15 (Phase 2/3 regimen). Cur-
rent data indicate that a mean trough LEN concentration
of 15.5 ng/mL (inhibitory quotient-4 [IQ4]) is associated
with high antiviral activity. Given the importance of oral
loading doses in achieving and maintaining concentra-
tions >IQ4, it is imperative to consider options to manage
missed oral loading doses. We used a population-phar-
macokinetic (PopPK) model to simulate various dosing
scenarios to guide missed oral loading-dose recommen-
dations for the HTE population.

Methods: A previously developed 2-compartment PopPK
model with 1st-order absorption and linear elimination
was used to simulate plasma concentrations following
missed oral LEN doses to provide recommendations for
different scenarios of missed doses, and identify alterna-
tive dosing options.

Results: Recommendations for missed oral loading dose
scenarios in Phase 2/3 regimen are shown (Table 1). In all
scenarios, the recommended alternative dosing option
maintained LEN concentrations >IQ4. Figure 1 shows a
scenario in which the Day 2 oral dose is missed by 26 days,
with alternative dosing options on Days 8 and 15.

Loading  Missed Dose

Dose Day Scenario Recommendation

Day 2 oral dose Participant should take 600 mg PO dose as soon
missed by <6 days  as possible

Day 2 Dav 2 oral dose Participant should take 600 mg instead of 300 mg
ay on Day 8 and 300 mg on Day 15 (along with SC
missed by 26 days .. "
injection)
Day 8 oral dose Participant should take 300 mg PO dose as soon
missed by <6 days  as possible
Day 8

Day 8 oral dose Participant should take 300 mg on Day 15 (along
missed by 26 days  with SC injection)

Table 1. Summary of Missed Dose Recommendations for
Oral LEN Loading in Phase 2/3 Dosing Regimen.
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Figure 1. Simulated mean (90% Cl) plasma LEN
concentration with different alternative dosing options,
following a missed day 2 oral dose (missed by 26 days).

Conclusions: PopPK modeling was used to provide dos-
ing recommendations for missed oral loading doses of
LEN. The dosing window for oral LEN loading is wide and
forgiving, while maintaining therapeutic concentrations.

Ruxolitinib-mediated HIV-1 reservoir decay in
A5336 phase 2a trial

M.D. Reece', Z. Zhangd', S. Pereira-Ribeiro’, R. Sekaly?,

D.A. Kulpd', J. Yoon', E. White', R.F. Schinazi?*4, V.C. Marconi®®,
C. Gavegnhano'8910

'Emory University, Department of Pathology and
Laboratory Medicine, Atlanta, United States, ’Emory
University, School of Medicine, Atlanta, United States,
SEmory University, Department of Pediatrics, Atlanta,
United States, “Center for ViroScience and Cure, Atlanta,
United States, *(Emory University, Division of Infectious
Diseases, Atlanta, United States, SEmory University,
Department of Global Health, Atlanta, United States,
’Emory University, Department of Pharmacology and
Chemical Biology, Atlanta, United States, SEmory University,
Center for Human Health, Atlanta, United States, *Atlanta
Veterans Affairs Medical Center, Department of Pathology,
Decatur, United States, "Harvard University, Center for
Bioethics, Boston, United States

Background: Ruxolitinib is FDA approved for myelofibro-
sis, polycythemia vera, atopic dermatitis and chronic
graft-versus-host disease. We evaluated the impact of
ruxolitinib on the peripheral HIV-1 reservoir and key immu-
nomodulatory events driving HIV-1 persistence in people
with HIV-1 (PWH) in an AIDS Clinical Trial (ACTG) sponsored
open-label randomized Phase 2a multi-site trial (n=60).

Methods: Inclusion criteria: 218 age <75, background ART
regimen (NNRTI or INSTI without cobicistat for >2 years),
continuously virologically suppressed, CD4* T-cell count
>350 cells/mm?3; no significant medical condition besides
HIV or hypertension. Participants were randomized to

ruxolitinib 10 mg bid plus ART (n=40) or ART alone (n=20)
from week 0 through 5. Both groups were observed
through week 12. Cellular markers (flow-cytometry), solu-
ble cytokine (Mesoscale), intDNA and IPDA were measured
on peripheral blood from weeks 0, 5, and 12. Sequential
series of Mann-Whitney U tests were performed to under-
stand how biomarker changes across weeks impact res-
ervoir decay.

We evaluated:

1. Biomarkers within the ruxolitinib-treated group which
were significantly (p<0.05) different between weeks 5 and
12,

2. Which markers determined in test 1 were significantly
(p<0.05) different versus control group, and;

3. Which of these were trending towards significance
(p<0.1) between participants with high reservoir decay
and those with no decay.

Significance was further confirmed through Benjamini-
Hochberg testing to minimize the false discovery rate.
Results: INntDNA and IPDA reservoir measurements were
highly correlated to one another (r?0.86). HIV-1 reservoir
significantly decayed in the ruxolitinib group by week 12
versus control.

Decay correlates included decrease in activation and ex-
pansion markers (week 5), leading to reservoir decay by
week 12 (CD127*/CD4* T, and CD127+/CD8* T,,, CD39*/CD4*

D!

Tew and CD69* in B cells). Reservoir decay by week 5 associ-
ated with change at week 5 (IL10), and change at week 12
(BCL2*/CD8" T,,).

Conclusions: Ruxolitinib decays the HIV-1reservoir and re-
sets immune balance in PWH on ART. Based on reservoir
decay during treatment (week 0 to 5), our model predicts
a 99.99% decay in 2.5 years, should rates of decay remain
constant. These data are foundational for further human
trials with Jak 1/2 inhibitors such as ruxolitinib towards
HIV-1 elimination.
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Transformation of 3 current short-acting HIV
drugs, tenofovir, lamivudine and dolutegravir (TLD)
into a novel, all-in-one long-acting TLD 3-drug-
combination in a single injectable dosage that
produces extended pharmacokinetics

R.J. HO', Z.R Stephen? S. Perazzolo?, J. Lo?, X. Xu?,

Y. Zhao? M. Eguchi? M. Hartman? C. Jonsson?,

AJ Melvint, A.C Collier®

"University of Washingtron, Pharmaceutics and
Bioengineering, Seattle, United States, ?University of
Washington, Pharmaceutics, Seattle, United States,
3University of Washington, Pharmaceutics and Medicine,
Seattle, United States, “{University of Washington,
Pediatrics, Seattle, United States, *University of
Washington, Medicine, Seattle, United States

Background: Introduction of long-acting Cabenuva, con-
taining two HIV drugs, cabotegravir and rilpivirine, in two-
intramuscular injections for HIV treatment is a significant
step toward addressing adherence and pill fatigue. How-
ever, clinical and programmatic issues limit Cabenuva
uptake worldwide. WHO has an on-going initiative to dis-
tribute a short-acting oral product called TLD (tenofovir,
lamivudine & dolutegravir). Advantages to dolutegravirin
TLD include its higher barrier to resistance than cabote-
gravir, but oral TLD requires daily dosing.

Thus, the goal of this study is to develop a Next-Gen long-
acting TLD 3-drug combination treatment in a single sub-
cutaneous injection.

Methods: Previously, we reported on biocompatible lipid-
excipients and a process to stabilize multiple HIV drugs
with disparate physical-chemical (including water solu-
bility) properties. This technology enables transformation
of current HIV drugs (including water-insoluble lopinavir,
ritonavir, efavirenz, atazanavir and water soluble tenofo-
vir, lamivudine) into drug-combination nano-particulate
(DcNP) products that are stable in suspension.

Employing the DcNP process, lipid excipients composed
of distearoyl-phosphatidyl-choline (DSPC) and distearoyl-
phosphatidyl-ethanolamine derivatized with polyethyl-
ene-glycol (MW=2000) or mPEG
cally tested to produce a stable, sterile TLD suspension for

L000- DSPE were systemati-
non-human-primate (NHP) studies. M. nemestrina (~5-8
kg, n=8) were given a single subcutaneous injection of TLD
in DcNP (6.2/5/10 mg/kg) and a plasma time-course was
determined.

Results: TLD-DcNP product was prepared by:

1. Dissolving TLD with lipid-excipients in hydrated-alcohol,
followed by controlled solvent-removal process to pro-
duce TLD-DcNP powder;

2. The particle-size of TLD-DcNP in saline suspension was
reduced (d~60-80 nm) resulting in a stable- injectable TLD
product, suitable for subcutaneous dosing.

Compared to the free-and-soluble form for which TLD
concentrations fell below detectable levels within a
few hours as previously reported, the DcNP formulation
demonstrated a long-acting plasma time-course for all
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3-drugs when given as a single subcutaneous dose. While
NHP plasma TLD levels for DcNP dosage-forms were dif-
ferent for each drug substance, at the dose tested, all
3 drugs sustained concentrations above EC,, > 4 weeks.
These data were reproducible in making TLD-DcNP prod-
uct and in NHP pharmacokinetic profile.

Conclusions: We have successfully developed a process
that transforms short-acting to long-acting TLD into an
all-in-one subcutaneous injection product for considera-
tion of clinical development.

Supported by UNITAID GLAD and NIH

A biodegradable, subcutaneous implant delivery
platform to treat HIV for up to 6 months in young
children

M.L. Cottrell', T. Kinsale', L. Li?, D.F. Cruz? C. Norton?,

B. van Horne', G. Dobek?, X. Wang? R. Veazey?,

L.M. Johnson?

"University of North Carolina Eshelman School of
Pharmacy, Division of Pharmacotherapy and Experimental
Therapeutics, Chapel Hill, United States, °RTI International,
Biomedlical Technologies, Durham, United States, *Tulane
University, Division of Comparative Medicine, New Orleans,
United States, “Tulane University, Department of Pathology
and Laboratory Medicine, New Orleans, United States

Background: Long-acting HIV treatment could improve
pediatric outcomes through simplified dosing. ARV-elut-
ing implants offer advantages over monthly injections
including retrievability and extended duration.

Here, we apply a pharmacokinetic/pharmacodynamic
(PK/PD) modeling approach to support development of a
reservoir-style, biodegradable, ARV-delivery implant sys-
tem for young children.

Methods: Plasma PK of islatravir (ISL), emtricitabine (FTC)
and bictegravir (BIC) was characterized over 30hours fol-
lowing IV dosing in rabbits (5, 30, and 0.75mg/kg, respec-
tively) and used to fit a PK model for estimating each
drug’s unit impulse response (UIR). This UIR was used to
deconvolve subcutaneous (SQ) absorption from plasma
PK measured over 1 year in 8 rabbits with SQ ISL, FTC-,
and BIC-eluting implants. An HIV-IIIB challenge model
with TZM-bl reporter cells was used to characterize the
concentration-response relationship for ARV (alone or
combined) with a 43.6-fold protein-binding adjustment
for BIC. The inhibitory form of the Hill equation and com-
petitive-inhibition interaction models were fit to estimate
PD parameters. Continuous-infusion PK models with lit-
erature reference values were used to predict plasma
concentrations from deconvolved absorption (as pg/day
dose) for 2-year-olds at 50" percentile of weight. The PD
model was applied to predict percent maximal inhibition
from the combination of these concentrations.

Results: Two-compartment, macro-parameter models
with log-additive error fit the IV PK. All ARVs were quantifi-
able for >1 year in rabbit plasma. Model estimates and

QIAS 2023

Poster
exhibition




P

RIAS 2023

El

Poster
exhibition

predictions in Tables 1 and 2, respectively are mean (%CV)
for PK estimates or meant95% confidence-interval for PD
estimates and SQ dose. ISL, FTC and BIC were synergis-
tic with interaction parameter estimates (psi) <1 and are
predicted to exceed 50% maximal inhibition (IC)) for >6
months of implantation in 2-year-old children.

A alpha B beta IC

ARV (ngiml)  (hr)  (ngim) () mex Hilkslope oo

psi

ISL 5544 (1) 050(4) 139(3) 0.10(4) 1.01£0.08 0.960.39 0.49+025 0.66+0.30
FTC 29200 (8) 0.76(11) 779(26) 0.13(11) 0.98+0.05 3.03+194 105+11 0.77+0.13
BIC 1218 (31) 0.64(26) 168(71) 0.18(17) 097+0.07 1.07+0.46 1.96+0.89 0.63+0.16
Table 1.

BIC Daily SQ Dose  ISL Daily SQ Dose  FTC Daily SQ Dose % Maximal

Month (ug/day) (nglday) (uolday) Inhibition
1 191£32 251453 49178 ®

3 12122 14 2301456 84

6 M £21 7192 120£39 7

12 8323 639 214 “
Table 2.

Conclusions: We believe this is the first report of an HIV-
treatment implant system designed to sustain safe and
effective doses for young children and predict >6-months
of ARV-delivery within a potentially effective range war-
ranting continued development.

TUPEB18

Resistance to second generation integrase
inhibitors after two years of a national rollout
strategy in Mexico

A. Pineirda-Menéndez, S. Avila-Rios? Y. Caro-Vegc?,
C. Garcia-Morales?, M. Matias-Florentino?,

J. Monreal-Flores?, J.L. Mosqueda-Gdmez?,

V. Quiroz-Morales®, D. Tapia-Trejo?

'CISIDAT, Infectious Diseases Research, Cuernavaca, Mexico,
?Instituto Nacional de Enfermedades Respiratorias (INER),
Centro de Investigacion en Enfermedades Infecciosas
(CIENI), Mexico City, Mexico, ’Instituto Nacional de Ciencias
Médlicas y Nutricidn Salvador Zubirdn, Immunoinfectology
Clinic, Mexico City, Mexico, *Hospital Regional de Alta
Especialidad del Bajio, General Direction, Leon, Mexico

Background: Until 2018, first line ART in Mexico was mainly
based on efavirenz containing regimens; despite reports
of pre-treatment HIV drug resistance (HIVDR) levels to
non-nucleoside reverse transcriptase inhibitors (NNRTIs)
reaching 10% or more. Since June 2019, a national strat-
egy using BIC/TAF/FTC as the preferred single tablet regi-
men for ART initiation and switch was implemented. We
evaluated patterns of resistance among individuals who
initiated or switched to BIC/TAF/FTC.

Methods: National System for Antiretroviral Surveillance
and Administration database was used for the analysis.
We searched for archived plasma samples of adults who
started or switched to BIC/TAF/FTC, from June 1t 2019 to
June 30t 2021; and had viral loads over 1,000 copies/ml
at least six months after BIC/TAF/FTC initiation. Protease,

reverse transcriptase and integrase were sequenced us-
ing standard next generation sequencing methods (lI-
lumina). Reads were aligned and consensus sequences
obtained with HyDRA. HIVDR was estimated using the
Stanford HIVdb tool (V.9.4), using both 5% (assessing low-
frequency variants) and 20% (Sanger-like) consensus se-
quences. HIVDR was defined as a Stanford score of 315 to
the drug of interest.

Results: We included 666 sequences: 208 from ART initia-
tors and 458 from persons who switched from other regi-
mens. Using 20% consensus sequences, resistance to any
INSTI was observed in 4 (1.9%) and 5(1.1%) initiation and
switch samples, respectively (Figure 1).

INSTI resistance increased to 2.9% and 3.1% in initiators
and switching, respectively, when using 5% consensus
sequences. At 20% threshold, 4 INSTI Surveillance Drug
Resistance Mutations (SDRM) were observed among ini-
tiators: E138AKT (0.5%), Y143CHRS(0.5%), S230R (0.2%), and
R263 (0.5%). Among persons switching, 2 SDRM were ob-
served: E138AK T (0.2%), R263K (0.2%).
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Figure 1. HIV drug resistance by drug.

Conclusions: After two years of a national rollout strategy
using second-generation INSTIs in Mexico, resistance mu-
tations to these drugs are found in a very small propor-
tion of subjects. Nevertheless, continuous HIVDR surveil-
lance is warranted in the country.
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Doravirine Resistance Patterns Identified through
week 192 in the DRIVE-FORWARD and DRIVE-AHEAD
Phase 3 clinical trials

C. Orkin', D. Kuritzkes?, C. Katlama?, F-H. Su#, V. Teal,

R. Plank? R. Lahoulouw?®, E. Asante-Appiah*

'Queen Mary University of London, London, United
Kingdom, ?Brigham and Women's Hospital, Harvard
Medical School, Boston, United States, *Paris-Sorbonne
University, Paris, France, “Merck & Co., Inc., Rahway, United
States, *MSD France, Puteaux, France

Background: Doravirine (DOR) is a novel nhon-nucleoside
reverse transcriptase (RT) inhibitor (NNRTI) approved for
the treatment of HIV-1. DOR was rationally designed to
address limitations associated with other NNRTIs, par-
ticularly resistance from HIV-1 variants bearing common
NNRTI resistance-associated substitutions in RT such as
K103N, Y181C, or G190A.

Methods: Resistance to DOR was assessed through Week
192 of two phase 3 clinical trials, DRIVE-FORWARD (MK-1439-
018) and DRIVE-AHEAD (MK-1439A-021), in participants ran-
domized to DOR (100mg) for the 96-week double-blind
studies followed by 96-week open-label study extensions,
and in participants who switched from the comparator
(darunavir/r or efavirenz) to DOR in the extensions.
Resistance testing was performed by Monogram Bio-
sciences in participants who met criteria for protocol-
defined virologic failure (PDVF; non-response or rebound)
or discontinued (d/c) early with HIV-1 RNA >400 copies/mL.
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Table. Genotypic and phenotypic resistance detected in
participants with PDVF (n=109) or early discontinuation
(n=271) through week 192 in DRIVE-FORWARD & DRIVE-
AHEAD (N=1249)

Results: 747 ART-naive participants received DOR in DRIVE-
FORWARD and DRIVE-AHEAD; 83 (11.1%) had PDVF (including
29 with HIV-1RNA >50 and <200 copies/mL), and 33 of 83 re-
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suppressed after PDVF. Resistance testing was performed
in 51 participants (34 PDVF, 17 d/c); DOR-associated muta-
tions were detected in 12 and phenotypic resistance in 10,
mainly before Week 96 (Table).

The most common RT substitutions were V106A/I/M and
F227C. In the study extensions, 502 participants switched
from comparator to DOR; 26 (5.2%) had PDVF (including 9
with HIV-1 RNA 250 and <200 copies/mL), and 12 of 26 re-
suppressed after PDVF. Resistance testing was performed
in 9 switch participants (6 PDVF, 3 d/c); DOR-associated
mutations were detected in 4 and phenotypic resistance
in 3 (Table). Common NNRTI sulbstitutions including K103N,
Y181C and G190A were not detected.

Conclusions: In DRIVE-FORWARD and DRIVE-AHEAD, the de-
velopment of DOR resistance-associated substitutions in
RT was uncommon (16/1249; 1.3%) and occurred mainly dur-
ing the first year of treatment. Overall, the DOR RT substitu-
tions observed were distinct from those of other NNRTIs.

TUPEB20

HIV viral suppression and drug resistance
patterns among adults and children in the era
of dolutegravir use: Findings from the national
representative cross-sectional survey in Tanzania
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M. Mahiti', M. Mizinduko®, A. Sabasaba?® L. Mlundes,
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A. Pembe®, B. Sunguya?

"Muhimbili University of Health and Allied Sciences,
Microbiology and Immunology, Dar es Salaam, Tanzania,
United Republic of, ’Kumamoto University, Division of
Infection and Immunity, Joint Research Center for Human
Retrovirus Infection, Kumamoto, Japan, *Muhimbili National
Hospital, Internal Medicine, Dar es Salaam, Tanzania, United
Republic of, *“National AIDS Contro Programme, Directorate
of Preventive services, Dodoma, Tanzania, United Republic
of, *Muhimbili University of Health and Allied Sciences,
Epidemiology and Biostatistics, Dar es Salaam, Tanzania,
United Republic of, ‘Muhimbili University of Health and Allied
Sciences, Community Medicine, Dar es Salaam, Tanzania,
United Republic of, "National AIDS Control Programme,
Directorate of Preventive services, Dodoma, Tanzania,
United Republic of, 8Muhimbili University of Health and Allied
Sciences, Development Studlies, Dar es Salaam, Tanzania,
United Republic of, °US Centers for Disease Control and
Prevention, Division of Global HIV & Tuberculosis, Dar es
Salaam, Tanzania, United Republic of, °The Global Fund,
Dar es Salaam, Tanzania, United Republic of, "National

AIDS Control Programme, Directorate of Preventive

Services, Dodoma, Tanzania, United Republic of, “Muhimbili
University of Health and Allied Sciences, Obstetrics and
Gynecology, Dar es Salaam, Tanzania, United Republic of

Background: Tanzania and other resource-limited set-
tings in sub-Saharan Africa have reported progress
in scaling up ART usage. However, treatment success
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among people living with HIV (PLHIV) has not been fully
appreciated. In March 2019, Tanzania introduced a WHO-
recommended dolutegravir-based combination therapy
to its ART program.

Therefore, we investigated HIV viral suppression rates, as-
sociated factors, and the burden of HIV drug resistance
(HIVDR) among PLHIV a year after the introduction of do-
lutegravir in Tanzania.

Methods: We conducted a national representative cross-
sectional survey from September to December 2020.
Adults and children PLHIV from 36 HIV care and treatment
centres in Tanzania were recruited. Blood samples, demo-
graphic and clinical information were obtained. HIV viral
load (HVL) was estimated using the COBAS 8800 TagMan
(Roche Molecular system). Viral suppression was defined
at HVL<1000 copies/mL.

Independent factors associated with viral suppression
were identified using regression analyses (p<0.05). HIVDR
genotyping was performed from samples with HVL>
1000 copies/mL. HIV genes (reverse transcriptase, pro-
tease, and integrase) were amplified by PCR and directly
sequenced. The Stanford HIVDR database was used for
HIVDR analysis.

Results: A total of 2039 PLHIV were recruited, with 57.5%
being adults and 64.7% of them were females; whereas
children contributed 42.5% and 53.5% were females. The
viral suppression rates were 96.1% and 89.1%, in adults and
children, respectively.

Hereby, adults and children on the dolutegravir-based
regimen recorded the highest viral suppression rates of
96.4 % and 91.3%, respectively; while the lowest suppres-
sion rates were observed in PLHIV on protease inhibitor-
based regimen at 78.8% and 85.4%, respectively. In ad-
dition, factors including marital status, initial HVL, the
current ART regimen, and treatment adherence were in-
dependently associated with viral un-suppression status
(0<0.05).

Furthermore, HIVDR was detected in 71.5% of PLHIV with
high viremia (HVL> 1000 copies/mL). Importantly, 5.8 % of
participants had dolutegravir drug resistance mutations,
including the major drug resistance mutations; Q148K
E138K, G118R, G140A, Té66A, and R263K.

Conclusions: The present findings indicate that dolute-
gravir-based regimens show promise for treating HIV
in Tanzania. However, there are still barriers to optimal
treatment outcomes, such as the emergence of dolute-
gravir HIVDR and adherence among PLHIV in Tanzania.

CMV-Specific IgG changes during severe COVID-19
suggestive of acute reactivation

G.C. Ambayec!, H. Pickering? M. Peluso’, F. Chan',

G. Beck-Engeser’, K. Wick!, M. Matthay!', C. Calfee’,

J. Martin', S. Deeks', S. lyer?, T. Henrich', S. Lee, E. Reed?,
P. Hunt!

"University of California, San Francisco, San Francisco,
United States, ?University of California, Los Angeles, Los
Angeles, United States, *University of California, Davis,
Davis, United States

Background: During acute SARS-CoV-2, CMV is associated
with an increased risk of hospitalization, and in hon-hu-
man primates, reactivates to a greater degree in tissues
than in blood. We hypothesized that CMV reactivation
during severe COVID-19 might disrupt the steady-state of
CMV-specific IgG production and clearance via antigen-
antibody complexes, leading to dynamic CMV-specific
19G changes.

Methods: Serum from participants with PCR-confirmed
COVID-19 were sampled from a hospitalized cohort with
severe acute COVID-19 (COMET/IMPACC), a non-hospi-
talized cohort with acute mild COVID-19 (CHIRP), and a
convalescent cohort of participants who had recovered
from COVID-19 at least 30 days earlier (LIINC), and as-
sessed CMV-specific IgG index using a commercial assay.
Changes in those with acute COVID-19 were assessed up
to 28 days later.

Results: Hospitalized participants (n=442) tended to have
a higher median age than the 11 non-hospitalized acute
COVID-19 participants (58 vs. 47) and the 327 LIINC partici-
pants who previously recovered from COVID-19 (44).

While the maijority of hospitalized participants were CMV-
seropositive or indeterminate, a much larger proportion
had low (0.4-0.9) or indeterminate (0.9-1.1) CMV IgG in-
dex values than in the convalescent cohort (34% vs 21%,
P<0.001, Panel A).

Among those with "negative” or “indeterminate” CMV
I9G indices at hospital admission, CMV-specific I1gG ti-
ters increased significantly over a median of just 14 days
(P<0.0001), with many rising into the "positive" range. No
change in CMV IgG index was observed in the non-hos-
pitalized participants with acute COVID-19 over 28 days
(P=0.65).
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Conclusions: Hospitalized people with acute COVID-19,
while more likely CMV-seropositive, have lower serum
CMV-specific IgG levels than non-hospitalized and recov-
ered people with COVID-19, which subsequently rise dur-
ing hospitalization. These findings support the hypothesis
that severe acute COVID-19 induces tissue CMV re-activa-
tion, transiently clearing CMV-specific antibodies from cir-
culation via antigen-antibody complexes before increas-
ing B cell production.
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Race, place, and substance use continue to impact
HIV incidence among Sexual Minority Men: active
surveillance of HIV seroconversion from the UNITE
Longitudinal Cohort study

J. Malone!, S.S. Jones!, A. Talan', H.J. Rendina'?

"Whitman Walker Institute, Research, Washington D.C.,
United States, ?George Washington University, Milken
Institute School of Public Health, Washington D.C., United
States

Background: Sexual Minority Men (SMM) continue to be
disproportionately impacted by the U.S.HIV epidemic. We
calculated the HIV incidence rate and incidence rate ra-
tios on a large, population-based cohort of SMM in the
U.S. to identify factors associated with HIV seroconversion.
Methods: UNITE is a prospective cohort study aimed at
identifying biopsychosocial factors associated with HIV
seroconversion among SMM. There were 7956 partici-
pants enrolled into the cohort, recruited using geospatial,
social networking apps. Enrolilment occurred between
November 2017 and September 2018. Individuals were
eligible if they were at least 16 years of age, identified as
male at enroliment, reported HIV-negative or unknown
status, and were willing to conduct at-home HIV and STI
testing. We conducted Poisson regression models with ro-
bust variance to identify factors associated with serocon-
version, adjusting for baseline age, race, substance use,
adverse childhood experiences (ACE), PrEP use at baseline,
self-perceived PrEP indication, any health insurance, and
condom use frequency.

Results: There were 121 seroconversions after 24 months
of follow-up. 6,304 participants completed the 12-month
follow-up , while 4,957 completed the 24-month follow-
up with individuals contributing between 0-2 years of
follow up time. Accounting for varying person-time, the
incidence rate was 10.3 cases/1000 PY. Black race [com-
pared to White (alRR: 2.89, 95%Cl: 1.84, 4.57), Asian (alRR:
2.89,95% Cl: 1.04, 8.13), or Multiracial race (alRR: 2.31, 95% Cl:
1.20, 4.44)], not knowing if you had health insurance (alRR:
419 95% CI: 1.83, 9.60), any drug use within 3 months of
study enroliment (alRR:2.33, 95% Cl: 1.44, 3.76), living in the
Southern U.S. (alRR: 2.26 , 95% CI: 118, 4.31), and a higher
frequency of no condom use at baseline (alRR: 1.004, 95%
Cl: 1.002, 1.007) were all positively associated with HIV se-
roconversion. Older age (alRR: 0.975, 95% Cl: 0.96 , 0.996)
and reporting uncertainty about self identifying as hav-
ing PrEP indication (alRR: 0.57, 95% CI: 0.34, 0.98) were as-
sociated with lower HIV incidence.

Conclusions: These findings on a large sample of SMM
highlight that Black SMM, those living in the Southern U.S.,
and those using illegal substances remain vulnerable to
higher rates of HIV seroconversion, requiring socially and
politically driven interventions.
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Demographic and clinical characteristics of mpox
among people living with HIV/AIDS (PLWHA) during
the 2022 outbreak in Brazil: an observational study

AR. Pascom', G. Dias', I.M. Souza', R.d.S. Oliveird',
A.C. Ferreird', A.E. Miranda', G.F. Pereira’
'"Ministry of Health of Brazil, HIV/AIDS/TB/HV/STI
Department, Brasilia, Brazil

Background: The new mpox outbreak extending world-
wide is mostly affecting gays and other men who have
sex with men, and people living with HIV/AIDS (PLWHA).
There are limited data on mpox and PLVHA. This study
aims to describe and compare the demographic and
clinical characteristics of mpox cases according to HIV/
AIDS status in Brazil.

Methods: We conducted a cross-sectional study using
data obtained from the mpox and HIV/AIDS MoH national
databases in Brazil. We included confirmed and probable
mpox cases aged 15 and over reported to the MoH sys-
tems between June 7th and December 31st, 2022, accord-
ing to the case definition adopted in the country. Descrip-
tive statistics and Chi-square tests were used to compare
sociodemographic and clinical characteristics for PLWHA,
and HIV-negative people or unknown status (HIV-).
Results: As of December 2022, 10,046 confirmed and
probable mpox cases were included in this study, out of
those 46%(4,657) were HIV positive. The median age was
32 (IQR:27-38), 73%(7,235) were cisgender males, and 64%
were gays and other men who have sex with men (MSM).
Among those PLWHA, the median age was slightly higher
(34y0,IQR:29-38), 79% (3,620) were cisgender male, and
70%(3,232) were MSM. STIs were more frequent among
PLWHA (n=710;15%) than HIV- people (n=372;7%) (p-val-
ue<0.001); 9%(416) PLWHA were diagnosed with syphilis at
mpox notification, and 3%(165) among HIV- cases. Signs
and symptoms were also significantly more prevalent
among PLWHA: 93% presented at least one sign or symp-
tom, and 58% presented rashes; among HIV- cases pro-
portions were 90% and 51%, respectively. 5.3%(246) PLWHA
and 4.5%(243) HIV- or unknown-status cases were hospi-
talized. Twelve deaths due to mpox and 13 due to other
causes were registered; 11 and five, respectively, among
PLWHA.

Conclusions: This study has shown a high frequency of
HIV/AIDS among mpox cases reported in Brazil. PLWHA
had more STls, signs and symptoms, complications, hos-
pitalization, and deaths. These results highlight the im-
portance of reorganizing health services and investing in
professional capacity building to face the mpox outbreak,
especially in HIV/AIDS and other STl services. Furthermore,
it reinforces the need to plan prevention strategies, in-
cluding vaccination against mpox, specifically targeted
at this population.

Prevalence and correlates of dual mood disorders
among PLHIV-PWUD in a Canadian setting

S. Taheri'?, M.J. Milloy'?, J. Choi', N. Fairbairn'?,

M.E. Socias!?

'BC Centre on Substance Use, Vancouver, Canada,
2University of British Columbia, Department of Medicine,
Vancouver, Canada

Background: Mental disorders are pervasive among peo-
ple living with HIV (PLHIV) and have been shown to im-
pact clinical outcomes; however, little is known about cor-
relates of mood disorders (particularly dual diagnoses)
among PLHIV. This study aims to explore the prevalence
and correlates of dual mood disorder symptoms among
PLHIV who use drugs (PLHIV-PWUD).

Methods: Data were obtained from the ACCESS study, an
ongoing prospective community-recruited cohort study
of PLHIV-PWUD in Vancouver, Canada. Using multivariable
generalized linear mixed-effects models, we evaluated
factors associated with comorbid moderate/severe anxi-
ety and depressive symptoms (dual mood disorders) as
measured by the PROMIS instrument.

Results: Between December 2016 and November 2021, 577
PLHIV-PWUD contributed 3356 observations. 87 (15%) par-
ticipants reported moderate/severe dual mood disorder
symptoms at baseline. Multivariable adjusted analysis
showed significant and positive associations between
moderate/severe dual mood disorder symptoms and
daily injection drug use (Adjusted Odds Ratio [AOR] = 1.40;
95% Confidence Interval [Cl]: 1.06-1.85), daily use of stimu-
lants (AOR = 1.61; 95% Cl: 1.21-2.13) or opioids (AOR = 1.53;
95% Cl: 1.14-2.05), persistent/major pain (AOR = 1.85; 95%
Cl: 1.44-2.37), high school level education or higher (AOR
=1.31; 95% Cl: 1.01-1.68), recent incarceration (AOR = 3.57;
95% Cl: 1.77-7.20), and homelessness (AOR = 2.05; 95% ClI:
1.23-3.40).

Conclusions: In this cohort of PLHIV-PWUD, dual mood
disorders were common and associated with several
substance-use and social-structural vulnerabilities. This
highlights the need for further understanding the deter-
minants of dual diagnoses in order to improve mental
health outcomes among this population.
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Molecular and phylodynamic approaches to the
characterisation of HIV-1 transmission: a genomic
epidemiological study in Victoria, Australia

G. Taiaroa'?, D. Chibo? S. Herman?, D.J. Price', E. Steinig',
J. Prestedge'?, S. Duchene? S.R. Lewin'*¢, D.A. Williamson'?
"The University of Melbourne, Department of Infectious
Diseases, Melbourne, Australia, °The Royal Melbourne
Hospital, Victorian Infectious Diseases Reference
Laboratory, Melbourne, Australia, *The University of
Melbourne, Department of Microbiology and Immunology,
Melbourne, Australia, “The University of Melbourne, Centre
for Epidemiology and Biostatistics, Melbourne, Australia,
*Alfred Hospital and Monash University, Department

of Infectious Diseases, Melbourne, Australia, The Royal
Melbourne Hospital, Victorian Infectious Diseases Service,
Melbourne, Australia

Background: In Australia, the incidence of HIV has de-
clined steadily in recent years, although the virtual elimi-
nation of HIV transmission will require additional inter-
ventions. The use of molecular approaches to identify
putative HIV-1 transmission networks may complement
traditional surveillance, and could support timely con-
tact tracing, as well as the targeted administration of
pre-exposure prophylaxis (PrEP) to efficiently reduce fur-
ther transmission. The efficacy and acceptability of these
methods have yet to be examined thoroughly in an Aus-
tralioan context.

Here, to understand the public health potential of HIV-1
molecular epidemiological approaches in our setting, we
analysed a comprehensive longitudinal collection of HIV-
1 sequences from plasma from newly diagnosed people
with HIV in Victoria, Australia.

Methods: De-identified HIV-1 po/ gene sequences gener-
ated between 2000 and 2020 were analysed. Sequences
were subtyped, and surveillance drug-resistance muta-
tions (SDRMs) identified. Assessment of molecular trans-
mission networks was performed using HIV-TRACE (0-4-4),
and phylodynamic assessment of network growth using
BEAST (2:6-6).

Additional demographic data were integrated with these
molecular findings, allowing for a description of the trans-
mission dynamics of HIV in this setting over the past two
decades. Ethical approval for this project was obtained
and engagement of communities in this work and its in-
terpretation is ongoing.

Results: Based on our genetic thresholds, 70% of HIV-1 po/
sequences were part of a putative transmission network,
as defined through HIV-TRACE. SDRMs were identified in
375 people living with HIV (10:7%), becoming increasingly
uncommon in recent years, with sustained transmission
of these limited to a subset of smaller networks.
Transmission networks showed changing patterns in epi-
demic growth, stabilisation and decline, providing further
detail to support the control of these distinct although
overlapping sub-epidemics; while many networks have
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maintained an effective reproductive number (Re) of less
than 2-0, others show periods of epidemic growth reach-
ing Re values greater than 4-0.

Conclusions: This study provides a detailed, longitudinal
view of HIV-1transmission in Victoria, Australia. These find-
ings provide local data to inform the ongoing discussions
of the acceptability and place of molecular approaches
in clarifying HIV-1 transmission and guiding public health
responses in Australia.

Silent transfer determination using HIV recency
testing in Lusaka Province of Zambia: experience
from the Catholic Relief Services Epidemic Control
90-90-90 (EpiC 3-90) project

L.M. Chibesa’, M.J. Chaila', D. Moyo?, W. Mumba?,

T. Mfune', S. Mwape', N. Muhongo', P. Saili', B. Mukanyimi',
F. Mwape? C. Chungu', C. Mwale?

'Catholic Relief Services, EpiC 3-90 Project, Lusaka, Zambia,
’Ministry of Health, Lusaka Provincial Health Office, Lusaka,
Zambia

Background: People living with HIV (PLHIV) who silently
transfer from one health facility to another, present a
challenge in the correct estimation of the burden of HIV
in the population, as they may be classified as recently
identified in the destination facility.

An additional challenge, is the estimation of attrition,
thus affecting HIV programming. The HIV recency testing
programme has provided an opportunity to identify cli-
ents who have a suppressed VL result (<1,000 copies/ml)
prior to ART initiation.

We utilized HIV recency programme data to identify silent
transfers and design interventions tailored to mitigate
this challenge.

Methods: Newly identified eligible PLHIV, (215 years old),
were enrolled in the programme which identified recent
HIV-1 acquisition using an algorithm that combined rapid
test for recent HIV acquisition (RTRI) with HIV viral load (VL)
testing. PLHIV who had a suppressed HIV VL result (<1000
copies/mL) before ART initiation were classified as silent
transfers.

We present findings from Lusaka Province health facilities
for the period January 2020 to December 2022.

Results: During the period under review, we collected
33,855 samples and received 93%(n=31,503) VL results. Ap-
proximately 35% (n=10,891) of the 31,503 results received
had a suppressed VL (<1000 copies/mL) and were catego-
rised as silent transfers from 2020 to 2022. The silent trans-
fers were 34% (663/1,938) in 2020; 34% (3,512/10,445) in 2021
and 35%(6,716/19120) in 2022.

Out of the 6 districts in the province, Lusaka accounted for
82%(8,889/10,891) of all the silent transfers and therefore
requires prioritization in addressing this problem.
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Figure 1. Recency results consolidated by year and district.

Conclusions: Strategies to curb the "silent transfers” must
be employed to optimize the continuity of care. These
cause inaccuracies in the number of newly identified PL-
HIV and in data-driven decision-making for HIV epidemic
control in Zambia. Mitigation may include client educa-
tion, effective use of HIV screening tools, and introduction
of biometric identification systems.

New metrics for understanding trends in
undiagnosed HIV among key populations

R. Gray', H. Camara’, L. Khawar!, A. Grulich', R. Guy',
S. McGregor', N. Medland'
'Kirby Institute, UNSW Sydney, Sydney, Australia

Background: We investigated novel epidemiological met-
rics for understanding trends in undiagnosed HIV among
key populations in Australia.

Methods: We produced estimates for the number of peo-
ple living with undiagnosed HIV and the number of new
HIV infections using national HIV surveillance data and
the European Centre for Disease Prevention and Control
(ECDC) HIV modelling tool. Using these estimates, we cal-
culated:

1. The Total Diagnosed Fraction, the proportion of all peo-
ple with HIV who have received a diagnosis;

2.The Yearly Diagnosed Fraction, the proportion of people
who have not yet received a diagnosis who received a di-
agnosis during each year, and;

3. The Case Detection Rate, which is the term used for the
annual ratio of the number of new HIV diagnoses to the
number of new HIV infections each year; from 2008 to
2019.

In MSM, we calculated this in Australian-born and over-
seas-born individuals. In heterosexual people we report
this in women and men.

Results: Each metric for Australian-born MSM improved
consistently over the period. In contrast, the metrics for
the overseas-born group worsened (Total Diagnosed
Fraction: 85.0% to 81.9%, Yearly Diagnosed Fraction: 23.1%
to 17.8%, and Case Detection Rate: 0.74 to 0.63)—meaning
the number of undiagnosed overseas-born MSM is grow-
ing and it will take longer to diagnose everyone at current
testing rates. In heterosexuals, both women and men
had consistent increasing trends for the Total Diagnosed

Fraction and Yearly Diagnosed Fraction but with women
having consistently higher values. Heterosexual men had
a declining Case Detection Rate (below one since 2011),
compared to an increase for women (above one since
2009). Meaning the number of heterosexual women with
undiagnosed HIV has been falling while the number of
undiagnosed heterosexual men has been increasing.
Conclusions: The additional metrics provide important
information on Australia’s progress towards achieving
national and international targets. The more dynamic
changes seen in the undiagnosed population highlight
diverging trends for key populations not seen in the Total
Diagnosed Fraction. The decreasing metrics for overseas-
born MSM highlight the challenges in ensuring equity of
HIV prevention, testing and care among all key popula-
tions.

Establishing HIV-1 recent infection surveillance
using a point-of-care test for recent infection
among persons newly diagnosed with HIV
infection in Thailand

K. Srithanaviboonchai'? T. Yingyong?, T. Tasaneeyapan?,

S. Suparak®, S. Jantaramanee®, B. Roudreo?,

S. Tanpradech?, J. Chuayen', A. Kanphukiew?,

T. Naiwatanakul4, S. Aungkulanon?, M. Martiné, C. Yang?,

B. Parekh’, S.C. Northbrook®

'Chiang Mai University, Research Institute for Health
Sciences, Chiang Mai, Thailand, ?Chiang Mai University,
Faculty of Medicine, Chiang Mai, Thailand, *Ministry of
Public Health, Department of Disease Control, Nonthaburi,
Thailand, “U.S. Centers for Disease Control and Prevention,
Division of Global HIV/ TB, Nonthaburi, Thailand, *Ministry
of Public Health, Department of Medical Sciences,
Nonthaburi, Thailand, ¢U.S. Centers for Disease Control
and Prevention, Division of Global HIV/ TB, Atlanta, United
States, "U.S. Centers for Disease Control and Prevention,
Division of Global HIV/ TB, Atlanta, Thailand, éCenters for
Disease Control and Prevention, Division of Global HIV/ TB,
Nonthaburi, Thailand

Background: Recent HIV infection surveillance can be
used to identify areas and groups with potential for HIV
acquisition. A new surveillance model using the point-of-
care test for recent HIV infection (RTRI) was integrated
into routine HIV testing services in 14 of 76 provinces repre-
senting all health administrative regions in Thailand. We
describe characteristics of recent HIV infections reported
from April to August 2022.

Methods: All hospitals in 14 provinces, 12 high and 2 low
burden HIV provinces (defined as <5,000 annual HIV diag-
noses for low burden provinces), were invited to partici-
pate in the new surveillance activity. One hundred thirty-
nine hospitals were trained to offer RTRI to newly diag-
nosed PLHIV who were at least 15 years of age and treat-
ment naive or on ART <1 month after diagnosis. Left-over
blood specimens of consenting clients were tested by RTRI
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(Asanté™ HIV-1 Rapid Recency® Assay) and linked to case
surveillance data to remove re-testers and those already
on treatment. Descriptive and multivariate analyses were
conducted using SAS v 9.4 to characterize epidemic profile
of recent infections.

Results: Of 139 public hospitals who volunteered to par-
ticipate, 69 reported that newly diagnosed PLHIV had
been identified (ranging from 17-260 clients per facility)
during the surveillance period. Of 1,053 newly diagnosed
PLHIV, 106 (10.1%) tested RTRI-recent, after correction with
case surveillance data. The highest proportion of recent
infections were seen among 15-19 year old (males:19.0%,
females:11.6%), transgender women (18.0%), and men
who have sex with men (11.4%). Two northeastern prov-
inces reported the highest proportion of recent infections
(21.0% and 19.0%) compared to other provinces. PLHIV <20
years old had a higher risk for recent infection than oth-
ers in multivariate analysis (Adjusted odds ratio: 2.7, 95%
Cl1.4-5.3).

Conclusions: National recent infection surveillance using
RTRI was successfully implemented and identified young-
er age, key populations and two northeastern areas to be
at higher risk for HIV acquisition. When triangulated with
other program and surveillance data sources, recency
data may provide better understanding of current epi-
demiologic trends. Targeted interventions to prevent new
infections among youth, transgender and MSM may help
interrupt ongoing transmission.

ZAMPHIA 2021 showed reduction in advanced HIV
disease (AHD) prevalence but further scale up of
AHD screening and management needed

M. Itoh', S. Sivile?, A. Mwild', K. Mweebo', L. Mwiinga’,
D. Chanda?, K. Stafford?, K. Dzekedzeke? M. Charurat?,
M. Bronson4, S. Birhanu“, H. Patel4, J.Z. Hines',

L.B. Mulenga?

Centers for Disease Control and Prevention, Lusaka,
Zambia, ’Zambia Ministry of Health, Lusaka, Zambia,
SUniversity of Maryland, Baltimore, Baltimore, United
States, “Centers for Disease Control and Prevention,
Atlanta, United States

Background: Reducing HIV-related mortality from ad-
vanced HIV disease (AHD) through timely diagnosis and
management is a critical aspect of a successful HIV pro-
gram. We analyzed the nationally representative Zambia
Population-based HIV Impact Assessment (ZAMPHIA) 2021
data to assess the population-level AHD prevalence.

Methods: We determined AHD prevalence among people
living with HIV (PLHIV) aged 15-59 years by their aware-
ness and ART status and calculated the arithmetic mean
difference with ZAMPHIA 2016 using z-scores. Participants
completed a questionnaire and whole blood was collect-
ed. Awareness of HIV-positive status and treatment sta-
tus were based on self-report or having detectable ART
in one's blood. CD4+ testing was done for all who tested
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HIV positive, with AHD defined as a CD4 count of <200 cell/
mm?3. Analyses were weighted and accounted for survey
design.

Results: AHD prevalence was 7.0% in 2021, compared to
13.9% in 2016 (Table 1). Among PLHIV who were unaware
of their status, AHD prevalence was 18.8% in 2021. Among
those aware of their status and on ART, AHD prevalence
was 4.8% compared to 37.9% among those aware but not
on ART. While those who were aware but not on ART only
comprised 1.8% (Cl: 1.2-2.3%) of PLHIV, they represented
9.7% (Cl: 4.5-14.9%) of those with AHD; among them, 74.3%
were female, average diagnosis was 3.9 years ago and
371% had ever taken ART (Table 2).

Year Overall, Unaware HIV, Aware, on ART, Aware, not on ART,
% (95% Cl)* % (95% Cl) % (95% CI)* % (95% CI)

2021 70(5.7-85) 18.8(13.5-25.1) 4.8(3.5-6.3) 37.9(20.6-57.7)

2016 13.9(12.5-15.3) 17.7 (15.0-20.6) 10.9(8.3-11.8)  22.8 (17.4-29.1)

p-value

for mean <0.01 0.74 <0.01 0.13

difference

Table 1: Weighted proportion PLHIV aged 15-59 years with
advanced HIV disease (CD4+ count <200) by awareness
status in Zambia - 2016 (N = 2,446) versus 2021, (N = 2,045)

Characteristic Overall Unaware of Aware, Aware, currently

(n=148) HIV currently on not on ART
(n=46%) ART (n=14%)
(n=88)

Time since HIV 6.1 64

diagnosis, mean (4.7-7.6) n/a @ 8;8 1) 4.1(2.0-6.1)

years (95% Cl) o

Mean age, years 40.3 41.2 40.1

(95% Cl) (387-419) (389435 (378425  °08(35.1425)

Female sex, % 51.6 51.1 48.1

(95% Cl) (416-615) (344676) (B.1-614) +3(455929)

Table 2: Characteristics of PLHIV aged 15-59 years with
advanced HIV disease (CD4+ count <200) by awareness
status in Zambia, 2021

(*Analyses with sample size <50 participants should be
interpreted with caution)

Conclusions: The population-level burden of AHD has
decreased in Zambia since 2016, likely reflecting achieve-
ments of Zambia's universal test-and-treat strategy
(started in 2016). Approximately one-third of PLHIV aware
of their HIV status but not on ART had AHD but they only
represent ~10% of the total AHD burden.

Addressing AHD in Zambia will involve identifying the re-
maining undiagnosed PLHIV in addition to screening for
AHD among those aware of their status, especially if they
have disengaged from care.
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Increasing prevention coverage among Australian
gay and bisexual men but elevated HIV risk
among younger and bisexual men: analysis of
national behavioural surveillance data 2017-21

M. Holt, T. Broady?', C. Chan? J. MacGibbon', L. Mao,

J. Rule?, P. Whatley#, B. Bavinton?

'UNSW Sydney, Centre for Social Research in Health,
Sydney, Australia, ?2UNSW Sydney, The Kirby Institute,
Sydney, Australia, *National Association of People with HIV
Australia, Sydney, Australia, “Australian Federation of AIDS
Organisations, Sydney, Australia

Background: Gay and bisexual men (GBM) in Australia
increasingly use biomedical prevention methods. Rising
'net prevention coverage' (the use of any effective strat-
egy e.g. condoms, PrEP or undetectable viral load, UVL)
is associated with declining HIV infections. However, dis-
parities in prevention coverage are believed to exist. We
analysed variations in prevention coverage to identify
opportunities for intervention.

Methods: Behavioural surveillance data were collected
during 2017-21 from gay venues, events and online in sev-
en states/territories. Trends in net prevention coverage
and HIV risk (condomless anal sex with casual partners
unprotected by PrEP or UVL) were assessed with logistic
regression, stratifying by age, country of birth, sexual ori-
entation and the proportion of gay residents in partici-
pants’ residential suburbs.

Results: 25,865 survey responses from participants with
casual male partners were included. The mean age was
37.6 years, 69.8% were Australian-born, 88.2% gay-iden-
tified, and 9.7% living with HIV. Net prevention coverage
increased from 69.8% in 2017 to 751% in 2021 (p<.001), and
HIV risk declined from 30.2% to 24.9% (p<.001), influenced
by rising PrEP use (15.6% to 33.9%, p<.001). Participants
aged <25 years were the most likely to consistently use
condoms (33.5% in 2017 to 25.4% in 2021, p=.02), but also
reported the highest levels of HIV risk (42.2% in 2017 to
40.8% in 2021, p=.01). 25-44 year olds were the most likely
to use PrEP (18.7% to 39.0%, p<.001) and 45 year olds the
most likely to use/report UVL (13.6% to 11.8%, p=.02).

In 2021, net prevention coverage was lower among Aus-
tralian-born vs. overseas-born men (73.5% vs. 78.9%,
p<.001), and higher among gay vs. bisexual/other-identi-
fied participants (77.7% vs. 63.4%, p<.001). During 2017-21,
net prevention coverage increased more in suburbs with
10% gay residents (73.4% to 88.3%, p<.001) and less in sub-
urbs with <10% gay residents (68.9% to 73.7%, p<.001).
Conclusions: Recent increases in HIV prevention coverage
are concentrated among older GBM and suburbs with
more gay residents. Younger men and bisexual men re-
main more at risk of HIV, more reliant on condoms, and
less likely to use PrEP or UVL. Encouraging greater preven-
tion coverage in these groups is necessary to further re-
duce HIV risk in Australia.

Disruptions to services for people who inject
drugs in Ukraine: modelling the impact of Russia’s
invasion on HIV and hepatitis C virus transmission

J. Stone', A. Trickey', T. Saliuk?, N. Semchuk? Y. Soazonova?,
O. Varetska?, F.L. Altice’®, P. Vickerman'

"University of Bristol, Bristol Medlical School, Bristol, United
Kingdom, “Alliance for Public Health, Kyiv, Ukraine, *Yale
University, New Haven, United States

Background: People who inject drugs (PWID) in Ukraine
have a high burden of HIV and HCV infection. We esti-
mated the impact of disruptions to non-governmental
organization (NGO) activities, opioid agonist therapy
(OAT) and anti-retroviral therapy (ART) following Russia's
invasion of Ukraine.

Methods: We utilised an existing dynamic HIV/HCV trans-
mission model among PWID in Ukraine. The model as-
sumed 4-5% OAT coverage, 35-48% ART coverage and
37-49% NGO coverage in 2017, with NGO contact reduc-
ing injecting risk and increasing condom use and OAT/
ART recruitment. We estimated the 1 and 10-year impact
of ceasing NGOs, OAT and/or ART from March 2022 for 12
months in terms of additional HIV/HCV infections and im-
pact per person-year (pyr) of closure.

Using national programmatic data, we estimated the
pyrs of each intervention lost since Russia’'s invasion by
comparing monthly numbers of PWID engaged in each
intervention in 2022 with 2020/21. Combining these esti-
mates with model projections, we estimated the impact
of disruptions to services since March 2022.

Results: Ceasing all services for 1year would have resulted
in an additional 2,939 (95% credibility interval: 1,954-4,112)
new HIV infections and 2,501 (1,668-3,578) new HCV infec-
tions in 2022. Even if services reopened after that year,
there would be an additional 19,057 (13,449-25,938) new
HIV infections and 9,409 (6,134-14,290) new HCV infections
by 2032, increases of 39.6% and 6.1%, respectively. For each
100pyrs of closures, there would be an additional 3.6 (2.5-
4.9) new HIV infections and 1.8 (1.2-2.7) new HCV infections
over 2022-2032.

The national number of PWID accessing ART and OAT has
remained stable (or increased) since Russia's invasion, al-
though reductions occurred in Eastern Ukraine. However,
there were 6,187 fewer pyrs of NGO contact (compared
to 2020/21), which model projections suggest will result in
an additional 36 (23-53) and 84(56-113) new HIV and HCV
infections in 2022, respectively, and 144 (102-198) and 156
(108-205) by 2032.

Conclusions: Disruptions to services since the war may
have had limited impact on HIV and HCV transmission
among PWID. However, considerable detrimental impact
could occur with larger disruptions, emphasising efforts
to continue services have been crucial for maintaining re-
cent gains.
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Impact and cost-effectiveness of 3 different
long-acting pre-exposure prophylaxis products
in 3 African countries: a mathematical modelling
study

D. Kaftan', D. Resar?, M. Milali', J. Campbell?, A. Olowu?,
I. Platais’, H-Y. Kim?', S. Jenkins?, A. Bershteyn'

'NYU Grossman School of Medicine, Department of
Population Health, New York, United States, °Clinton
Health Access Initiative, Boston, United States

Background: HIV incidence remains high in sub-Saharan
Africa (SSA) despite treatment scale-up. Oral pre-expo-
sure prophylaxis (PrEP) is effective when taken as directed,
but has had limited impact in SSA, in part due to chal-
lenges with daily dosing. Long-acting PrEP (LA-PrEP) for-
mulations that may ameliorate these challenges include:
1. Two-monthly injections (cabotegravir),

2. Six-monthly injections (lenacapavir), and;

3. Monthly oral pills (islatravir and its potential successors).
We estimated the potential impact of each LA-PrEP for-
mulation and maximum cost per dose delivered to be
cost-effective in western Kenya (Nyanza region), South
Africa, and Zimbabwe.

Methods: We adapted an HIV network transmission
model, EMOD-HIV, to estimate:

1. Impact of scaling each LA-PrEP product on when inci-
dence falls below 1 per 1,000 adults per year,

2. Doses required to avert 1 HIV acquisition or disability-
adjusted life-year (DALY), and;

3. Maximum per-dose cost to avert 1 DALY for US<$500 over
20 years.

We assumed PrEP introduction in 2025, coverage rising
to 5-20% of adults by 2030, and HIV risk reduction by 95%
while using injectable PrEP and 67% while using monthly
oral PrEP (to account for sub-optimal adherence with self-
dosing).

We performed a bounding analysis on user risk profiles:

1. Equal distribution among sexually active adults, and;

2. "Risk-prioritized" distribution from highest-risk (sex work-
ers) to lowest.

Results: Two-monthly or six-monthly injectable PrEP with
20% risk-prioritized coverage could reduce incidence to
<1 per 1,000 per adult per year in western Kenya by 2030
(2034 for monthly oral) and Zimbabwe by 2034 (2039 for
monthly oral).

In South Africa, incidence remained >1 per 1,000 for 20
years, but LA-PrEP was more efficient than in western
Kenya and Zimbabwe, requiring 5-7x fewer doses to avert
1 HIV acquisition. LA-PrEP could be cost-effective if deliv-
ered at <$24 (two-monthly injectable), <570 (six-monthly
injectable), and <$7 (monthly oral) per dose in the most
efficient setting (South Africa) and scenario (5% risk-prior-
itized coverage).

Results were sensitive to prioritization: 1 risk-prioritized
dose averted as many HIV acquisitions as 2 non-risk-pri-
oritized doses.
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Conclusions: LA-PrEP has the potential to significantly
accelerate HIV incidence declines in SSA. Low-cost suppli-
ers and delivery models will be required for LA-PrEP to be
cost-effective.

HIV risk among men who have sex with both
men and women in Australia: findings from
national behavioural surveillance surveys

B. Bushby', C. Chan', J. MacGibbon?, S. Spencer? L. Mao?,

T. Broady? M. Holt? B.R Bavinton'

'Kirby Institute, UNSW Sydney, Sydney, Australia, °’Centre for
Social Research in Health, UNSW Sydney, Sydney, Australia,
Sydney Bi+ Network, Sydney, Australia

Background: Men who have sex with men and women
(MSMW) have not been prioritised in HIV prevention and
research, despite increased HIV risk compared to the gen-
eral population. We examined characteristics of MSMW
(last 6 months) compared to men who have sex with men
only (MSMO) from Australian behavioural surveillance.
Methods: We recruited men across Australia at LGBTQ
venues/events and online. We included data from the last
available round for all participating jurisdictions (2021-
2022) and restricted the sample to those with 21 male sex
partnerin the last 6 months. MSMW and MSMO were com-
pared using chi-square/t-tests.

Results: 6,447 responses were included (MSMW=7.0%,
MSM0O=93.0%). MSMW were more likely to be recruited
online than MSMO (63.0% versus 54.7%, p=0.001). Among
MSMW, 6.2% were HIV-positive, 73.8% HIV-negative and
20.0% were untested/unknown, compared to 6.8%, 85.6%,
and 7.6% among MSMO (p<0.001). While 89.2% of MSMO
self-identified as gay and 6.4% as bisexual/pansexual,
63.0% of MSMW identified as bisexual/pansexual and
21.7% as gay (p<0.0071).

MSMW were more likely to be transgender (6.2% versus
0.8%, p<0.001) and non-binary (131% versus 2.5%, p<0.001).
29.7% of MSMW reported >10 male partners in the last 6
months compared to 17.5% of MSMO (p<0.001). 54.3% of
MSMW had 1 female partner and 34.4% had 2-5 in the last
6 months. 50.1% of MSMW reported recent condomless
anal intercourse with casual male partners (CLAIC) com-
pared to 42.2% of MSMO (p=0.001).

When taking biomedical prevention in the participant
into account, 30.4% of MSMW and 12.5% of MSMO reported
having CLAIC without pre-exposure prophylaxis (PrEP) or
undetectable viral load (p<0.001).

Among non-HIV-positive participants (n=6,010), MSMW
were less likely to have ever tested for HIV (80.1% versus
97.0%, p<0.001) or used PrEP (26.7% versus 38.6%, 0<0.001).
Among those reporting CLAIC (n=2,490), the disparity in
PrEP use was greater (39.9% versus 68.6%, p<0.001).
Conclusions: We found important differences between
MSMW and MSMO. MSMW reported higher numbers of
male partners and CLAIC, and lower PrEP use and HIV
testing. Research is needed to understand these dispari-
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ties both within and outside samples of gay men/MSMOQO,
along with tailored efforts to engage higher-risk MSMW in
testing and prevention.

Characteristics of HIV seroconversions in
IMmPrEP, a large PrEP implementation study in
Latin America

B. Hoagland', C.F. Caceres?, R.l. Moreira’, KA. Konda?,

H. Vega-Ramirez?, I.C. Leite, JV. Guanira?,

S. Bautista-Arredondo®, H. Vermandere®, M.R. Benedetti',
C. Pimenta’, V.G Veloso', T.S. Torres', B. Grinsztejn'
'Instituto Nacional de Infectologia Evandro Chagas,
Fundagdo Oswaldo Cruz, Rio de Janeiro, Brazil,
2Universidad Peruana Cayetano Heredia, Lima, Peru,
’Instituto Nacional de Psiquiatria Romon de la Fuente
Muniz, Mexico City, Mexico, *Escola Nacional de Saude
Publica, Fundagdo Oswaldo Cruz, Rio de Janeiro, Brazil,
’Instituto Nacional de Salud Publica (INSP), Cuernavaca,
Mexico, *Ministério da Saude, Brasilia, Brazil

Background: Number of HIV cases continues to rise
among young (18-30 years) gay, bisexual, and other men
who have sex with men (MSM) and transgender women
(TGW) in Latin America. ImPrEP was a PrEP implementa-
tion study conducted in Brazil, Peru, and Mexico.

We describe characteristics of HIV seroconversions in Im-
PrEP by country.

Methods: Eligible MSM and TGW (HIV-negative, 218 years,
reporting 1+ risk criteria) were screened and enrolled on
the same day and received a 30-day oral TDF/FTC PrEP
supply.

Follow-up visits were scheduled 4 weeks post-enrolment
and quarterly thereafter. HIV rapid testing was per-
formed at all visits.

We compared demographic (at enrollment) and behav-
iour (last visit prior to seroconversion) characteristics us-
ing chi-square or exact tests for the contigency tables
and Kruskal Wallis tests for medians.

Results: From February 2018-June 2021, 9509 MSM/TGW
were enrolled (Brozil: 3928 [41.3%]; Mexico: 3288 [24.6%];
Peru: 2293 [24.1%)]); 104 were diagnosed with HIV during
12185.25 person-years of follow-up.

Overall, 76.0% were young, 82.7% non-white, and 71.3%
completed secondary education or more. The median
number of partners was 5 (IQR:2-15); 70.2%, 92.2% and
85.6% reported receptive condomless anal sex, inconsist-
ent condom use and incomplete PrEP adherence, respec-
tively.

The median number of days between the first PrEP dis-
pensation and HIV diagnosis was 360 days, higher in Bra-
zil (541 days) and lower in Mexico (242 days).

The median HIV viral load after diagnosis was 12,257 cop-
ies/mL, lower in Mexico (3680 copies/mL) and higher in
Peru (50100 copies/mL). Viral mutations detected were: 1
(1.8%) K70 and 6 (10.5%) M184V/I (Table).
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Table. Characteristics of HIV seroconversion in the ImPrEP
study by country.

Conclusions: We observed poor adherence among MSM
and TGW who seroconverted during the ImPrEP study.
Long-acting PrEP may be an appropriate strategy to
overcome adherence barriers observed among young
MSM and TGW in Latin America.

Comparing PrEP initiation rates by service delivery
models among adolescent boys and young men in
KwaZulu-Natal, South Africa: preliminary findings
from a population-based prospective study

M. Hlongwa'?, W. Basera', S. Aheron“, N. Nagvi?,

J. Drummond? M. Cheyip? C. Mathews', E. Nicol'®

'South African Medlical Research Council, Cape Town,
South Africa, 2University of KwaZulu-Natal, Durban, South
Africa, *University of Cape Town, Cape Town, South Africa,
“Centers for Disease Control and Prevention, Pretoria,
South Africa, *University of Stellenbosch, Cape Town, South
Africa

Background: Pre-exposure prophylaxis (PrEP) is an HIV
prevention strategy that can reduce the risk of HIV acqui-
sition by more than 90% if taken consistently. South Africa
started rolling out PrEP in 2016, initially for selected popu-
lation groups before expanding access to more people.
However, there is a dearth of research focused on PrEP
among adolescent boys and young men (ABYM), despite
them acquiring HIV at high rates. To address this gap, we
compared PrEP initiation rates by service delivery points
(SDPs) among ABYM in KwaZulu-Natal, South Africa.
Methods: We conducted a population-based prospec-
tive study in 22 SDPs from July 2021 to June 2022 in uM-
gungundlovu - a district with 24% HIV prevalence among
males aged 15-49 years in KwaZulu-Natal province. Sexu-
ally active ABYM aged 15 - 35 years who tested HIV nega-
tive were recruited at purposively selected PrEP SDPs (i.e.,
healthcare facilities, secondary schools and Technical
Vocational Education and Training (TVET) colleges, and
community-based youth zones). We defined PrEP initia-
tion according to national guidelines. We described base-
line characteristics using summary statistics and report-
ed PrEP initiation proportions overall and by SDPs. PrEP ini-
tiation for each participant was extracted against local
medical records.
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Results: The study included 1 078 ABYM were recruited
from 22 SDPs, with more than half aged 15-24 years (=590,
55%) and 45% (n=488) aged 25-35 years. Among 1078 par-
ticipants who were eligible for PrEP, 13% (n=141) were start-
ed on PrEP.

Among the participants who were started on PrEP, more
than half (52%, n=74) were from high schools and TVET
colleges, compared with community-based youth zones
(26%, n=37) and healthcare facilities (21%, n=30). Partici-
pants were 18.4 (95% ClI: 4.79 - 9.18) and 32.6 (95% ClI: 6.49
-16.4) times more likely to initiate PrEP in youth zones and
schools, respectively, compared to clinics (p<0.001).
Conclusions: PrEP initiation rates were low among AYBM
in KwaZulu-Natal, South Africa. Providing PrEP in high
schools and TVET colleges, and community-based SDPs
resulted in improved PrEP initiation rates when compared
with traditional facility-based model. High schools and
TVET colleges, and community-based SDPs could serve as
important additional models to the traditional facility-
based model for improving PrEP accessibility and initia-
tion among ABYM.

Peer influence on Latino sexual minority men's
motivation to use PrEP in Miami, Florida

E. Rodriguez', C.H. Shrader? L. Craker’, A. Johnson?,

J. Skvoretz*, M. Kanamori'

"University of Miami, Public Health Sciences, Miami, United
States, ?Columbia University, New York, United States,
*University of Miami, Medicine, Miami, United States,
“University of South Florida, Tampa, United States

Background: Respondents in this study, implemented in
Miami-Dade County, Florida, a majority-minority com-
munity and a US HIV epidemic hotspot, are Latino sexual
minority men (LSMM), a group at elevated risk for HIV.
Despite the beneficial effects of pre-exposure prophylaxis
(PrEP), LSMM continue to experience disparities in PrEP up-
take and subsequent increased HIV vulnerability- which
could perhaps be due to their social environment.

The Motivational PrEP Cascade (MPC) describes the stages
of change individuals undergo in achieve PrEP adherence;
however, the model lacks consideration of the social con-
text, including peer influence.

Methods: To measure peer influence, we conducted a so-
ciocentric network autocorrelation model to identify how
a respondent's position in the MPC is associated with their
social network members’ position in the MPC based on
their friendship status, emotional attachment, frequency
of interaction, or frequency of interaction weighted by
emotional attachment.

Results: Eleven seeds and their 12 friendship network
members (n=143 LSMM) were recruited into our study. The
majority of participants were in PrEP Pre-Contemplation
(n=44); and almost one-third of our sample reported us-
ing PrEP (n=38).
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There was a positive correlation between a participant's
cascade position and their alters' cascade position that
varied depending on how the ties to alters are measured:
friendship, emotional attachment, frequency of interac-
tion, or frequency of interaction weighted by emotional
attachment.

As visualized in Figure 1, each network varies in density
and contains individuals at various stages of the MPC. Re-
sults from a network autocorrelation model found that
LSMM's MPC position was associated with the positions of
their friendship network members.
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Figure 1. Visualization of LMSM friendship networks and
MPC position.

Conclusions: By increasing PrEP uptake, LSMM may serve
as models to their peers and increase the likelihood of
PrEP use. HIV prevention interventions to progress LSMM
along the MPC should embrace the utility of friendship
networks.

Voluntary medical male circumcision and incident
HIV acquisition among men who have sex with
men: a randomized controlled trial

Y. Gao', Y. Sun', L. Yang', Z. Guo', W. Zhang', Y. Li", H. Zou'
'Sun Yat-sen University, School of Public Health, Shenzhen,
China

Background: Meta-analyses and systematic reviews
of observational studies suggest that voluntary medi-
cal male circumcision (VMMC) may reduce the risk of HIV
acquisition among men who have sex with men (MSM),
especially in men who primarily engage in insertive anal
sex. We conducted a randomized controlled trial (RCT) to
assess the efficacy of VMMC in reducing incident HIV ac-
quisition among MSM.

Methods: This RCT was conducted in eight cities in China.
Uncircumcised, HIV-negative men aged 18-49 years who
predominantly practiced insertive anal sex and had two
or more male sex partners in the past 6 months, were
randomized to either intervention (immediate circumci-
sion) or control (delayed circumcision) arms.

HIV testing was repeated at 3, 6, 9, and 12 months. HIV in-
cidence was estimated in intention-to-treat (ITT) and per
protocol (PP) analyses. HIV incidence rate ratio (IRR) and
95% confidence intervals (Cls) were calculated. This trial
was registered at Chictr.org (ChiCTR2000039436).
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Results: A total of 247 MSM were enrolled: 124 in the in-
tervention arm and 123 in the control arm. Baseline char-
acteristics of participants in the intervention and control
groups were comparable. Retention rates in both arms
were similar during follow-up. The two arms contributed
116 and 117 person-years of follow-up, respectively. Zero
and five HIV seroconversion cases were observed in the
intervention (HIV incidence rate, per 100 person-years:
0.00, 95% Cl:0.00-3.18) and control (4.27,1.38-9.97) arms. IRR
was 0.00 (95% Cl: 0.00-1.08) and 0.00 (0.00-1.13) in the ITT
and PP analyses. All adverse events related to VMMC were
mild and resolved quickly. Follow-up is ongoing and the
final results will be available by July 2023.

Conclusions: This is the first RCT to demonstrate the ef-
ficacy of VMMC in preventing HIV among MSM. VMMC is
very likely to be efficacious in preventing incident HIV ac-
quisition among MSM who predominantly practice inser-
tive anal sex. Large-scale RCTs with long-term follow-up
may be necessary to further confirm this efficacy.

Same-day initiation of emtricitabine-tenofovir
disoproxil succinate in a demedicalized model of
oral pre-exposure prophylaxis (PrEP) in Mexico: a
real-world data analysis

M. Gomez Zepedd', R.A. Cruz Flores?,

A. Gonzalez Rodriguez?, E. Rodriguez-Nolasco?,

R.S. Nino Vargas? M.E. Zghaib Rivero®, I. Macias Gonzdlezs,
S-M. Juan Gerardo’

'Clinica Especializada Condesa, Prevention Cordination,
Mexico, Mexico, *Clinica Especializada Condesa,
Epidemiology, Mexico, Mexico, *Clinica Especializada
Condesa, Executive Direction, Mexico, Mexico, “Clinica
Especializada Condesa, Monitoring and Analysis Unit,
Mexico, Mexico, *Clinica Especializada Condesa, Clinical
Research Unit, Mexico, Mexico, *Clinica Especializada
Condesa, Diagnosis and Counseling, Mexico, Mexico,
“Instituto Nacional de Ciencias Médicas y Nutricion
Salvador Zubirdn, HIV Clinic, Mexico, Mexico

Background: To evaluate the feasibility of PrEP initiation
at the first visit under a demedicalized delivery model im-
plemented by Mexico City HIV Program as a strategy to
expand PrEP access.

Methods: We analyzed data of 2,980 people who started
PrEP in 2022 within the Mexico City HIV Program (90% cis-
gender men, 8% trans and non-binary people, and 2%
cisgender women), with an average age of 31.9 years (S.D.
7.9). Same-day start (SDS) was defined as provision on the
first visit simultaneously with risk assessment and testing,
and delayed start (DS) as the provision on subsequent
days.

Results: Most users (98.8%) received assessment and fol-
low-up by non-medical health workers. PrEP was provided
in 3 public units (PU) (67.2%), 3 community centers (CC) in
Mexico City and 1 CC in Guadalajara. Entry routes were
spontaneous request (82.1%), request for readmission

6.9%, referral at the end of Post Exposure Prophylaxis (PEP)
6.1%, sexually transmitted infections (STls) care 2.5% and
MPOX 2.4 %. 84.7% of people started PrEP on SDS mode
and 15.3% on DS (Median 10 days). No differences were
found between PU and CC, age, chemsex, crystal-meth or
anabolic supplements use. The factors associated with DS
were assessment by physicians (OR 6.1 [3.7, 9.9]), cisgender
women (OR 3.9 [2.2, 6.9]), referral at the end of PEP (OR 3.8
[2.7,5.2]) or STl care (OR 3.8 [2.4, 6.2]).

Loss to follow-up at first PrEP follow-up appointment (1
month) was 10.7% in SDS and 18.8% in DS (p = 0.001) and
15.3% in the SDS and 20.4.% in DS for the second follow-
up appointment 4 months after (p<0.042). At baseline, 24
(0.8%) users with eGFR <60ml/min were detected, 10 the
first month, and 5 in subsequent visits (incidence of 1 per
200), with no difference between SDS and DS (p=0.3072).
Three people living with HIV were detected at baseline in
SDS group, 4 the first month and 1 incident acquisition in
subsequent visits (incidence of 1.2 per 10,000 PrEP users-
month).

Conclusions: Same-day initiation of PrEP by non-medical
professionals in a large-scale delivery model is feasible
and safe.

Looking beyond the facility to reduce HIV vertical
transmission among HIV positive pregnant

women: making a case for TBA model in selected
local government areas of Taraba State, Nigeria

A.N. Dadi', G. Yisa', E. Okeke? G. Omoregie’, J. Anyanti?,
D. Garba?

'Society for Family Health, Programmes, Abuja, Nigeria,
?Society for Family Health, Monitoring and Evaluation,
Abuja, Nigeria, 3Taraba State AIDS Control Agency,
Programmes, Jalingo, Nigeria

Background: The prevention of mother-to-child trans-
mission (PMTCT) of HIV has taken a pivotal role in HIV
management with the target of ending new infection in
children by 2030. Vertical transmission is the leading route
for HIV transmission among children globally. Nigeria has
an estimated 83,000 women needing PMTCT, 38,234 (46%)
were identified and 34,472 (42%) are on ART. Taraba State
has only 34% PMTCT Coverage which is suggestive of high
rates of vertical transmission. To improve and strengthen
community interventions, existing structures such as Tra-
ditional Birth Attendants (TBAs) were identified to look
beyond the facility to reduce vertical transmission of HIV
among children. The aim of the study was to assess the
contributions of TBA model to PMTCT.

Methods: Eight local government areas (LGAs) were se-
lected based on high rates of TBA patronage in Taraba
State. TBAs were selected randomly based on their will-
ingness to participate in the study and trained. Docu-
mented data for pregnant women enrolled for PMTCT in
facility and cohort registers between August of 2020 and
July 2022, were analyzed using quantitative methods to
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assess the contribution of TBAs in identifying and linking
pregnant women who acquired HIV to health care facili-
ties.

Results: The results indicated that between August 2020
and July 2022 a total of 62,376 clients were referred for
HIV testing service (HTS), 57,827 were tested, of these 304
tested HIV positive and 289 were linked to treatment. TBAs
referred 20,686 (33.2%) pregnant women for HTS, 19,244
(33.3%) tested, 110 (36.2%) identified as HIV positive and all
enrolled for PMTCT (100% linkage). Within the period, TBAs
linked 73 infants (0-12 months) for early infant diagnosis
(EID).

Conclusions: The TBA model has contributed to identify-
ing and linking people living with HIV that are pregnant,
thus recording significant reductions in vertical transmis-
sions which emphasizes the benefits of using community
structure such as TBA to improve case identification at the
community.

Comprehensive training and capacity building for TBAs
is key to strengthening community structure and referral
system for PMTCT and ending vertical transmission of HIV
among children.

HIV PrEP continuation among clients formerly
engaged in PrEP services at private pharmacies
participating in a pilot study in Kenya

V. Omollo’, S. D. Roche? P. Mogere? P. Ongwen?,

M. Asewe, P. Banjeree?? G. Rota', P. Otieno’, G. Maina®,

R. Malen?, K. Oware', J. Odoyo', D. Were?#, E. A. Bukusi'®”,

K. Ngure?, K. F. Ortblad?

'Kenya Medical Research Institute, Centre for Microbiology
Research, Nairobi, Kenya, *Fred Hutchinson Cancer Center,
Public Health Sciences Division, Seattle, United States,
’Novartis Pharmaceuticals, Basel, Switzerland, “Jhpiego,
Nairobi, Kenya, *Kenya Medlical Research Institute,

Centre for Clinical Research, Nairobi, Kenya, ¢University of
Washington, Global Health, Seattle, Kenya, “University of
Washington, Obstetrics and Gynecology, Seattle, Kenya,
éJomo Kenyatta University of Agriculture and Technology,
School of Public Health, Nairobi, Kenya

Background: HIV pre-exposure prophylaxis (PrEP) delivery
at private pharmacies is a novel and promising differen-
tiated service delivery model that could address access
barriers to public clinic-based PrEP delivery. We measured
post-study PrEP continuation (i.e., linkage to clinic-based
PrEP services) among individuals who initiated PrEP at one
of 12 private pharmacies participating in a six-month pi-
lot study in Kisumu and Kiambu Counties, Kenya.
Methods: During the pilot study (January-July 2022), cli-
ents that met the PrEP eligibility criteria were dispensed a
1-month PrEP supply at initiation and a 3-month supply at
refill visits by trained pharmacy providers. Three months
following pilot completion (October 2022), we followed up
with participants who had initioted pharmacy PrEP ser-
vices.
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In our follow-up phone surveys, former study participants
reported on their current PrEP use, and, if applicable, loca-
tion of PrEP access and/or reasons for discontinuation. We
reported descriptive statistics.

Results: We called 667 clients who initiated PrEP at phar-
macies and reached 74% (492/667) of the participants
called. The median age was 25 years (IQR 22-31), 43%
(211/492) were male, and 76% (372/492) were unmarried.
During the pilot study, most surveyed participants re-
filled PrEP at least once (79%, 388/492). Three months
post-study completion, the majority of participants had
stopped PrEP use (59%, 291/492).

Reasons for stopping PrEP included: not wanting to get
PrEP from a clinic (60%, 175/291), no longer feeling at HIV risk
(22%, 64/291), and testing HIV positive (4%, 13/291). Among
the 201 clients still using PrEP, most obtained PrEP from a
public clinic (59%, 118/201) and some from a private clinic
(13%, 27/201). PrEP use three months post-study comple-
tion was greater among those who refilled PrEP at least
once at the pharmacy (46%, 180/388) compared to those
who never refilled PrEP at the pharmacy (20%, 21/104).
Conclusions: Stopping the delivery of PrEP services at pri-
vate pharmacies following completion of a pilot study re-
sulted in more than half of eligible users discontinuing use
because they were not interested in clinic-delivered PrEP
services. More research is needed to understand whether
and how private pharmacies can be leveraged and sus-
tained as PrEP service delivery points in Kenya and similar
settings.

Expanded peer outreach approach on PrEP uptake
amongst key population in Nakuru County, Kenya

W. Opudo’, H. Malava?, R. Kiuna?, D. Wandina?, A. Kahiga?®,
L. Matué, M. Kitheka’, N. Gitahi®

'GoldStar Kenya, HIV Prevention, Care and Treatment,
USAID Tujenge Jamii Project, Nairobi, Kenya, ?Delloite,
Senior Technical Officer- GBV and Key Population, Nakuru,
Kenya, *Nakuru County Department of Health, County
AIDS and STl Control Program, Nakuru, Kenya, “GoldStar
Kenya, HIV Prevention, USAID Tujenge Jamii Project, Nairobi,
Kenya, *Delloitte, Senior Technical Officer- HIV Care and
Treatment, Nakuru, Kenya, GoldStar Kenya, Deputy Chief
of Party - USAID Tujenge Jamii, Nakuru, Kenya, “Delloite,
Chief of Party - USAID Tujenge Jamii Project, Nakuru, Kenya,
5GS Kenya, Executive Director, Nairobi, Kenya

Background: Effective strategies to increase pre-exposure
prophylaxis (PrEP) uptake and continuation among men
who have sex with men (MSM) and female sex workers
(FSW) who engage in sex work or transactional sex are
sparsely reported. We aimed to describe the available
evidence on strategies for improving the uptake and
continuation of PrEP among men who have sex with men
and female sex workers or otherwise are at high risk of
acquiring HIV, and report theirimplementation outcomes.
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Description: In FY 22 between March 2022 to Septem-
ber 2022, USAID Tujenge Jamii initioted Expanded Peer
Outreach Approach to increase PrEP utilization /Uptake
amongst the key population targeting the MSMs and
FSWs within Nakuru county.

This approach entailed capacity building of Peer educa-
tors/navigators and outreach workers on PrEP Module.
the PrEP modules majored on demand creation, Follow
up Schedule, Myths and Miss conception, Side Effects,
Community PreP Refills and PrEP Champions also identi-
fied. This was followed by referrals and linkages to the 5
DICES within hotspots for PrEP delivery by the Clinicians.
Data was then collected and reviewed monthly using PrEP
MOH Registers and tabulated in Excel sheets.

Lessons learned: A total of 35 MSMs and 2562 FSWs were
Screened (New and Restart Clients) with 77% (27/35) of
the MSM and 89% (2284/2562) of the FSWs screened be-
ing eligible for PrEP. Of those eligible, 81% (22/27) and 24%
(539/2284) of eligible MSMs and FSWs were initiated on
PrEP. A total of 45 MSMs and 576 FSWs were continuing
with PrEP of which 2 (4%) MSMs and 28(5%) FSWs were PrEP
restarts.

Of the clients who had month one refills, 100% (4/4) of the
MSM were tested for HIV with no seronversions whilst 73%
(82/112) of the FSWs had a HIV test done with 7% (6/82) se-
roconverting. 6% (5/82) FSWs were diagnosed and treated
for STl while on PrEP with no cases reported amongst the
MSMs. 9% (7/82) FSWs reported Inconsistent or no condom
use during intercourse for the review period.
Conclusions/Next steps: Expanded Peer Outreach Ap-
proach is a public health approach with great potential
for reaching new populations and ensuring and enhanc-
ing demand creation for PrEP delivery both at facility and
community settings.

Using Common Elements Treatment Approach
(CETA) to improve access to mental health services
among people living with HIV in Rwenzori region in
Western Uganda

C. Mwanje', T. Ngabirano', M. Banura', M. Ndifuna’,

S. Atugonza', L. Tumuhairwe', S. Ongom', B. Wackenreuter?,
C. Figge? H. Lukwata Ssentongo*

"Uhpiego, Programs, Kampala, Uganda, ?Jhpiego,
Programs, Baltimore, United States, >John Hopkins
University, Global Mental Health, Baltimore, United

States, “Ministry of Health, Mental Health and Control of
Substance Use, Kampala, Uganda

Background: With an estimated 1.4 million people liv-
ing with HIV/AIDS in Uganda, HIV-positive individuals are
three times more likely to develop mental health disor-
ders. With funding from Health Resources and Services
Administration (HRSA), Jhpiego Uganda working with
Ministry of Health and John Hopkins University used the
Common Elements Treatment Approach (CETA) model to
scale up integration of Mental health services in HIV care

clinics in three health facilities in Western Uganda. CETA
is a system of care that allows trained providers to as-
sess symptom severity, create a treatment plan and de-
liver psychotherapeutic care for common mental health
problems.

Description: 35 health workers fromm mental and HIV clin-
ics of three high volume health facilities were selected,
trained, mentored, and supported to provide psychoe-
ducation, screening, group support therapy (for mild con-
ditions) and individualized psychotherapy (for moderate
and acute conditions) in the routine HIV care and man-
agement. Program data was collected using Client Moni-
toring Forms (CMF) and HIV client cards.

Lessons learned: From August to December 2022, 463 cli-
ents including 60% (282) HIV-positive individuals received
mental health services through CETA providers. 73% of
these benefited from a group-based care that includes
psychoeducation, mental health screening, and group
sessions. 27% (77) of the HIV-positive individuals presented
moderate and acute symptoms and received individual-
ized psychotherapy ranging from 8-12 sessions. 58% of cli-
ents requiring individualized sessions were improving and
continuing with care while 35% had fully recovered, and
8% had stopped care due to relocation, transport chal-
lenges, and stigma.

Recipients of individualized sessions improved in adher-
ence and appointment keeping for HIV care from 52% to
82% and 59% to 76% respectively. Improvements in HIV
care outcomes were directly proportional to the reduc-
tion in mental ill health symptoms in clients. Integrating
psychoeducation and screening in routine HIV/AIDS care
activities increased demand for mental health care ser-
vices at health facilities.

Conclusions/Next steps: Achievement of the last UNAIDS
90-target on viral load suppression requires increasing
access to mental health services for HIV populations. The
next phase of the program is supporting its full adoption
and integration into existing differentiated service deliv-
ery (DSD) models, and scaling it up to other facilities serv-
ing big HIV-populations.

PrEP versus improved HIV Care Cascade:
which best drives HIV decline? A mathematical
modelling study

K. Ryan™, M. Traeger’, M. Stoové'?, N. Scott'?, V. Cornelisse?,
D. Murphy?3, E. Wright>

'Burnet Institute, Melbourne, Australia, ?‘Monash University,
Melbourne, Australia, *Kirby Institute, Sydney, Australia,
4The Peter Doherty Institute for Infection and Immunity,
Melbourne, Australia

Background: The PrEPX study provided daily oral HIV pre-
exposure prophylaxis (PrEP) to 4275 participants in Vic-
toria, Australia between 01 Jul 2016-31 March 2018 before
publicly subsidised PrEP became available via Australia’s
Pharmaceutical Benefits Scheme (PBS) on 01 April 2018.
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Around this time concurrent increases in ART coverage
and more rapid post-diagnosis ART initiation occurred,
and this period coincided with declines in notifications
of HIV incident infections in gay and bisexual men (GBM).
We sought to determine the relative contributions of PrEP
and improvements in the HIV Care Cascade to this de-
cline.

Methods: We used a population-level, deterministic com-
partmental model of HIV transmission in GBM in Victoria
calibrated to HIV notifications. We modelled four sce-
narios of PrEP uptake and improvements in key HIV Care
Cascade indicators (HIV treatment uptake and virologi-
cal suppression) including a status quo scenario (PrEP use
and HIV Care Cascade levels taken from national reports)
(Table). The annual number of HIV diagnoses and HIV inci-
dent infections from 2010 to 2019 were projected for each
scenario. Each of the three counterfactual scenarios is de-
scribed in the Table.

Results: Compared to the pre-PrEPX period, the number
of HIV infections post-PrEPX declined 21.8% in scenario 1
(status quo), and increased by 11.2%, 18.9% and 63.7% in
scenarios 2-4, respectively. The number of infections in
scenario 1 was 278 less than in scenario 2 (relative reduc-
tion of 32.3% due to PrEP). The number of infections in sce-
nario 1 was 342 less than in scenario 3 (relative reduction
of 37.0% due to improvements in the HIV Care Cascade).
The number of infections in scenario 1was 740 less than in
scenario 4 (relative reduction of 55.9% due to PrEP and im-
provements in the HIV Care Cascade combined), (Table).

Projected Projected % Change:  Estimated num- Estimated rela-
number of number of 3 years-post ber of additional tive increase in
incident  incident PrEPX (inter- HIV infections HIV infections
HIVinfec- HIVinfec- vention)vs during inter- during inter-
tions tions 3-years vention period  vention period
2014-2016 2017-2019  pre-PrEPX  (2017-2019)in  (2017-2019) in
(control)  each counterfac- each counterf-
tual scenario vs actual scenario
status quo vs status quo

Scenario 1: Status 746 583 21.8%
quo

Scenario 2: No
PrEPX or PBS 774 861 1.2% 278 32.3%
PrEP uptake

Scenario 3: No

improvement in . |
HIV Care Cascade ' 925 18.9% 342 37.0%
from 2015 onward

Scenario 4:

No PrEPX or PBS

PrEP uptakeand g5 1323 63.7% 740 55.9%
no |mprovement in

HIV Care Cascade

from 2015 onward

Conclusions: PrEP and improvements in HIV Care Cas-
cade indicators each contributed an estimated one-third
decline in incident HIV infections during 2017-2019 in Victo-
ria, Australia. These findings emphasise the importance
of combination biomedical HIV prevention strategies to
reduce incident HIV infections.
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A comparison of acceptability of HPV self-sampling
for cervical cancer screening among women living

with and without HIV in Lagos University Teaching

Hospital, Nigeria

A. Adejimi*? K. Okunade?®, A. Faturoti!, A. Akanmu?,

A. Banjo®, F. Omokhodion?

'University of Lagos, Nigeria, Department of Community
Health and Primary Care, Lagos, Nigeria, ?University of
Ibadan, Nigeria, Department of Community Medicine,
Ibadan, Nigeria, *University of Lagos, Nigeria, Department
of Obstetrics and Gynecologic, Lagos, Nigeria, *University
of Lagos, Nigeria, Department of Haematology and Blood
Transfusion, Lagos, Nigeria, *University of Lagos, Nigeria,
Department of Anatomic and Molecular Pathology, Lagos,
Nigeria

Background: Women living with HIV have higher risk of
persistence Human Papillomavirus (HPV) infection and
developing cervical cancer compared to women in the
general population. As part of self-care interventions, HPV
testing with self-collected genital samples and timely fol-
low-up care has the potential to improve the prevention
of cervical cancer among women.

The aim of this study was to assess and compare the
acceptability of HPV self-sampling method for cervical
cancer screening among women living with and without
HIV in Lagos University Teaching Hospital (LUTH), Lagos,
Nigeria.

Methods: A comparative cross-sectional study was con-
ducted and participants were selected using a system-
atic sampling technique. Data were collected using a
semi-structured interviewer-administered questionnaire
and analyzed using SPSS. Chi-square statistics was used
at the level of significance was set at 5%.

Results: The mean age of the respondents was 42.4 years
+ 7.3SD and 64.8% were married. Awareness of HPV was
low (33.6%) and this was significantly lower among wom-
en living with HIV (18.5%) than women living without HIV
(50.2%). However after a brief information on HPV and
cervical cancer, a significantly higher proportion of wom-
en living with HIV (92.8%) compared to women without
HIV (83.6%) accepted HPV self-sampling method for col-
lection of genital samples (p<0.0001).

Awareness of HPV was significantly associated with the
acceptance of HPV self-sampling method for the collec-
tion of genital samples.

Age, marital status, level of education and previous Pap
test were not significantly associated with the accept-
ance of HPV self-sampling among the women in the two
groups.

Conclusions: Acceptance of HPV self-sampling method
for early detection of high-risk genital HPV infection and
prevention of cervical cancer especially among women
living with HIV can be achieved by increasing the aware-
ness about HPV and HPV self-sampling method for the
collection of genital samples.
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Implementing cervical cancer screening tools
to identify serotypes of human papillomavirus
(HPV) among women living with HIV, Cuilapa
Guatemala 2022

L. Leon Pinedd', R. Pineda’, L. Aguirre', J. Abdo',

Y. Villasenor', W. LopeZ', |. Escobar?

'IntraHealth International, Guatemala, Guatemala,
’IntraHealth International, Epidemiologist, Guatemala,
Guatemala

Background: Low- and middle-income countries (LMICs)
have the highest rate of cervical cancer incidence and
mortality. Women living with HIV have a six-fold increased
risk of cervical cancer compared with women without HIV
by acquiring human papillomavirus (HPV). Guatemala
has a cervical cancer prevalence of 17%. Yet the Ministry of
Health has limited access to screening tools and reagents
for risk assessment of cervical cancer.

IntraHealth International’'s USAID-funded HIV Care and
Treatment Project supports eight HIV clinics in Guatema-
la, providing integrated services including sexual repro-
ductive health services to women living with HIV.
Description: The Project and another NGOs joined inter-
ventions to identify Guatemalan women at risk of cervical
cancer. In 2022, one Project-supported HIV clinic (Cuilapa)
screened 69 women between the ages of 25-49 for cervi-
cal cancer.

The Project provided programmatic assistance, subsided
travel costs, and followed-up on patient results in order
to ensure timely interventions. Screening was performed
using GeneXpert testing and strain identification to cat-
egorize women according to cancer risk.

Among the 55% with a HPV-DNA result (35/69), follow-up
was performed using colposcopy and biopsy of cancer le-
sions. Of those 35 women, 6% were diagnosed with cancer
(2/35) and received additional treatment at referral facili-

ties.
Age # Total VPH HPV16 HPV18  Other Colpo- Invasive
Group screened DNAnN(%)  n(%) n(%) high-risk scopy Cancer

25-29 16 10(63%) 3(19%) O  7(44%) 10 0

30-3 1N 8(73%) 4(36%) 0  6(55%) 8 0
35-3 10 6(60%)  2(20%) 0 4(40%) 6 0
40-44 15 427%)  1(T%)  A(T%)  3(20%) 4 0
45-49 17 10(59%) 2(12%) 3(18%) 8(47%) 10 2(6%)
Total 69 35(55%) 12(17%) 4(6%) 28(41%) 35  2(6%)

Table. Cervical cancer screening of women living with HIV,
Hospital Regional de Cuilpa, Guatemla 2022.

Lessons learned: We learned that inter-institutional coor-
dination for the implementation of preventive tools is key
to reduce comorbidities in people living with HIV, identify-
ing type and population. This served as a milestone for
new preventive strategies for women in Guatemala.

Conclusions/Next steps: We successfully integrated a
cervical cancer screening program into routine HIV care
at a HIV care center in Guatemala using HPV DNA testing.
We observed high screening yield with a preponderance

of non-16 or 18 HPV types. Screening in Guatemala should
be linked to treatment, focused on younger women and
those with more advanced immunosuppression.

Adoption of the Malkia Klabu prevention
intervention in Tanzania for young women:
distribution of HIV self-test kits and
contraceptives at girl-friendly drug shops

E. Anderson’, A. Mnyippembe?, L. Sheird’,

C. Solorzano-Barrerad', C. Chiu', K. Hassan? J. Allan?,

J. Msasa? A. Sabasaba? L. Packel!, S. McCoy', J. Liu?
'University of California, Berkeley, Berkeley, United States,
’Health for a Prosperous Nation, Dar es Salaam, Tanzania,
United Republic of, *University of California, San Francisco,
San Francisco, United States

Background: In a cluster-randomized trial (NCT05357144),
we dre evaluating the effectiveness of Malkia Klabu
("Queen’s Club"), a youth-centered intervention in Tanza-
nia delivering HIV self-test (HIVST) kits and sexual and re-
productive health (SRH) products to adolescent girls and
young women (AGYW) through girl-friendly drug shops.
At Malkia Klabu shops, AGYW can join a customer loyalty
program to get free SRH products and earn punches for
other shop purchases, redeemable for small prizes.

We analyzed product distribution to assess initial adop-
tion of the scaled intervention.

Methods: We examined 6 months of electronic sales data
to female patrons (age 15-24) from 72 shops in the Shin-
yanga Region. We assessed time trends and heterogene-
ity across shops in the distribution of:

i. SRH study products (HIVST kits, oral and emergency con-
traception, condoms, pregnancy tests) between arms,
and;

ii. Membership cards and prizes among intervention
shops. Control shops also distribute free HIVST kits to
AGYW but sell other SRH products as per usual.

Results: From July 2022-January 2023, intervention shops
(N=37) distributed 8114 SRH products and HIVST kits to
AGYW compared to 2,538 from control (N=35) shops. In-
tervention shops distributed more condoms (1648 vs. 100),
emergency contraception (837 vs. 2), oral contraceptives
(1487 vs. 37), and pregnancy tests (1653 vs. 193) than control
shops. Distribution of HIVST kits in intervention shops was
initially more rapid than among controls, but converged
by 6 months (2489 vs. 2206).

Mean monthly products distributed per shop varied
widely, with many intervention shops achieving several
fold increases in customer transactions over their control
counterparts.

At intervention shops, 2,255 AGYW joined Malkia Klabu
(median 66 per shop; IQR=36-88), engaging in 8,221 trans-
actions (median 159 per shop; IQR=80-380).

Conclusions: HIVST kit distribution rapidly increased in
both arms, while substantially more SRH products were
distributed among Malkia Klabu shops. These differences
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largely accord with price differentials (free HIVST kits in
both arms, only free contraceptives in the intervention
arm), underscoring AGYWs' price sensitivities.

Monitoring the trajectory of HIVST kit distribution through
24 months of the trial will determine to what extent Mal-
kia Klabu may additionally appeal to AGYW beyond low-
ering cost barriers.

Prevalence of sexually transmitted infections
and bacterial vaginosis in South African
adolescent girls and adult women at high risk
of HIV acquisition

A.G. Abrahams'?, C. Mehou-Loko?, N. Radzey'?,

R. Harryparsad?, B. Meyer?, M.T. Manhanzva?,

H. Humphries®4, P. Gumbi“, F. Busakwe®, N. Ahmed®,

F. Fortune®, L-G. Bekker?s, J-A.S. Passmore?*¢,

H.B. Jaspan?, L. Masson?38?

'Institute of Infectious Disease and Molecular Medicine,
University of Cape Town, Department of Integrative
Biomedical Sciences, Cape Town, South Africa,

’Institute of Infectious Disease and Molecular Medicine,
University of Cape Town, Department of Pathology, Cape
Town, South Africa, *Centre for the AIDS Programme of
Research in South Africa, Durban, South Africa, “School of
Life Sciences, University of KwaZulu-Natal, Pietermaritzburg,
South Africa, *Desmond Tutu HIV Centre, Cape Town,
South Africa, ¢National Health Laboratory Service, Cape
Town, South Africa, ’Seattle Children’s Research Institute,
University of Washington, Department of Biochemistry,
Washington, United States, éBurnet Institute, Life Sciences
Discipline, Melbourne, Australia, *Central Clinical School,
Monash University, Carlton, Australia

Background: Young South African adolescent girls and
young women (AGYW) are at a higher risk for HIV infection
than older women. Sexually transmitted infections (STls)
and bacterial vaginosis (BV) have been associated with
increased inflammation in the female genital tract (FGT),
which in turn increases HIV susceptibility.

The aim of this study was to compare the prevalence of
STIs/BV in AGYW versus older South African women, as well
as associated risk factors, to understand the high rates of
HIV infection seen in young women in this setting.
Methods: Vaginal swabs were collected from 106 AGYW
(14-19 years old) and 51 older women (25-35 years old) in
Cape Town, South Africa, enrolled in our National Insti-
tutes of Health funded Mucosal Injury from Sexual Contact
study. Swabs were tested for STIs, Chlamydlia trachomatis
(CT), Neisseria gonorrhoeae (NG) and Trichomonas vagi-
nalis (TV) by real-time PCR.

Vaginal smears were Gram-stained for BV diagnosis by
Nugent scoring.

Results: CT was the most prevalent STI (37.6%), followed by
NG (12.1%) and TV (10.2%). CT and NG prevalence was high-
erin AGYW than in 25-35-year-olds (51.9% versus 23.5% and
151% versus 3.9%, p=0.0008 and p=0.0396, respectively).
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A total of 47% had BV, while 14% had intermediate micro-
biota and 39% were BV negative. BV prevalence was simi-
lar between AGYW (46.4%, n=97) and older women (48.9%,
n=47), however, the vaginal pH of older women was lower
than AGYW (p=0.0101).

NG positive women reported significantly fewer vaginal
sexual acts in the preceding month than those who test-
ed negative (p=0.0009).

Nugent score correlated positively and vaginal pH corre-
lated negatively with the number of reported vaginal sex-
ual acts (rho=0.1903, p=0.0209 and rho=-0.2286, p=0.0236,
respectively).

The proportion of AGYW (57.6%) who reported male con-
dom use was similar to older women (51.0%). In addition,
the majority of STI/BV cases were asymptomatic.
Conclusions: STIs/BV prevalence is high among young
South African women, with CT and NG particularly preva-
lent in AGYW compared to older women, potentially in-
creasing the risk for HIV acquisition. Strategies such as
point-of-care screening for FGT inflammation and STI/BV,
as well as pre-exposure prophylaxis are urgently needed
to reduce HIV susceptibility in this population.

Medroxyprogesterone acetate and
levonorgestrel levels are positively correlated
with immune mediators

N. Radzey', A. Abrahams', DW. Erikson? R. Harryparsad?,

B. Meyer', PL. Chen? X. Gao?, O. Taku', A-L. Williamson',

C. Mehou-Loko', F. Lefebvre d'Hellencourt?, G. Buck?,

J. Smit®, J. Straussé, K. Ahmed’, M. Beksinska®, M. Serrano?,
V. Bailey’, C. Morrison?, J. Deese?, K. Nandag, L. Masson’
"University of Cape Town, Institute of Infectious Diseases

& Molecular Medicine, Cape Town, South Africa, °Oregon
National Primate Research Center, Beaverton, United
States, °FHI 360, Durham, United States, “Virginia
Commonwealth University, Department of Microbiology
and Immunology and Center for Microbiome Engineering
and Data Analysis, Richmond, United States, *“MatCH
Research Unit (Wits MRU), Department of Obstetrics

and Gynaecology, Durban, South Africa, ‘University of
Pennsylvania, Department of Obstetrics and Gynaecology,
Philadelphia, United States, ’Setshaba Research Centre,
Tshwane, South Africa, éConsultant, Durham, United
States, Burnet Institute, Disease Elimination Program, Life
Sciences Discipline, Melbourne, Australia

Background: The injectable depo-medroxyprogesterone
acetate (DMPA-IM) is the most popular form of hormonal
contraception among South African women, while the
levonorgestrel (LNG) implant is gaining popularity. Phar-
macokinetic studies show that medroxyprogesterone
acetate (MPA) and LNG levels vary among individuals us-
ing these methods. Little is known about the impact of
hormone levels on immune mediators previously linked
to sexually transmitted infection (STI) and HIV risk in the
female genital tract (FGT).
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Methods: We randomly assigned 160 South African wom-
en to DMPA-IM, copper intrauterine device (IUD), or LNG
implant in the Evidence for Contraceptive Options and
HIV Outcomes (ECHO) trial.

Eleven cytokines and antimicrobial peptides were meas-
ured in vaginal swabs in duplicate using Luminex and
ELISA at baseline, one (M1) and three months (M3) follow-
ing contraceptive initiation. Systemic concentrations of
estradiol, progesterone, MPA and LNG were measured in
serum samples using liquid chromatography-mass spec-
trometry at each timepoint.

Changes in systemic hormone levels over time for each
arm were assessed using Mann-Whitney U test; and as-
sociations between serum hormone levels and vaginal
immune mediator concentrations using Spearman cor-
relations.

Results: At baseline, serum hormone levels were similar
across arms. Younger women (age 15-24) had higher lev-
els of progesterone (p=0.012) compared to older women
(age >=25). Estradiol levels were higher in copper IUD us-
ers compared to women using DMPA-IM at M1 (p=0.0380)
and both estradiol and progesterone levels were higher
in copper IUD users at M3 compared to women using
DMPA-IM (p=0.006 and p=0.010, respectively) and the LNG
implant (p=0.001and p=0.010, respectively).

MPA levels in DMPA-IM users positively correlated with
IL-6 (p=0.040) and fold changes in IL-8 (p=0.040), MIP-1a
(0=0.003) and MIP-3a (p=0.006) at M1. In LNG implant us-
ers, LNG levels positively correlated with IL-6 (p=0.045),
IL-1B (p=0.040), IL-8 (p=0.029), MIP-1a (p=0.023) and MIP-3a
(p=0.030) at M3. Progesterone levels were positively cor-
related with IL-6 (p=0.013) at M1 and IL-8 at M1 and M3
(p=0.049 and p=0.046, respectively) in the LNG implant
arm.

Conclusions: MPA and LNG levels at M1 and M3 positively
correlated with immune mediators in their respective
arms, suggesting that individual-level metabolism of
these contraceptive steroids may differentially influence
immune profiles associated with HIV acquisition risk.

High prevalence rates of chlamydia and
gonorrhea among adolescent men who have
sex with men (AMSM) and transgender women
(ATGW) enrolled in a PrEP cohort in Salvador,
Northeast Brazil

C. Oliveira’, L. Marques', G. Campos', D. Medeiros',

V. Salgado’, L. Magno?, F. Soares3, A. Silva', H. Brito',

P. Nascimento?, T. Fonseca?®, M. Westin* A. Grangeiro®,

I. Dourado?®

'Federal University of Bahia, Multidisciplinary Institute for
Health, Vitoria da Conquista, Brazil, ?University of Bahia,
Department of Life Sciences, Salvador, Brazil, *Federal
University of Bahia, Collective Health Institute, Salvador,
Brazil, *Federal University of Minas Gerais, Faculty of
Medicine, Belo Horizonte, Brazil, *University of SGo Paulo,
Faculty of Medicine, SGo Paulo, Brazil

Background: Neisseria gonorrhoeae (NG) and Chlamydia
trachomatis (CT) are among the sexually transmitted in-
fections (STIs) with high rates worldwide. These infections
disproportionately affect AMSM and ATGW. This popula-
tion's prevalence rates by anatomical site, sociodemo-
graphic and behavioral data (SBD) are scarce in Brazil and
elsewhere.

Methods: PrEP1519 is a prospective, multicenter, open-la-
bel PrEP demonstration cohort study of AMSM and ATGW
aged 15-19. For this analysis, we included 246 adolescents
who enrolled in PrEP1519 between April 2019-February 2021
in the city of Salvador, Northeast Brazil. They were tested
for NG and CT by gPCR using swalbs collected from oral,
anal, and urethral anatomical sites. We assessed the
association between SBD and the prevalence of STls by
Pearson'’s chi-squared test or Fisher's exact test. Poisson
regression with robust variance was used to estimate the
adjusted prevalence ratio (PR) and 95% confidence inter-
val (95%Cl).

Results: The prevalence of STls by anatomical site is sum-
marized below:

Any site Oral (n=245) Anal (n=210) Urethral (n=213)
n(%) 95%Cl  n(%) 95%Cl n(%) 95%Cl n(%) 95%Cl
23 16

STI

N. 37 R B ] 4 ]
gonorrhoeae (17.9) 13.21-23.74 94) 6.31-13.76 76 4711211 (19) 0.70-4.92
C. 12 . 3 g 5 y 4 y
Gochomatis  (59) 331010 () 039375 0 099562 g 070492
Coinfection 1(0.5) 0.06-3.47 - - 1(0.5) 0.06-347

Table. Prevalence of N. gonorrhoeae and C. trachomatis.
PREPT1519, Northeast Brazil, 2019-2021

Factors associated with NG was a lower level of schooling
(PR=2.08; 95%CIl 1.07-4.04) and engaging in receptive anal
sex in the last three months (PR=2.45; 95%Cl 0.91-6.65).
Condomless oral sex in the previous three months was as-
sociated with CT (PR=3.75; 95%Cl 1.28-11.00) and lower level
of schooling (PR=3.00; 95%CI 0.90-9.98), but the 95%Cl was
wide and imprecise.

Conclusions: We found a high prevalence of NG and CT
acquisition among AMSM and ATGW, especially in extra-
genital sites. These findings highlight the need for test-
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ing in multiple anatomical sites among HIV-vulnerable
populations. The association between education, recep-
tive anal sex and condomless oral sex with STls expresses
the role social and behavioral factors play in the greater
vulnerability of AMSM and ATGW to these infections.
Therefore, inclusive and comprehensive sexual health
and behavior counseling taylored for these populations,
especially those who are more willing to engage in riskier
sexual practices, could further improve HIV and STI pre-
vention and care.

Just how far off target are we? Measuring unmet
pre-exposure prophylaxis (PrEP) need among men
who have sex with men (MSM) and transgender
women (TGW) in Asia

K.E. Green', C. Chan? M.M. Cassell®, J. Ong**¢, D. Fraser?,

L. Zhang’, M. Poonkasetwattana®, N. Suwandi®,

N. Phanupak’, H. Boonyapisomparn®, B.R. Bavinton?,
H.-M.A. Schmidt™?

'PATH, Hanoi, Vietnam, ?University of New South Wales,
Kirby Institute, Sydney, Australia, °FHI 360, HIV Department,
Hanoi, Vietnam, “Alfred Health, Melbourne Sexual Health
Centre, Melbourne, Australia, *‘Monash University, Central
Clinical School, Melbourne, Australia, ‘London School of
Hygiene and Tropical Medicine, Faculty of Infectious and
Tropical Diseases, London, United Kingdom, ’School of
Public Health, Xian Jiaotong University Health Science
Center, China-Australia Joint Research Centre for
Infectious Diseases, Xian, China, éAsia Pacific Coalition

on Male Sexual Health, Bangkok, Thailand, ‘Institute of
HIV Research and Innovation, Bangkok, Thailand, “Asia
Pacific Transgender Network, Bangkok, Thailand, "UNAIDS
Regional Office for Asia and the Pacific, Bangkok, Thailand,
2World Health Organization, Global HIV, Hepatitis and STIs
Programme, Geneva, Switzerland

Background: Despite recent efforts to expand oral pre-
exposure prophylaxis (PrEP) access in Asia, uptake has
lagged significantly behind the regional 2025 target, with
only 3% of the 4 million goal achieved.

We aimed to measure unmet PrEP need among men who
have sex with men (MSM) and transgender women (TGW)
in Asia to inform scale-up strategies.

Methods: We implemented an online cross-sectional sur-
vey among MSM and TGW across 15 and 11 countries or
territories in Asia, respectively, from May to November
2022. Participants were asked about potential HIV risk,
PrEP use history, and PrEP product and service preferenc-
es. We defined unmet PrEP need as those who had:

1. Heard of and wanted to take PrEP but had never taken it;
2. Never heard of PrEP but had HIV risk factors indicating
need;

3. Taken oral PrEP but preferred a different PrEP product
(e.g., long-acting PrEP), or;

4. Had temporarily discontinued oral PrEP due to a barrier
(side effects, not liking pills, cost) but still needed it.
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We generated descriptive statistics and used multivari-
able logistic regression models to identify factors associ-
ated with unmet PrEP need.

Results: Among 17,032 MSM and 1,260 TGW surveyed, 10,195
(59.9%) MSM and 598 (47.5%) TGW were found to have un-
met PrEP need:

1. 6130 (60.1%) MSM and 202 (33.8%) TGW were PrEP-naive
but wanted to take it;

2.1,368 (13.4%) MSM and 134 (22.4%) TGW were unaware of
PrEP but reported risk factors indicative of need;

3. 2,004 (19.7%) MSM and 182 (30.4%) TGW were taking oral
PrEP but preferred using a different product;

4. 693 (6.8%) MSM and 80 (13.4%) TGW had temporarily dis-
continued PrEP due to a barrier.

Knowing fewer people who took PrEP (aOR=1.85; 95%Cl:1.72-
2.00), condomless anal sex in past 6 months (aOR=1.64
95%Cl:1.54-1.75), and younger age (aOR=1.02 95%CI:1.01-
1.02) were positively associated with unmet PrEP need.
Conclusions: We identified substantial unmet PrEP need
among MSM and TGW respondents, in the largest known
regional study on PrEP in Asia. Urgent investment is need-
ed to increase PrEP awareness and service access, accom-
panied by a wider selection of products, that best align
with what TGW and MSM need and want.

Accuracy of indirect adherence measures

among adolescent men who have sex with men
(aMSM) and transgender women (aTGW) in Brazil:
a longitudinal analysis

D.R. Zeballos Rivas', L. Magno? F. Soares!, J.A. Pinto Junior?,
L. Amorim?, D. Greco®, A. Grangeiro®, |. Dourado’,

The PrEP1519 study group

'Universidade Federal da Bahia, Instituto de Saude
Coletiva, Salvador, Brazil, Universidade do Estado da
Bahia, Departamento de Ciéncias da Vida, Salvador,
Brazil, *Universidade Federal Fluminense, Departamento
de Estatistica, Niterdi, Brazil, *Universidade federal da
Bahia, Instituto de Matemdtica e Estatistica, Salvador,
Brazil, *Universidade Federal de Minas Gerais, Faculdade
de Medicina, Belo Horizonte, Brazil, *Universidade de
Sao Paulo, Departamento de Medicina Preventiva da
Faculdade de Medicina, SGo Paulo, Brazil

Background: Oral PrEP has been offered free of charge in
the health services of the Brazilian National Health Sys-
tem since 2017. In 2022, the updated Brazilian PrEP guide-
lines included adolescents who are at high HIV risk. Adher-
ence evaluation is crucial for monitoring PrEP users, and
indirect measures are used during clinical follow-up.

We aimed to assess the accuracy of indirect PrEP adher-
ence measures using longitudinal data and drug concen-
trations in dried blood spots (DBS).

Methods: PrEP1519 is a prospective, multicenter, open-
label PrEP demonstration cohort study conducted with
aMSM and aTGW aged 15-19. A diagnostic accuracy analy-
sis was performed comparing a direct measure of adher-
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ence - tenofovir diphosphate (TFV-DP) concentrations in
DBS- with three indirect measures: medication possession
ratio (MPR), pill count, and self-report. Generalized esti-
mating equations (GEE) were used to assess the accuracy
of each indirect measure through the computation of the
Area Under The Curve (AUC) and their 95% Confidence In-
terval (95%Cl) using the ROC (Receiver Operating Charac-
teristics) curve analysis.

We considered the repeated (longitudinal) measures for
the same participants, and we used the reference of pro-
tective TFV-DP levels 2800fmol/punch equivalent to 4 pills
weekly or more. We also analyze the combination of dif-
ferent methods to assess adherence.

Results: We selected a sample of 302 DBS corresponding
to 188 participants. Most were aMSM (78.7%), 18-19 years
old (80.3%), and non-whites (72.9%). Matched data for MPR
was 294, for self-report 274, and pill count 104. AUC was
0.59 (95%Cl: 0.53 - 0.66) for MPR, 0.69 (95%Cl: 0.58 - 0.80) for
pill count, and 0.75 (95%Cl: 0.69 - 0.81) for self-report.

We observed that the combination of the three methods
for evaluating adherence yielded an AUC= 0.72 (95%Cl:
0.62 - 0.83) and we obtained a better performance with
MPR and self-report combined (AUC = 0.77; 95%Cl: 0.70 -
0.83).

Conclusions: The three indirect measures discriminated
participants with drug levels equivalent to four pills week-
ly at different time points, indicating that these are valu-
able methods for monitoring PrEP use. Using more than
one indirect method for adherence yields better patient
adherence information.

A client-centered approach to eliminate
mother-to-child transmission of HIV:
outcomes from a large ART program in Kisumu
County, Kenya

F. Odhiambo', R. Onyango', E. Mulwa', M. Aluda', L. Otieno',
E.A. Bukusi'?, C.R. Cohen? PM. Murname?

'Kenya Medlical Research Institute, Centre for Microbiology
Research, Research Care and Training Program, Nairobi,
Kenya, 2University of California San Francisco, Department
of Obstetrics, Gynecology & Reproductive Sciences, San
Francisco, United States, 3University of California San
Francisco, Department of Epidemiology and Biostatics,
San Francisco, United States

Background: Elimination of Mother-to-Child Transmis-
sion of HIV remains a global health priority. In a large ART
program in western Kenya, we introduced several novel
prevention of mother-to-child transmission (PMTCT) in-
terventions to identify and support pregnant and breast-
feeding women living with HIV. Here we report key out-
comes before and after the introduction of these inter-
ventions.

Methods: Between October 2016-September 2021, Family
AIDS Care & Education Services (FACES), provided PMTCT
services across 63 facilities in Kisumu County, Kenya. In 2019,

we implemented individualized client-centered PMTCT in-
terventions in addition to standard of care. The interven-
tions included:

1. Women considered at-risk of poor care engagement
(e.g., adolescent mothers, unstable support system, prior
history of a treatment interruption) attended visits on a
designated day to enable multidisciplinary team review
of cases and social networking for teens,

2. Case management for 111 psychosocial support and
close monitoring; and,

3. Mobile app-based module to facilitate adherence sup-
port and mother-baby pair tracking.

We conducted pre-post analyses of PMTCT outcomes
before the intervention (Oct 2016- Sep 2018) versus after
(Oct 2020-Sep 2021). These included ART initiation, viro-
logic suppression, and infant outcomes following the end
of breastfeeding (HIV acquisition by 18 months of age,
death, loss to follow-up, or transferred out).

Results: Among 81,740 pregnant women who attended
ANC at FACES-supported clinics in Kisumu County be-
tween October 2016 and September 2021, HIV prevalence
was 16% with little variation over time. The proportion
receiving ART during pregnancy increased from 82.4% in
2017 to 99.4% in 2021 (0<0.001).

Similarly, the proportion achieving viral suppression in-
creased from 63.5% to 97.2% during pregnancy and 74.0%
to 97.3% during breastfeeding (both p<0.001). Conse-
quently, perinatal transmission by 18 months of follow-up
declined from 5.7% (100/1752) to 2.2% (48/2156) (p<0.0071).
Moreover, loss to follow-up declined from 12% (268/2332)
to 2.5% (59/2393; p<0.001) while the proportion who trans-
ferred out declined from 9.5% (212/2332) to 7.4% (178/2393;
0<0.02).

Conclusions: Following the implementation of novel cli-
ent-centered interventions, we observed clinically signifi-
cant declines in MTCT and loss to follow-up of pregnant
and postpartum women on ART. Tailored, client-centered
approaches to PMTCT are essential for the achievement
of elimination targets.

Adolescent PrEP initiation at clinics
participating in a randomized trial of a
standardized client actor training intervention
in Kisumu, Kenya

M. Vera', J. Sila?, B.A Richardson', F. Otieno? G. Owiti?,

V. Kemunto?, K. Beima-Sofie', A. Larsen’, J. Pintye',

G. John-Stewart!, J. Kinuthio?, P. Kohler'

"University of Washington, Seattle, United States, *Kenyatta
National Hospital, Kisumu, Kenya

Background: Adolescent girls and young women (AGYW)
in Kenya experience high risk of HIV acquisition. AGYW
have low PrEP initiation rates due, in part, to stigmatizing
interactions with healthcare providers. Our recent rand-
omized trial of a standardized client actor (SC) training
intervention for AGYW providers found higher quality of
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PrEP service delivery at intervention sites. However, it was
unknown whether higher quality care improved AGYW
PrEP initiation.

Methods: This secondary analysis of the Priya-SP cluster
randomized trial used routine clinic data from 12 control
and 12 intervention health facilities in western Kenya. The
intervention aimed to improve health provider adher-
ence to Kenyan national guidelines and communication
skills when offering PrEP to AGYW. Record sources included
the MoH 731 Plus tool (and its older iterations) and facility-
level PrEP registers from May 2019-June 2021.

Mirroring trial timelines, we defined May-December 2019
as the baseline period and December 2020-June 2021 as
the post-intervention outcome assessment period.

We analyzed data at the facility level and used linear re-
gression with percent initiating as the outcome, interven-
tion and baseline initiation rates as covariates, and the
number eligible during post-intervention at each facility
as frequency weights.

Results: In total, 1,375 PrEP-eligible AGYW presented to
PrIYA-SP sites and were included in this analysis (baseline:
n=706, post-intervention: n=669). Among 706 PrEP-eligible
AGYW in the baseline period, 441 were at intervention sites
and 265 at control sites. Overall, 410 (58.3%) initioted PrEP
at baseline: N=203 (46.0%) at intervention sites and n=207
(78.1%) at control sites. Among 669 PrEP-eligible AGYW in
the post-intervention period, 360 were at intervention
sites and 309 at control sites.

Overall, 591 AGYW (88.3%) initioted PrEP at post-interven-
tion: n=335 (93.9%) at intervention sites and n=256 (82.8%)
at control sites. Adjusted for baseline initiation propor-
tions, there was 12.1% higher PrEP initiation among AGYW
presenting to intervention sites compared to control sites
(p<0.001, 95% Confidence Interval: 0.09-0.15).

Conclusions: Our study found a significant improvement
in PrEP initiation among AGYW who presented to facilities
that had been randomized to SC training. SC training in-
terventions that improve quality of service delivery could
lead to enhanced PrEP coverage.

Implementation of Community-based
HIV-Self-Testing (CB-HIVST) to improve awareness
on HIV exposure: lessons learned and implications
for the National AIDS Control Program of the
Haitian Ministry of Health

M.L. Excellent'??, M. Laguerre', E. Emmanuel’, C. Orélus’,

D. Lauture!, JW. Domercant!

'Institut pour la Santé, la Population et le Développement
(ISPD), Pétion-Ville, Haiti, ?University of North Carolina at
Chapel Hill, Chapel Hill, North Carolina, United States

Background: In Haiti, HIV blood test was for decades the
only way to objectively determine someone’s exposure to
HIV. Given the testing requirements, the burden of stigma
and fear of needles, many individuals were left out. How-
ever, through the lens of health equity, HIV self-testing
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(HIVST), which is an oral test was introduced in commu-
nity settings (CB-HIVST) to help fill the gaps in HIV testing
services (HTS).

Description: In January 2019 we collaoborated with the
National AIDS Control Program of the Ministry of Health to
develop HIVST guidelines, data reporting tools and train-
ing package. We designed an HIVST assessment tool to
identify high-risk eligible individuals. We conducted train-
ing sessions for community health workers in collabora-
tion with the National Public Health Laboratory to ensure
that CHWSs accurately assist eligible clients perform the
HIVST, interpret the results and advise them on follow-up.
Anyone with reactive HIVST received assistance to freely
access HIV-blood test to confirm HIV status at a facility
of their choice.

We conducted community-based sensitization sessions
targeting priority populations: male/sex workers/pub-
lic transportation drivers/migrants/homeless/pregnant
women without prenatal-care. We partnered with faith-
based leaders and offered HIVST at Voodoo temples/
Churches. We participated in interviews to disseminate
knowledge about the value/limitations of HIVST.

Lessons learned: The integration of CB-HIVST into the
prevention package has helped people become aware
of potential HIV-exposure and confirm their HIV-status in
stigma-free and confidential environment.

In FY22 (October 2021 - September 2022), 6834 HIVST were
performed with assistance including 45% (3087/6834)
females and 55% (3747/6834) males. Seven percent [7%
(492/6834)] of HIVST performed were reactive from which
60% (298/492) females.

Overall, the data reported higher HIVST reactivity among
females (10%, N=298) than males (5%, N=194). Eighty-eight
percent [88% (434/492)] of HIVST reactive clients accepted
the standard HIV-blood test, 84% (363/434) were con-
firmed HIV-positive from which 99% (360/363) initiated
ART.

Despite being a screening oral-test, targeted HIVST out-
reach approach increased individuals access to compre-
hensive healthcare by addressing major barriers: trans-
portation fees, waiting time, stigma, blood test.
Conclusions/Next steps: CB-HIVST has helped bring ser-
vices to individuals unaware of HIV-exposure. That strate-
gy is relevant to reaching the 95-95-95-UNAIDS goals and
needs to be readily available at all of our borders crossing
points and in more rural areas nationwide.
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Using the young people and adolescent peer
supporters (YAPS) model as a mechanism to
decentralize HIV testing services and enhance
linkage among adolescents and young people
in Uganda

A. Dennis', E. Magongo Namusoke', T. Geofrey', T. Evarest?,
B. Hudson'

'Ministry of Health, AIDS Control Program, Kampala,
Uganda, ?The Clinton Health Access Initiative, Infectious
and Non Communicable Diseases, Kaompala, Uganda

Background: In Uganda, progress across 95 95 95 treat-
ment cascade for adolescents and young people (10-24)
lags behind adults. By December 2019, 66% of adolescents
and young people (10-24) knew their HIV status, 66% were
on antiretroviral treatment (ART) and viral load suppres-
sion was 77%. This was largely attributed to absence of
a differentiated peer led approach for adolescents and
young people. The ministry of Health (MOH) adapted
the Zvandiri CATS Model from Zimbabwe into the Young
People and Adolescent Peer Supporter (YAPS) model for
Uganda. This was premised on World Health Organiza-
tion guidelines on Adolescents. This started as a pilot in
9 districts later scaled to 81 districts. Between July 2019-
March 2020, 50% of Adolescents and Young Persons (AYPs)
who received pre-test counselling by YAPS did not receive
an HIV test. This created missed opportunities for identi-
fication of Adolescents and Young People Living with HIV
(AYPLHIV).

Description: MOH decentralized HIV Testing Services (HTS)
using YAPS model by reviewing National HIV testing policy
to include YAPS as key service providers to screen, test and
link AYPs into care. Extensive Consultations were conduct-
ed by MOH to collect views that informed policy.

MOH developed HTS training manual for YAPS. Training of
Trainers for 30 National YAPS resource persons was con-
ducted. MOH piloted training of the YAPS as HTS lay test-
ers for 5 days in the 9 pilot districts with high HIV burden
among adolescents 10-24 Years.

Training topics included promoting HIV testing among
adolescents, HIV Self Testing among adolescents, coun-
selling in the context of HIV testing, Linkage to care and
Assisted Partner notification. Regular mentorships and
support supervision were also conducted by the ministry.
Lessons learned: By March 2022 AYPs tested for HIV by
YAPs was 57,215 compared to 68,213 in 2020 march. HIV
positivity yield was at 2,14% compared to 1.48% in 2019,
AYPs initiated into care increased from 79% in 2020 to 94%
in 2022 and Linkage increased from 93% in 2020 to 95% in
2022.

Conclusions/Next steps: The YAPS model when scaled up
can be utilized as an approach for decentralizing HTS and
contribute to closing the gap on the 15t 95.

Promoting uptake of HIV self-testing (HIVST) in
the private sector through conceptual bundling:
a practice of advertising HIVST along with Sexual
and Reproductive Health products in Abuja,
Nigeria

D. Ukaga', D. Aizobu', S. Malaba?, G. Omoregie’,

O. ldogho', J. Anyanti', B. Adesina’, O. Akpabio,

N. Nnannah', P. Omodele'

'Society for Family Health, Abuja, Nigeria, ?Population
Services International, Nairobi, Kenya

Background: In Nigeria, HIV self-testing (HIVST) is still at its
nascent stage with low-awareness, demand, and uptake
in the private sector. Conceptual bundling is the practice
of introducing additional product to an existing customer
as a single package of offer. it is a common practice in the
private sector such as community pharmacies and pat-
ent proprietary medicine vendor (PPMV) outlets.

To improve the uptake of HIVST in Nigeria, we implement-
ed conceptual bundling of HIVST with sexual and repro-
ductive health (SRH) self-care products.

Description: The Strengthening HIVST in the Private Sec-
tor (SHIPS) Project from April - December 2022 piloted im-
plementation of conceptual bundling strategy using SRH
products to promote sales of HIVST as additional benefits
for potential clients in Abuja, Nigeria. 66 community phar-
macies were selected based on the following: member-
ship with pharmacy council of Nigeria, willingness to stock
HIVST, and willingness to promote conceptual bundling.
We accessed product uptake for SRH commodities, and
HIVST product independently, and both products togeth-
eras a bundle.

Lessons learned: For the period of implementation, only
7 bundled products were sold (3 HIVST kits with condom
and 4 HIVST kits with emergency contraceptives). How-
ever, when products were sold independently as either
HIVST or SRH, high number of sales were recorded: HIVST
(1974), condoms (172,057), Emergency contraceptives
(67,905), and lubricants (10,580).

60% of providers were unwilling to promote conceptual
bundling. Providers reported reasons such as low risk per-
ception of client to HIV, stigma, and cost of HIVST. Howev-
er, 95% of providers reported that clients will be interested
to purchase HIVST with another SRH product if physically
packaged together, and at a reduced price.

Additionally, 80% of pharmacies reported that concep-
tual bundling helped to increase awareness on HIVST
among SRH products users.

Conclusions/Next steps: While conceptual bundling
helped to improve awareness on HIVST among SRH prod-
ucts users, it failed to promote uptake of HIVST. A physi-
cal packaging of HIVST and SRH products together with a
price reduction is encouraged to improve uptake of HIVST.
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Secondary distribution of HIV self-test kits from
males to their female sexual partners in two
fishing communities in rural Uganda: results from
the PESTAMEN pilot study

J.K. Matovu', AT. Namwama', L. Kemigisha? L. Bogart?,

N. Fakier?, P. Olupot-Olupot’, D. Serwadda?, G. Taasi?,

J. Musinguzi®, R.K Wanyenze?

'Busitema University Faculty of Health Sciences, Mbale,
Uganda, ?Makerere University School of Public Health,
Kampala, Uganda, >RAND Corporation, California, United
States, “European and Developing Countries Clinical Trials
Partnership, Cape Town, South Africa, *Ministry of Health,
Kamypala, Uganda

Background: Secondary distribution of HIV self-test kits
from females to males has increased HIV testing rates
in men in most settings but little evidence exists on the
potential for secondary HIV self-test kits distribution from
males to females.

We assessed the acceptability of secondary HIV self-test
kits distribution from the male fisherfolk to their female
sexual partners in a fishing community context.
Methods: This analysis used data from the PEer-led HIV
Self-Testing intervention for MEN (PESTAMEN), an ongo-
ing pilot intervention in Buvuma and Kalangala island
districts in central Uganda. At the baseline visit (July 2022),
data were collected from 400 male fisherfolk (15+ years)
who self-reported a HIV-negative or unknown HIV status
and had not tested for HIV 3+ months prior to enrolment.
After enrolment, men were requested to obtain two oral
HIV self-test kits from a male distributor in the commu-
nity. At the first follow-up visit (September 2022), men
were asked about the number of kits that they received, if
they gave out any kits to anyone, and, if they did, whether
or not those who received them self-tested for HIV. Data
were analyzed using STATA version 16.0.

Results: Of 361 men interviewed at follow-up, 98.3% (355)
received at least one kit; 79.7% (283) received two kits. Of
those that received two kits, 88.0% (181) gave the second
kit to someone else; almost all recipients (97.8%, n=177) ac-
cepted the kits.

Seventy-five per cent of the men (74.6%, 132/177) gave the
second kit to their primary/steady or other female sexual
partners. Eighty-three per cent (147/177) reported that the
person that they gave the second kit to used it to self-test
for HIV. Of these, 8.2% (12/147) reportedly tested HIV-pos-
itive; among female sexual partners, 5.3% (7/132) tested
HIV-positive. Only 33.3% (4/12) of the HIV-positive self-test-
ers reportedly linked to HIV care.

Conclusions: Secondary distribution of HIV self-test kits
from males to their female sexual partners was well ac-
cepted and identified a significant proportion of HIV-pos-
itive self-testers. However, linkage to HIV care was sub-
optimal, calling for innovative approaches to improve
linkage to HIV care following secondary HIV self-test dis-
tribution in this setting.
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Addressing HIV testing gaps in Zimbabwe in
the midst of health system and socioeconomic
stressors

R. Golin'?, N. Kruse-Levy?, R. Malaba?, O. Maguwu?,

T. Maphosa?, A. Peterson*, N. Zender'

'U.S. Department of State, Office of the Global AIDS
Coordinator and Health Diplomacy, Washington, United
States, 2U.S. Agency for International Development, Office
of HIV/AIDS, Washington, United States, *U.S. Agency for
International Development, Harare, Zimbabwe, 4U.S.
Centers for Disease Control and Prevention, Harare,
Zimbabwe

Background: Zimbabwe has achieved 96/96/93 against
UNAIDS three 95 benchmarks. Communicable disease
outbreaks and socioeconomic strain have resulted in high
levels of health care worker attrition, challenging the HIV
program's achievements and progress.
PEPFAR/Zimbabwe supports >90% of the national HIV
treatment cohort, and has an overarching goal to sup-
port the government to end HIV/AIDS as a public health
threat by 2030. PEPFAR/Zimbabwe's HIV testing services
(HTS) are focused on closing the testing gaps and sup-
porting timely linkage to prevention and treatment ser-
vices. The largest HIV case finding gaps exist among chil-
dren and key populations.

Description: PEPFAR/Zimbabwe collaborated with the
Ministry of Health and Child Care, Global Fund, and im-
plementing partners to support facility- and community-
based HTS.

From October 2021 - September 2022 (fiscal year [FY]22),
the program directly supported 17 testing modalities in
facilities and communities, including modalities where
HTS is routinely recommended (e.g., PMTCT and tubercu-
losis [TB] service delivery points).

Targeted community testing and HIV self-test distribution
helped decentralize HIV testing services. Mentoring and
direct technical support was provided.

Lessons learned: From PEPFAR/Zimbabwe data, the pro-
gram achieved 99% (67,195/67,777) of the FY22 case-finding
target; 57% of these achievements were from women 15-
49 years old. Provider-initiated HIV testing and counseling
services drove case-finding (45% contribution).

The highest testing positivity was in community index
testing and TB clinics (33% and 29%, respectively). 99.6% of
pregnant women had a known HIV status at their first an-
tenatal care appointment (including women who knew
their status prior to the visit), and 93% of individuals with
new or relapsed TB had a documented HIV status during
the reporting period. 389,012 HIV self-tests were distrib-
uted in FY22; 40% were distributed to adults 20 - 29 years
old. The program’s estimated linkage to treatment was
96% (64,289/67,195).

Additionally, 75,371 individuals initiated HIV pre-exposure
prophylaxis and 134,668 males received voluntary medical
male circumcision
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Conclusions/Next steps: Zimbabwe continues to over-
come challenges and is positioned to sustain HIV epidemic
control through concerted efforts to achieve annual case
finding targets and support linkage to treatment and
prevention services. Additional effort is required to maxi-
mize HTS in TB clinics and linkage to treatment services.

HIV self-testing in real-world use, a tool to end
HIV in Thailand

K. Termvanich’, T. Amatsombat’, K. Rurkoukos',

P. Mingkwanrungruang', M. Bucha',

T. Phattanathawornkool, J. Sripanjokun?, P. Sittisatid’,
S. Jittjong? S. Mills?, N. Phanuphak’

'Institute of HIV and Research Innovation, Bangkok,
Thailand, ?FHI 360, Bangkok, Thailand

Background: Although the use of HIV self-tests (HIVST) is
a key strategy fully endorsed by the National AIDS Com-
mittee to end AIDS in Thailand, progress towards its wide-
scale implementation has been extremely slow.

We aimed to investigate the uptake, reactive testing yield,
and linkages to antiretroviral treatment (ART) and PrEP of
a real-world online HIVST service in Bangkok.

Methods: In May 2022, with the support from USAID EpiC
program, Pribta-Tangerine Clinic - a private sexual health
clinic in Bangkok, Thailand, distributed free blood-based
HIVST kits.

Online demand creation began one month before service
availability, linking potential clients to clinic staff for risk
assessment through telehealth.

Clients received an HIVST via mail, and were able to sub-
mit their result to the clinic electronically.

Clients with non-reactive results were offered PrEP, those
with reactive results were linked to confirmatory testing.
Same-day ART initiation was offered to those with con-
firmed HIV-positive status.

Results: From May-November 2022, the clinic distributed
HIVST kits to 320 clients, 106 (33.1%) were first-time HIV
testers. Test results were submitted by 251 (78.4%) clients,
of which 18 were reactive.

Of these, 11 were confirmed positive and all initiated
same-day ART, three were negative upon confirmation
testing, and four did not confirm their result.

Overall confirmed HIV-positive rate was 4.4%. Among
233 non-reactive clients, 41 (17.6%) accepted PrEP services
and 27 (11.6%) received sexually transmitted infection (STI)
screening. Among 77 first-time HIV testers with returned
results, 3 (3.9%) were confirmed positive (Figure 7).
Conclusions: HIVST delivered through telehealth suc-
cessfully engaged clients with HIV in treatment, including
those who never had an HIV-test before. Furthermore,
non-reactive clients who otherwise might not enter
prevention services, were linked to PrEP and STI services.
Scale-up of this online HIVST service model is needed to
optimize its potential in ending HIV in Thailand.
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Figure 1. HIVST results returning from the clients.

HIV self-testing education on TikTok: a content
analysis

R. Oladele™, M. Adesina™?, I. Olufadewa’, A-P. llochonwu?,
M. Imadojiemu’, M. Akande', K. Fatola', O. Asaolu’,

A. Adekunle', M. Akinwola', T. Adene', A. Abdullah’, F.
Olayonwad', F. Akintunde?, A. Akinbode'

'Slum and Rural Health Initiative, lbadan, Nigeria,
2University of Ibadan, lbadan, Nigeria

Background: In 2016, the World Health Organization of-
ficially recommended HIV self-testing (HIVST) to promote
privacy and encourage more people to test for their HIV
status. Despite the availability of this service, there are
more than 5.4 million people living with HIV who don't
know their status. With over 990 million users, TikTok is a
platform that has been used to educate and promote
HIVST. Hence, this study conducted content analysis of
HIVST education videos on TikTok.

Methods: We searched for videos on TikTok using key-
words such as 'HIV self-testing’, 'HIV", among others. This
search was conducted between the 24t December 2022
and 5™ January, 2023. Videos in languages other than the
English language were not eligible for this study.

We extracted the basic information of each included
video, including the URL, release date, uploader's type
(individual or organization), source, diagnostic specimen,
country, self-kit name, and views. The Medical Quality
Video Evaluation Tool (MQ-VET) was used to evaluate the
content of the videos.

Results: We extracted 108 videos that were uploaded be-
tween October 2020 and January 2023. Out of these vid-
eos, 78 videos met our inclusion criteria. Most of the videos
(78.2%) provided information mainly on how to use the
HIVST kit, while 21.4% of the videos also provided aware-
ness of HIV and HIV symptoms, debunked myths and mis-
conceptions about HIV, and fought stigmatization in ad-
dition to HIVST education. The sources of the videos were:
TikTok influencers (47%), healthcare professionals (10%),
non-governmental organizations (7%), the Ministry of
Health (1%), PLWHIV, and persons on ART (6%). The mean
MQ-VET scores for the videos were 42.38 + 16.37.
Conclusions: This study revealed that non-governmental
organizations and healthcare professionals who have
sound knowledge, expertise, and understanding of HIVST

ias2023.0rg Abstract book 130



were not actively involved in the dissemination of HIVST
education on TikTok. Therefore, this widely used platform
should be leveraged by experts in partnership with influ-
encers to push accurate and simplified information on
HIV self testing.

Empowering adolescent school girls with
SKILLZ: 6-month follow-up results from a cluster
randomized trial in Lusaka, Zombia

C. Chiu', C. Mulubwa?, B. Mkandawire?, M. Musonda?,

N. Katota? J. Chipungu? C. Bolton? J.X. Liu*

"University of California, Berkeley, Berkeley, United States,
2Centre for Infectious Disease Research in Zambia, Lusaka,
Zambia, *Grassroot Soccer, Lusaka, Zambia, “University of
California, San Francisco, San Francisco, United States

Background: Adolescent girls are disproportionately at
high risk for HIV and unintended pregnancy, which lead
many to drop out of school. Effective interventions to ad-
dress risky sexual behavior and increase their uptake of
HIV and contraceptives are urgently needed.

Methods: In a cluster-randomized controlled trial across
46 schools in Lusaka, Zambia, we evaluate the impact of
SKILLZ, a peer-led demand generating sports-based pro-
gram for empowering adolescent girls, implemented by
Grassroot Soccer. SKILLZ consists of:

i. 12 after school sessions of comprehensive sexuality and
sexual and reproductive health (SRH) education delivered
by trained young adult mentors (“Coaches”),

ii. a large community “graduation” soccer event where
HIV testing and contraception are available, and;

iii. community-based distribution of HIV self-testing and
contraceptives from Coaches and referrals to youth-
friendly clinic services as required. We randomly sampled
2154 Grade 11 girls from school rosters and surveyed them
at baseline (March - December 2021), 6, and 12 months to
measure self-reported SRH knowledge and uptake of HIV/
SRH products and services.

We estimated linear difference-in-difference models on
our primary outcomes: uptake of HIV testing and any
contraceptive method within the last 6 months. Further,
we disaggregated contraceptive uptake by method, and
examined impact on new adoption and discontinuation
separately.

Results: About 90% of surveyed girls in treatment arm
schools participated in SKILLZ, attending a mean of 6.59
(SE: 4.30) sessions. From a baseline of 37%, SKILLZ increased
HIV testing by 27 percentage points (95% Cl: 0.201, 0.340),
increased new adoption of HIV testing by 20 percentage
points (95% ClI: 0.157, 0.251) and reduced testing discontinu-
ation by 4 percentage points (95% Cl: -0.066, -0.012). From
20% at baseline, SKILLZ increased contraception uptake
by 12 percentage points (95% Cl: 0.049, 0.195). New adop-
tion of contraception increased by 7 percentage points
(95% Cl: 0.022, 0.118) and discontinuation decreased by 2
percentage points (95% Cl: -0.035, -0.001).

131 Abstract book ias2023.0rg

Conclusions: SKILLZ substantially increased both uptake
of HIV testing and contraception among adolescent girls
at 6 months. Additional evaluation of behavior mainte-
nance at 12 months and related implementation pro-
cesses are underway, and will better characterize how
holistic, integrated demand-and supply interventions
may achieve meaningful change.

HIV treatment outcomes among people who
inject drugs: a global systematic review and
meta-analysis

K. Kipkoech'?, J. Stone', H. Fraser’, J. Cheemc?,

A. McNaughton?, A. Trickey', A. Artenie’, J. Ambia’,

A. Lim', L. Gordon', G. Mold', A. Scheibe*¢, N. Martin?,

L. Johnson’, P. Vickerman'®

"University of Bristol, Population Health Sciences, Bristol
Medical School, Bristol, United Kingdom, University of
Cape Town, School of Public Health and Family Medicine,
Cape Town, South Africa, *University of California San
Diego, Division of Infectious Diseases and Global Public
Health, San Diego, United States, “University of Oxford,
Pandemic Sciences Institute, Oxford, United Kingdom,
°TB HIV Care, Cape Town, South Africa, University of
Pretoria, Community Oriented Primary Care Research
Unit, Department of Family Medicine, Pretoria, South
Africa, "University of Cape Town, Centre for Infectious
Disease Epidemiology and Research, University of Cape
Town, Cape Town, South Africa, Cape Town, South Africa,
SUniversity of Bristol, NIHR Health Protection Research
Unit in Behavioural Science and Evaluation, Bristol, United
Kingdom

Background: People who inject drugs (PWID) are fre-
quently assumed to have worse HIV treatment outcomes
than other population groups, but data on this has never
been synthesised. We aimed to quantify HIV treatment
outcomes (retention in care and viral suppression) among
PWID globally and compare outcomes with other popula-
tion groups (general population, men who have sex with
men (MSM) and female sex workers (FSW)).

Methods: We searched MEDLINE, Embase, and PsycINFO
databases for studies published between 01/01/2010 -
16/02/2021, that either assess:

1. Retention in care/on antiretroviral therapy (ART) for
PWID on HIV treatment;

2. Levels of viral suppression for PWID on HIV treatment or
PWID living with HIV, or

3. Effect measures for how these outcomes differ com-
pared to other population groups.

We pooled outcome data using random-effects meta-
analyses. Proportions retained in care/on ART were con-
verted into a 12-month retention estimate, assuming
an exponential retention decay. Proportions virally sup-
pressed were converted to a <1000 copies/mL threshold,
using a validated Weibull distribution model of viral loads
in ART patients.
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Results: 133 studies met the inclusion criteria, with 116 and
36 studies having data on viral suppression and retention
in care/on ART (26 studies presented data on both out-
comes) from 35 and 15 countries, respectively.

Globally, about two-thirds of PWID were retained in care/
on ART at 12 months (65.6%, 95% confidence interval [Cl]
58.0-73.3%), with retention being significantly lower than
for MSM (odds ratio [OR] 0.61, 95%Cl 0.42-0.91; 20 studies),
but not for FSW or the general population.

Globally, a third of PWID living with HIV (33.0%, 95%CI 30.0-
36.1%) and half of those on ART (52.8%, 95%Cl 46.2-59.3%)
were virally suppressed.

Viral suppression among PWID living with HIV on ART was
lower compared to general population (OR 0.57, 95%Cl
0.50-0.64; 30 studies) and MSM (OR 0.50, 95%CI 0.43-0.59;
26 studies), as was viral suppression among PWID living
with HIV (general population OR 0.61, 95%Cl 0.49-0.76, 28
studies; MSM OR 0.56, 95%Cl 0.47-0.67, 35 studies).
Conclusions: Retention in care/on ART and viral suppres-
sion among PWID are suboptimal and much lower than
for other population groups. Focussed interventions are
urgently required to improve HIV treatment outcomes
among PWID.

Long-term retention in HIV care up to six
years following enrolment in prevention of
mother-to-child transmission: a prospective
cohort study among women living with HIV
in Dar es Salaam, Tanzania

R. Urrio', G. Lyatuu', D. Sando', M. Mahande, E. Philipo”,
H. Naburi? P. Lyaruu’, A. Kimonge', K. Mayogu, B. Simba'’,
A. Kibao?, M. Msangi4, Z. Zeebari®, G. Biberfeld®,

AM. Ekstrom?®, C. Kilewo®, P. Rwehumbiza’, A. Kogesten®
'Management and Development for Health, Program,
Dar es Salaam, Tanzania, United Republic of, ?‘Muhimbili
University of Health and Allied Sciences, Paediatric and
Child Health, Dar es Salaam, Tanzania, United Republic
of, 3Office of Regional Administrative Secretary, Dar es
Salaam, Tanzania, United Republic of, “Ministry of
Health, Dodoma, Tanzania, United Republic of,
*Karolinska Institutet, Gobal Public Health, Stockholm,
Sweden, SMuhimbili University of Health and Allied
Sciences, Obstetric and Gynaecology, Dar es Salaam,
Tanzania, United Republic of, ’US Center for Disease
Control and Prevention, Dar es Salaam, United Republic of
Tanzania

Background: To prevent mother-to-child transmission of
HIV (PMTCT) during pregnancy/breastfeeding and ensure
healthy mothers and children, pregnant women with HIV
must remain on antiretroviral treatment (ART) for life.
However, motivation to remain on ART may decline be-
yond the PMTCT period.

We assessed retention in ART care among women with
HIV up to 6 years after PMTCT enrolment in Dar es Salaam,
Tanzania.

Methods: A cohort of 22,631 pregnant women with HIV
were enrolled in PMTCT care between 01/01/2015 and
31/12/2017 and followed-up to 31/07/2021.

Data were extracted from national electronic routine HIV
care database. Kaplan Meier was used to estimate time
to ART attrition (death, stopped ART, or lost to follow-up
[no show 290 days since scheduled appointment]) and
the proportion retained in care.

Predictors of ART attrition were estimated using Cox re-
gression.

Results: The median follow-up was 3 years (IQR 0.1-4).
The number (proportions) of women retained were 13,819
(78%), 11,233 (69%), 9,787 (63%), 7234 (60%), 3,723 (57%) and
1,036 (56%) atyears 1, 2, 3,4, 5 and 6, respectively.

The overall attrition rate (95% Cl) per 100 person-years
was 13.8 (13.5-14.1), highest in the first year at 271 (26.3-27.9),
thereafter declining to 9.5 (8.9-10.1) in year three and 2.7
(21-3.5) in year six.

ART attrition was higher in women aged <20 years versus
30-39 years (adjusted HR 1.63, 95% Cl 1.38-1.92), women en-
rolled in the third versus first trimester (1.29, 1.16-1.44), and
women enrolled in 2017 versus 2015 (1.28, 1.13-1.46).

In contrast, attrition was lower in women 240 years (0.89,
0.79-1.00), women initiating ART before versus during the
index pregnancy (0.71, 0.65-0.77) and women attending
health centres versus dispensaries (0.81, 0.76-0.86).
Marital status, ART regimen, entry point at HIV diagnosis,
or health facility ownership (public/private) had no signifi-
cant association with retention.

Conclusions: ART attrition among women with HIV en-
rolled in lifelong ART remains highest in the first year of
PMTCT enrolment, and declines markedly after comple-
tion of the standard 24-month PMTCT period.

Targeted interventions are needed to mitigate ART at-
trition throughout the continuum of care from PMTCT to
chronic HIV care.

Care to deliver: managing HIV care cascade
among HIV positive pregnant women lead to
improved outcomes- Results from Global Fund
supported Ahana project in 13 states of India

K. Biswas', S. Kanouijia', M. Singh', R. Rana', S. Dasguptad',
M. Jain', A. Shukla’

"Plan International (India Chapter), Global Fund
Department, New Delhi, India

Background: Integration with vast Indian public health
infrastructure witnessed HIV testing service expanded till
the village level ensuring increased access to HIV testing
services among pregnant women. With this there was
increased identification of HIV positive pregnant women
needed HIV treatment& C&S while care and support ser-
vices was remotely available.

Ahana project supported by The Global Fund aims to en-
sure ART linkage & adherence and manage cascade to-
wards EMTCT.
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Description: Four pronged customized strategy adopted
to converge service access at a very large scale and with
a peripheral access of HIV treatment- care and support
services for HIV positive pregnant women

A. Integration and engagement with the public health fa-
cilities for new case finding,

B. Ensuring early testing and engaging ART centre to early
linkage,

C. Formation of community support group of PPWs to
promote self-care and ensure treatment adherence and
EMTCT outcome,

D. Capacity building of general health system and infor-
mation system convergence to streamline and to facili-
tate one national data reporting for EMTCT.

Lessons learned: Expansion in service access led to early
HIV testing and resulted in identification of more than 18
thousand HIV positive pregnant women; linkage to ART
services improved from 86% during 2016-17 to 99.7% dur-
ing April-Dec, 22. Institutional deliveries among HIV posi-
tive preghant women increased from 90% during 2016-17
to more than 94% in April-Dec, 23.

While linkages of HIV exposed infants with EID testing
within 2 months improved from 55% during 2016-17 to 90%
in April-Dec, 22, HIV testing among spouses of PPWs in-
creased from 74% during 2018-19 to 97% during April-Dec,
22. HIV testing at 18 months confirmed that transmission
has been averted among more than ten thousand HEls.
Conclusions/Next steps: The above results suggest
that large scale successful outreach is better achievable
through a community-led intervention. Strengthening of
capacities of the community groups leads improved out-
reach and quality sustainable service delivery in the com-
munity.

With communities across 307 districts in 13 states em-
powered and started providing the services at the village
level, Ahana project demonstrate the roadmap for the
EMTCT in Indio.

The impact of mentor mothers psychosocial
groups towards optimized PMTCT services uptake
among HIV positive pregnant women attending
ANC: experience from 10 regions of Tanzania

M. Ngowd', A. Maro', N. Makyao?, A. Nyirenda?,

F. Ngalesoni', H. Sasya’, A. Muya*

"Amref Health Africa, Monitoring and Evaluation, Dar

Es Salaam, Tanzania, United Republic of, ’Amref Health
Africa, Program Aadvisory, Dar Es Salaam, Tanzania, United
Republic of, *’Amref Health Africa, Program Director, Dar

Es Salaam, Tanzania, United Republic of, “Amref Health
Africa, Head of Programs, Dar Es Salaam, Tanzania, United
Republic of

Background: In Tanzania antenatal care (ANC) services
are entry point for HIV testing and linkage to PMTCT ser-
vices.Tanzania HIV impact survey of 2016-2017 shows that
98.7% of pregnant women attended ANC,92.4% know their
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HIV status at first ANC visit ,51.9% were newly initiated on
Antiretroviral therapy (ART) during pregnancy and 46.1%
were already on ART prior to pregnancy. Despite that sig-
nificant progress has been made in scaling up PMTCT ser-
vices to pregnant positive women attending ANC there is
a need to strengthen community interventions to tackle
the fears of social discrimination and stigma that prevent
positive pregnant women accessing HIV treatment and
adherence to ART for PMTCT.

Description: Amref Health Africa in collaboration with
Christian Social Services CSSC under Global Fund is im-
plementing a PMTCT program in 10 regions of Tanzania,
the program initiated community model called Mentor
Mother "Mama Kinara" aiming at reaching HIV positive
pregnant women with PMTCT services information at
community level through psychosocial support groups
(PSSG).

Mama Kinara are HIV positive pregnant or breastfeeding
women with strong adherence to ART trained on PMTCT
services at community level, the program trained 692
Mama Kinara who facilitate linkage between commu-
nity and facility and provide PMTCT services education
through PSSG, In a group of 5-10 positive pregnant wom-
en, Mama Kinara provide ANC information, psychosocial
support to improve partners status disclose confidence
and reduce self-stigma and discrimination, educate on
early maternal ART initiation, encourage ART adherence
and retention to care.

Lessons learned: In a period of 2021 to 2022, A total of 172
psychosocial groups were formed by 1,681 PMTCT positive
members. Among 179,454 attended ANC, 100% were new-
ly tested for HIV where by 0.92% were tested HIV positive
and 97% were newly initiated on ART.

Among those attended ANC 1,738 new their HIV status
prior to pregnancy which make 98.9% of total HIV positive
women on ART at first ANC.

Conclusions/Next steps: The government of Tanzania to
ensure Mama Kinara model through psychosocial groups
is adopted and scaled up in other remaining regions to
ensure women utilize the platform for fully disclosure and
elevate confidence levels of accessing PMTCT services.
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Track D: Social and behavioural sciences

Application of information-motivation-behavioural
skills (IMB) HIV prevention model on hepatitis B
virus infection prevention among pregnant women
in Central Uganda: a baseline for a comparative
interventional study on HIV/HBV prevention

I.B. Afolabi', N.O. Atulomah’, A.B. Aremu?, L.A. Maidoki
'Cavendish University Uganda, Public Health, Kampala,
Uganda, ?Islamic University In Uganda, Human Anatomy,
Kamypala, Uganda

Background: The ever-increasing impact of HIV infection
on the natural history of hepatitis B virus infection (HBV)
pathogenesis has drastically amplified the risk of liver-re-
lated morbidity and mortality, particularly in developing
countries. However, despite the transmission potential
and infectivity of HBV infection known to be more than
50 to 100 times that of HIV, efforts to tackle the lingering
chronicity of HIV/HBVY mono or co-morbidity in developing
countries like Uganda need to focus on predictors of the
often neglected health behaviours of vulnerable popu-
lations such as pregnant women that contribute over-
whelmingly to the mother-to-child-transmission of both
infections.

We employed information-motivation-behavioural skills
diagnostic model to elucidate the dynamics of HBV pre-
vention behaviors among pregnant women attend-
ing antenatal care in Central Uganda as a baseline for
a comparative interventional study geared at reducing
the burden of both infections and breaking the chain of
materno-foetal transmission of the infections.

Methods: A baseline health facility-based cross-sectional
study capturing quantitative data using the constructs
of IMB model was conducted among 385 randomly se-
lected expectant mothers between September and Oc-
tober 2020. From the pilot of the instrument, 7.8 and 8.4
scores for Cronbach's internal consistency and test-retest
reliability coefficient were respectively obtained. Transfor-
mation into weighted aggregate scores was done for the
derived data using SPSS version 26. The study hypotheses
were ascertained with ANOVA and Linear regression anal-
ysis with (p<0.05) level of significance

Results: The respondents’ mean age was 25.69 (25.33
+26.05). Predominantly, most had secondary education
(42.3%, 95% Cl= 3731 £47.41). In corroboration with IMB
model of HIV prevention, all-round positive linear associa-
tions exist between the inadequacy of HBV-related infor-
mation (5.97 +£6.61; B=0.57; p<.001), the moderate motiva-
tion (1710 £18.31; B=0.97; p=.014), the good behavioral skills
(12.39 £13.37; B=0.56; p<.001) towards preventive behaviours,
and the underwhelming extent of prevention practices
(15.03+16.20) demonstrated by the respondents.
Conclusions: The validity of the imperativeness of IMB
model for HIV-like infectious disease is evident from this
novel study. Therefore it has underscored the focus points

for the comparative interventional study to be built on
promoting positive behaviours towards HIV/HBV and re-
ducing the infection magnitude among obstetric popula-
tions in low-and middle-income countries.

Decoding HIV science - designing an
experience-based gamified intervention to
understand viral diversity and latency

K. Goyal', S. ul Hadiz, M. Anmad? D.L. Bose? J. Mukherjee?,
P. Saha? S.P Shewale®, A. Jadhav?, S. Sahay*

'DCT Mindlinks, New Delhi, India, ?IAVI, New Delhi, India,
3Krishna Institute of Medical Science Deemed to be
University, Karad, India, 4/ICMR - National AIDS Research
Institute, Pune, India

Background: In order to enhance equitable, reciprocal
and sustained community participation in research, it
is important that participants gain better understand-
ing of not just the 'now' but also the 'why' behind HIV re-
search. This enhanced sense of knowledge can motivate
them to actively engage in and contribute to research.
However, community conversations around HIV science
are often prescriptive and jargon-laden, making them
difficult to comprehend.
Towards this, experiential interventions to explain viral di-
versity and latency were co-created and piloted among
key populations in India.
Methods: 8 co-design workshops between key commu-
nity representatives and researchers, across geographies
in India (Delhi, Kerala, Maharashtra), helped identify key
messages to be communicated around HIV science and
vaccine research.
Gamified interventions were co-created and piloted with
380 key community members in rural Maharashtra to en-
hance understanding of hidden viruses, need for regular
testing (latency) and identification of common targets
across diverse strains of HIV to develop effective vaccines
(diversity, conserved epitopes).
The scientific quest was simulated using lab coats, col-
oured inks, droppers, forceps etc. Impact of the interven-
tion was analysed through pre- and post-game ques-
tionnaires and community conversations.
Results: Community insights from the workshops re-
vealed that the intervention should:
e Communicate complexities of science rather than HIV
awareness;
® Be participatory and engaging by playing on partici-
pants’ competitive spirit.
The pilot intervention, informed by the above, generated
an overall positive response from the community.
® The Intrinsic playfulness and pleasantness drove lik-
ability with 72% and 76% participants enjoying the
diversity and latency games respectively. They ex-
pressed feeling more confident to understand the
science behind the research when explained through
games;
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® 78% participants correctly answered questions

around the scientific concepts conveyed through the
games. Participants felt more appreciative of the
complexities of the science and better equipped to
understand their role in the research.

Conclusions: The use of gamification for meaningful and

inclusive community engagement helps potential par-

ticipants feel more involved and engaged in the research

process.

Simulating the experience of stepping into the shoes of

the scientists helped create an 'HIV competent Commu-

nity’ which empowered them to better understand and

take ownership of their role in HIV prevention research.

Couple dynamics, risk perception and interest
for a multipurpose prevention product for HIV
and pregnancy prevention

J. Etimad’

'Makerere University-Johns Hopkins University

Research Collaboration, Psychosocial Support, Kaompala,
Uganda

Background: Multipurpose Prevention Technologies
(MPTs), also referred to as Dual Purpose Technologies
(DPTs), are innovative products for HIV and Pregnancy
prevention currently under development. Interest in MPTs
may be influenced by the individual's or couple’s HIV risk
perception, as well as how couples relate to one another.
The aim of this study was to explore couple dynamics, Risk
perception and their influence on interest for MPTs.
Description: This analysis uses data from 400 couples
enrolled in the Microbicide Trials Network (MTN) 045/CU-
PID (Couple User Preferences in Dual Purpose Prevention
products) study to assess influence of couple dynamics
and HIV risk perception on interest for MPTs. Specifically,
we assessed:

1. The influence of couple dynamics like communication,
relationship efficacy, fidelity and support on interest for
MPTs and

2. Whether HIV risk perception determined interest in
MPTs. We used data from In-depth interviews conducted
with couples (CIDI) or individuals (Female FIDI, Male MIDI),
the Behavioral Demographic Questionnaire (BDQ) and
Couples observation tool.

Lessons learned: Overall couples showed high interest
in MPTs (91%) and had healthy couple dynamics, 67% of
couples contributed equally to conversations about MPTs,
with 91% males & 90% women demonstrating engage-
ment. This was corroborated during CIDI_2178 [Uganda],
"Our relationship is good we talk or plan about some-
thing together, we make decisions together so generally
we do everything together”.

71% females and 81% males disagreed that their partner's
sexual behavior gives them a chance of getting HIV. Cou-
ples had a low HIV risk perception scoring 2 on the HIV Risk
Score (0-7); Balkus 2018 (modified).
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However, despite the lowrisk score 50% females; 35%
males did not know if their partner had other sexual part-
ners thus the interest in MPTs.

Conclusions/Next steps: Couples who had good com-
munication, partner support, and high fidelity showed
high interest in MPTs. Couples underestimate their HIV
risk, nonetheless they appreciate some aspects of risk
like the uncertainty of their partners having other sexual
partners. It is therefore critical to develop strategies to
support couples understand their HIV risk.

These finding underscore the importance of healthy cou-
ple dynamics, and risk perception in decision making
about HIV and pregnancy prevention technologies.

Exploring the role of social determinants of health
and their potential relationship in affecting
dimensions of stigma and health-related quality
of life in people living with HIV

J.M Lo Hog Tian', J.R Watson?', S.B Rourke'?

"Unity Health Toronto, MAP Centre for Urban Health
Solutions, Toronto, Canada, 2University of Toronto, Institute
of Medical Science, Toronto, Canada, *University of Toronto,
Department of Psychiatry, Toronto, Canada

Background: HIV stigma is still prevalent in Canada, neg-
atively impacting the health of people living with HIV. So-
cial determinants of health also have a significant impact
on health, yet there is little work examining how these de-
terminants play a role in how stigma may impact health.
This study uses moderation analysis to examine how so-
cial determinants of health affects the relationship be-
tween enacted, internalized, and anticipated stigma and
health-related quality of life physical and mental health
dimensions.

Methods: The study used a two-wave panel design with
quantitative survey data collected on 339 participants in
Ontario, Canada at baseline (t)) between August 2018 and
September 2019 and follow-up (t,) between February 2021
and October 2021. Moderation models were constructed
with each type of stigma at t, as antecedents predicting
physical and mental health at t, as the outcome.
Separate models were created with each social deter-
minant of health (age, years since HIV diagnosis, gender,
sexual orientation, ethnicity, geographic region, educa-
tion, employment, and basic needs) acting as the mod-
erator.

Results: For age, those of older age had a significant neg-
ative relationship between internalized (b = -5.20, 95% Cl:
-7.81, -2.59) and enacted (b = -3.31, 95% Cl: -5.87, -0.75) stig-
ma and mental health. For those who live in the Greater
Toronto Areq, enacted (b = -3.96, 95% CI: -6.56, -1.37) and
anticipated stigma (b = -5.26, 95% ClI: -8.60, -1.94) had a
negative impact on mental health.

For the gay/lesbian group, anticipated stigma had a neg-
ative impact on mental health (b = -3.43, 95% Cl: -6.60,
-0.26). Lastly, for those who never lacked basic needs, en-
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acted (b = -4.43, 95% Cl: -7.25, -1.62) and anticipated (b =
-4.17,95% Cl: -7.38, -0.95) stigma had a negative impact on
mental health. None of the models with physical health
as the outcome had significant moderators.
Conclusions: Our findings demonstrate that the rela-
tionship between stigma and mental health can change
based on an individual's social determinants of health.
Moreover, intervention strategies to reduce stigma may
be more effective if they are tailored to and consider the
social determinants of health.

The correlates and experiences of HIV-related
intersectional stigma among caregivers of
adolescents living with HIV in KwaZulu Natal,
South Africa: results from a mixed method study

N.Z. Sithole', Z. Mkhwanazi', S. Carries', L. Sigwadhi?,

D. Govindasamy'

'South African Medlical Research Council, Health Systems
Research Unit, Durban, South Africa, *Stellenbosch
University, Epidemiology and Biostatistics, Cape Town,
South Africa

Background: Stigma is a formidable barrier to HIV treat-
ment outcomes and wellbeing. Caregivers play a criti-
cal role in promoting HIV adherence and mental health
among adolescents living with HIV (ALHIV). However,
caregivers themselves encounter multiple stigmas that
intersect with HIV-stigma, namely poverty and gender
identities, and these together have substantial impact
on their health and wellbeing. If we can understand the
drivers of HIV-related intersectional stigma, we can de-
velop targeted strategies to improve HIV and wellbeing
outcomes among caregivers and ALHIV.

The objectives of this study were to understand the fac-
tors associated with and lived experiences of HIV-related
intersectional stigma among caregivers of ALHIV.
Methods: We conducted a mixed-method study drawing
on baseline data from an economic incentive trial (PACT
no: PACTR202203585402090, https://pactr.samrc.ac.za/)
that was implemented between March 2021-September
2022 with caregivers of ALHIV (10-19-year-olds) consecu-
tively sampled from peri-urban clinics in Durban, KwaZulu
Natal, South Africa.

Caregivers completed a baseline questionnaire that ex-
amined household socio-economic status, mental health,
wellbeing, and stigma using the Everyday Discrimination
Scale. These topics were further explored through in-
depth interviews with 8 purposively sampled caregivers.
Descriptive statistics and a linear regression model to as-
sess correlates of HIV-related intersectional stigma was
conducted using STATA (V17). Qualitative data were ana-
lysed thematically using NVivo.

Results: Of the N=100 caregivers enrolled in the trial, 86%
were female, the median age was 42 years (IQR:34-50),
and 89% were living with HIV. Factors associated with HIV-
related intersectional stigma include: depressive symp-

toms ($=4.36, p=0.01), caregiver burden (p=5.62, p=0.003),
caregivers happiness (f=4.28, p=0.02). Key themes that
shaped HIV-related intersectional stigma included un-
employment, food insecurity, negative coping strate-
gies, lack of self-acceptance and isolation, ill-treatment
from healthcare workers and community members due
to their HIV-positive status and inability to fulfil gendered
roles.

Conclusions: Findings indicate that caregivers of ALHIV
encounter HIV-related intersectional stigma at multiple
levels which impacts their mental health and wellbeing.
Multi-sectoral interventions such as group-based mental
health and economic empowerment programs that ad-
dress internalized and externalized HIV- stigma, poverty
and gender norms could mitigate these effects.

Depression, violence and stigma among people
living with HIV at public sexual health clinics in
urban Lima, Peru: converging syndemics in heed
of urgent attention

C. Contreras', RA. Errea? C. Chavez?, E. Gonzales?,

M. Aguilar™, JT. Galed?, L. Lecca??

'Socios En Salud, Mental Health, Lima, Peru, °Socios En
Salud, Lima, Peru, *University of South Florida, Social Work,
Tampa, United States

Background: In Peru, approximately 100.000 persons live
with HIV and despite free access to antiretrovirals (ARV),
morbidity and mortality rates due to HIV remain high, of-
ten complicated by social and mental health issues which
not been well described in service settings.

Socios En Salud (SES), a nonprofit health organization
Lima which works to strengthen publicly delivered health
services, collaborated with the Peruvian National HIV
program to assess the social and mental health barriers
to ARV adherence experienced by people with HIV (PWH)
to assess the prevalence of common social and mental
health barriers to HIV care services and ARV adherence.
Methods: From July 2022 - December 2022, persons at-
tending two public sexual health clinics or identified by
venue-based outreach campaigns in northern Lima,
Peru were invited to complete a questionnaire which in-
cluded questions on mental health, violence and stigma.
Data were cleaned, analyzed and descriptive tables pro-
duced.

Results: A convenience sample of 246 persons were invited
to complete the questionnaire of which 194/246 (78%) ac-
cepted. Mean participant age was 32 years (range 19-62).
89% were male, 11% female, 1% identified and transgen-
der. 43% of participants were newly-diagnosed with HIV
of which 30% were awaiting ARV initiation.

Regarding mental health, 54% reported a current mental
health problem of which 92% reported depression and/
or anxiety. Experiences of interpersonal violence was re-
ported by 43% or participants and stigma (HIV and/or
sex/gender-based) reported by 98% of participants.

ias2023.0rg Abstract book 136



Conclusions: Though limited in size and generalizabil-
ity, high levels of mental health morbidity, stigma and
violence were experienced by PLW in Lima Peru which like
converge to create a syndemic of barriers that synergize
to hamper access to and continuation of HIV care ser-
vices.

These data will help leverage our work to improve HIV
services in Peru by addressing these social and mental
health problems in an integrated way at the point of HIV
service delivery.

Intersectionality of gender, ethnicity, and sexual
orientation identities and HIV stigma in people
living with HIV in Canada

J.M Lo Hog Tian™, A. McFarland'? L. Penny’, T. Bennett',

K. Musumbulwa', J.R Watson', A.J Odhiomibo?, S. Baral?,

C. Worthington?®, K. Monteith?, B. Oliver’, M. Payne?,

S.B Rourke'

'Unity Health Toronto, MAP Centre for Urban Health
Solutions, Toronto, Canada, “University of Toronto, Institute
of Medlical Science, Toronto, Canada, *University of Toronto,
Dalla Lana School of Public Health, Toronto, Canada,
“Johns Hopkins University, Department of Epidemiology,
Baltimore, United States, *University of Victoria, School of
Public Health and Social Policy, Victoria, Canada, ¢COCQ-
SIDA, Montreal, Canada, “University of Calgary, Faculty

of Health, Community and Education, Calgary, Canada,
8Nine Circles Community Health Centre, Winnipeg,
Canada, *University of Toronto, Department of Psychiatry,
Toronto, Canada

Background: HIV stigma remains a challenge to excel-
lent health for people living with HIV. This is especially
significant for individuals who are disproportionately af-
fected by HIV and who occupy intersecting racial, sexual,
or sociocultural identities. Studies have examined the in-
dividual impact of various identities on one's experience
of HIV stigma; however, little is known about how these
identities may intersect to impact how an individual ex-
periences stigma.

This study aims to examine the impact of intersecting
ethnicity, gender, and sexual orientation identities on
levels of internalized, enacted, and anticipated stigma
in people living with HIV from three provinces in Canada.
Methods: Participants were recruited in Ontario, Alberta,
and Québec (n=1,064) to complete the People Living with
HIV Stigma Index study, a survey tool which collected vari-
ous demographic information and contained externally
validated quantitative scales measuring different types of
stigma. Regression analysis was used to separately exam-
ine the impact of ethnicity, gender, and sexual orientation
on rates of internalized, enacted, and anticipated stigma.
We constructed two-way and three-way interaction mod-
els by creating interaction terms with each permutation
of ethnicity, gender, and sexual orientation variables and
examined how they predicted each type of stigma.
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Results: In the multiple regression, the gay/lesbian group
had significantly lower internalized stigma than the het-
erosexual group (b=-013, p=0.02), whereas the African,
Caribbean, and Black group had significantly greater
anticipated stigma than the Caucasian group (b=0.22,
p<0.01). In the two-way model, gender x sexual orienta-
tion was the only significant interaction with the lesbian
group having greater internalized stigma (b=0.32, p=0.06).
In the three-way model, the lesbian African, Caribbean,
and Black group had greater internalized stigma (6=0.80,
p=0.09), whereas the lesbian Indigenous group had both
greater enacted (b=1.24, p=0.01) and anticipated stigma
(b=0.71, p=0.09).

Conclusions: Overall, we found that levels of HIV stigma
were consistent and high across most population groups,
with a few intersections including lesbian African, Carib-
bean, Black people and lesbian Indigenous people expe-
riencing greater levels of stigma.

These findings suggest that it may be important in devel-
oping stigma reduction strategies that are tailored to the
needs of specific population groups, which may be under-
represented in research and HIV programming.

Stigma, social support, and symptoms of
depression, anxiety, and suicidal ideation or
self-narm among people with HIV with irregular
interaction with the health care system in
KwaZulu-Natal Province, South Africa

L.M. Filiatreau’, F. Musiello?, A. Mody?, E.H. Geng?,

A.van Heerden?*

"Washington University, Department of Psychiatry, St.
Louis, United States, ’Human Sciences Research Council,
Centre for Community Based Research, Pietermaritzburg,
South Africa, *Washington University, Division of Infectious
Diseases, St. Louis, United States, “University of the
Witwatersrand, MRC/Wits Developmental Pathways for
Health Research Unit, Johannesburg, South Africa

Background: People with HIV (PWH) in Africa are at
heightened risk of poor mental health, including self-
harm and suicidal ideation. Understanding drivers of
poor mental health (e.g., stigma, low social support), par-
ticularly among those with irregular interaction with the
healthcare system, is critical to righting these disparities
and closing the mental health treatment gap for PWH in
Africa.

Methods: We randomly sampled 150 individuals who had
accessed care in a peri-urban clinic in KwaZulu-Natal
Province, South Africa in the prior two years who had no
record of a clinic visit in the prior three months (i.e., had
transferred out, died, or were lost to care). We located
and interviewed 100 of these individuals or their kin to
ascertain true clinical outcomes and explore individuals’
psychosocial well-being. We estimated the prevalence
of depression (Patient Health Questionnaire-9 scores>9)
and anxiety symptoms (Generalized Anxiety Disorder-7
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scores>9) and thoughts of suicidal ideation or self-harm
in the prior two weeks, and explored the relationship be-
tween high internalized, anticipated, and enacted stig-
ma (HIV Stigma Mechanisms Measure), and low social
support from friends, family, and significant others (Multi-
dimensional Scale of Perceived Social Support) and each
mental health measure using separate, unadjusted log-
binomial regression models.

Results: Eighteen individuals had died (18.0%), 51 (51.0%)
had reinitiated care, and 31 (31.0%) were out of care. Of
the 82 individuals interviewed, 37 (45.7%), 24 (29.6%), and
18 (22.2%) reported symptoms of depression, anxiety, and
thoughts of suicidal ideation/self-harm, respectively. The
prevalence of depression, anxiety, and suicidal ideation/
self-harm was higher among PWH reporting high antici-
pated and enacted stigma compared to others (Table).
The prevalence of anxiety was higher among PWH report-
ing low family support compared to others (Table).

Depressive Anxiety Suicidal
disorder disorder ideation
symptoms symptoms PR (95% CI)

PR (95% Cl) PR (95% CI)

High Stigma

{saslo scores > 48 = roferent] 18(12,28) 17(09,34) 2.1(0.9,4.9)

Internalized

(sub-scale scores > 12 = referent) 09(051.7) 15(07,31) 13(05,34)

Anticipated

(sub-scale scores > 18 = referent) 20(14,31) 22(11,41)  28(13,59)

Enacted

(sub-scale scores > 18 = referent) 24(16,34)  27(1550) 48(24,96)

Low Social Support

(scale scores < 36 = referent) 08(04,13) 09(0418 11(0529)

Friends

(subsoale scores < 12 = reforeny 07 (0411 06(03,12)  08(04,18)

Family

(sub-scale scores < 12 = referent) 14(09,22) 27(14,50) 14(06,33)

Significant Other

(sub-scale scores < 12 = referent) 05(02,11) 03(01,1.3) 05(01,18)

Table. Crude associations between stigma and social
support and symptoms of depression, anxiety, and
suicidal ideation/self-harm in people with HIV with
irreqular contact with the healthcare system in KwaZulu-
Natal Province, South Africa.

Conclusions: Community-level interventions that aim to
minimize HIV-related stigma and increase access to men-
tal health care are urgently needed to improve the well-
being of PWH in South Africa.

Internalized HIV stigma compromises retention
in care amongst people living with HIV in Umlazi,
South Africa

E. Crittendon’, C. Moe?3, M. Krows?, S. Govere?,

M.Y. Moosa®, C. Celum'?, P. Drain'?3

"University of Washington, Medicine, Seattle, United States,
2University of Washington, Global Health, Seattle, United
States, University of Washington, Epidemiology, Seattle,
United States, “AIDS Healthcare Foundation, Durban,
South Africa, *University of KwaZulu-Natal, Infectious
Diseases, Durban, South Africa

Background: HIV stigma remains a major barrier to care
for people living with HIV (PLWH), but the impact has not
been well characterized in high-prevalence resource-lim-
ited countries. Internalized stigma is a dimension of HIV
stigma in which PLWH attribute negative beliefs and at-
titudes associated with HIV and AIDS towards themselves.
We assessed the impact of internalized HIV stigma on
care outcomes after diagnosis in Umlazi Township, South
Africa.

Methods: We conducted a prospective cohort study with
adults (>=18 years) who were diagnosed with HIV from
September 2013 to April 2017. Stigmatizing beliefs were
measured using validated scales at the enroliment visit
and before HIV diagnosis, and again 12 months later.

We constructed logistic regression models to determine
independent predictors of internalized HIV stigma 12
months post-HIV diagnosis. Test associations between
stigma, social characteristics, and negative health out-
comes were estimated using Poisson regression.

Results: Among 3,105 PLWH, the mean age was 33 years
and 5713% were female. At enroliment, 34% reported stig-
matizing beliefs, and 19% (n=578) reported internalized
stigma 12 months after HIV diagnosis.

In the unadjusted analyses, baseline characteristics as-
sociated with 12-month stigma included male sex, higher
educational attainment, not attending church, middle
income-earning, and perceived HIV risk pre-diagnosis
(Figure 1).
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Figure 1. Associations between internalized stigma at 12
months and baseline characteristics, univariate logistic
regression.
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At 12 months, lacking a supportive partner (incremental
risk ratio [IRR] 113, 95% CI 1.10-1.17, p<0.001) and not disclos-
ing one's HIV status (IRR 1.07, 95% CI 1.04-1.09, p<0.001) were
associated with perceiving stigma. In the adjusted multi-
variate analysis, 12-month stigma was associated with a
significantly higher incidence of not being retained in care
(IRR 1.39, 95% CI 1.10-1.78, p<0.007).

Conclusions: Internalized stigma remains common
among PLWH after engagement in HIV care for one year,
and leads to higher rates of dropping out of care. Rou-
tinely monitoring internalized HIV stigma and providing
more social support, when needed, may help improve HIV
treatment outcomes.

HIV disclosure experience, resilience and viral
suppression among PLHIV in Ghana

M.A. Roach', T. Loeb? A. Rao? G. Turpin? O. Syarif?,

P. Looze?, K. Lalak?, J. Anoubissi? L. Sprague?,

C. Garcia de Leon Moreno#, D. Matyushina?, E. Ayeh®>¢,

S. Baral? K. Rucinski'

"Johns Hopkins University Bloomberg School of Public
Health, Department of International Health, Baltimore,
United States, >Johns Hopkins University Bloomberg School
of Public Health, Department of Epidemiology, Baltimore,
United States, *Global Network of People Living with

HIV (GNP+), Amsterdam, Netherlands, “UNAIDS, Geneva,
Switzerland, *Pan African Positive Women'’s Coalition
(PAPWC), Kadoma, Zimbabwe, $Ghana Network of Persons
Living with HIV, Accra, Ghana

Background: Disclosure of HIV status is an important life
event for people living with HIV (PLHIV). Disclosure experi-
ence may establish a foundational relationship with care
and impact treatment adherence. Further, given adver-
sities faced by PLHIV, resilience may establish behaviors
that promote positive relationships with treatment.
However, it is not well understood how disclosure expe-
rience and resilience interact to impact viral suppression
among PLHIV.

Methods: Study implementation was led by NAP+, net-
works of PLHIV in Ghana through the Stigma Index 2.0
in partnership with GNP+, ICW, and UNAIDS. PLHIV com-
pleted a questionnaire to assess demographics, experi-
ences of HIV and non-HIV related stigma and discrimina-
tion, resilience-factors, and other self-reported outcomes
including viral suppression. Participants were also asked
to evaluate their experiences of disclosure with friends
and family. Multivariable log-binomial models were used
to estimate prevalence ratios (PR) for the association be-
tween disclosure experience and viral suppression. Sub-
group analysis assessed a dichotomized measure of resil-
ience as a potential modifier.

Results: Among 1827 PLHIV, the median age was 39 (IQR
30-48) and 65.3%(n=558) of respondents identified as cis-
gender women. Those with an overall positive disclosure
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experience were more likely to have achieved viral sup-
pression than participants with a negative disclosure ex-
perience (PR 1.09, 95% Cl: 1.00-1.19). The magnitude of this
association increased among participants with lower
resilience scores (PR 1.33, 95% CI: 111-1.60). Among partici-
pants with higher resilience scores, the association be-
tween disclosure experience and viral suppression was
attenuated (PR 1.03, 95% Cl: 0.94-1.14).

Prevalemce Ratle | #5% C1 | pevalue
Crverall assoczation | 1,09 | 101,19 | fuod
| Stratifiod by resilience soom**
Lizs Resibent 1.33 1.11-1,60 0,01
| More Resiliont | 103 0.84-1.14 053

= Adpunizd for age. gender, wveal orsmtstion, s worker siste, yean ksowing IV sato, 1Y seppont
Erp

" Reuilemce developed from o componile icoee of lon foma. The scoee win dichotomined with sogative o
indcaring bpas penliont snd positive sores s soores of J9ro mSCating mang rewilhest

Table. Adjusted* prevalence ratios for the association
of positive disclosure experience and viral suppression
among PLHIV in Ghana.

Conclusions: Among PLHIV in Ghana, people with a posi-
tive disclosure experience were more likely to report viral
suppression suggesting the importance of early interac-
tions for sustained engagement in treatment. The experi-
ence of disclosing one's HIV status might be particularly
critical for more marginalized PLHIV with lower levels of
resilience. Optimizing treatment may necessitate multi-
level interventions that increase resilience resources for
PLHIV in Ghana.

Discordance between HIV risk perception, sexual
behavior, and PrEP adherence among young
sexual and gender minorities in the United States:
an ATN 142 analysis

N.K. Kelly', M. Rosso? C. Ranier? K. Claude?, K.E. Muessig?,
L. Hightow-Weidman?

"University of North Carolina at Chapel Hill, Department
of Epidemiology, Chapel Hill, United States, *Florida State
University, Institute on Digital Health and Innovation,
College of Nursing, Tallahassee, United States

Background: Pre-exposure prophylaxis (PrEP) is a crucial
component of ending the global HIV epidemic; however,
PrEP use has lagged among key populations, including
young sexual and gender minorities. One common belief
posits that young people struggle to take daily oral PrEP
due to their developing decision-making skills, yet quanti-
tative evidence of this assumption is limited.

This study sought to examine whether individual-level
decision-making factors, such as HIV risk perception and
sexual behavior, predicted PrEP adherence in a rand-
omized controlled trial of sexual and gender minority
youth in the United States (U.S.).

Methods: In 2019-2021, the Adolescent Medicine Trials Net-
work for HIV Interventions (ATN) 142 study randomized 225
HIV-negative PrEP users (ages 16-24) throughout the U.S.
to either a smartphone app to improve PrEP adherence,
the app plus text-based adherence coaching, or stand-
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ard of care. Poisson regression with robust standard er-
rors was used to estimate the associations between HIV
risk perception (using a modified version of the Perceived
HIV Risk Scale, range: 5,28), sexual behavior (any condom-
less anal sex in the past 3 months), and self-reported daily
oral PrEP adherence (> 4 pills in the past week) at the same
time point (baseline) and longitudinally (3 months), con-
trolling for potential confounders.

Results: At baseline, 86.2% (N=194/225) self-reported high
PrEP adherence, 55% (N=124/225) recently had condomless
anal sex, and the median HIV risk perception score was 13
(interquartile range: 10,15). Baseline HIV risk perception (RR:
0.93, 95% ClI: 0.83,1.04) and sexual behavior (RR: 1.09, 95% ClI:
0.971.24) were not associated with PrEP adherence at the
same time point and did not predict 3-month PrEP ad-
herence (RR: 0.95, 95% Cl: 0.83,1.08; RR: 1.05, 95% CI:0.92,1.20,
respectively).

Additionally, baseline HIV risk perception was not associ-
ated with sexual behavior at either time point (baseline
RR: 112, 95% Cl: 0.93,1.34; 3-month: RR:1.09, 95% Cl: 0.89,1.34).
Conclusions: In this national trial, HIV risk perception and
sexual behavior did not predict PrEP adherence.

These findings suggest that addressing individual-level
perceptions and behaviors may be insufficient for im-
pacting PrEP use among young people at risk of HIV.
Future PrEP interventions for youth should target multi-
level adherence barriers, such as community- and part-
nership-level barriers.

Integrated chronic medicine pick-up points
enabled by Amazon Smart Lockers, destigmatizes
the collection of antiretroviral medication and
promotes adherence to treatment

S. Hendriksz', E. Arnachellom’
'Right ePharmacy, Centurion, South Africa

Background: The fifth decade of the HIV/AIDS pandemic
has seen significant advancements in antiretroviral ther-
apy, with HIV recognized as a manageable chronic dis-
ease. However, the stigma associated with the disease
in most parts of Africa raises important questions about
access to medication and the allocation of resources to
clients living with HIV.

Stigma can create barriers to adherence and may result
in discrimination and marginalization of people living
with HIV.

Description: Collect & Go Smart Lockers have been imple-
mented in South Africa, Botswana, Eswatini and Lesotho
to create convenient pick-up points for chronic medica-
tion in rural and remote regions in Sub-Saharan Africa. In
South Africa, a collaboration between the National De-
partment of Health and health innovation provider Right
ePharmacy, created a facility for chronic stable clients to
collect their medication, including ART and other chronic
disease medication. The Central Chronic Medicine Dis-
pensing and Distribution (CCMDD) programme, enabled

by Amazon Collect & Go smart lockers, provides a safe,
convenient, integrated mechanism for clients to collect
their chronic medication discretely.

'/'] EnlectRSa il Provicey

Lessonslearned: Integrated chronic disease programmes
can help improve adherence by providing convenient and
discreet access to medication. Effective treatment of HIV
requires collaboration between National Health and
Innovation partners. Addressing the stigma associated
with HIV is critical for improving access to treatment
and adherence. Integrated programs can help address
stigma by providing discreet pick-up points for medicine
collections.

Conclusions/Next steps: By integrating chronic disease
medicine programmes with the use of Amazon Collect &
Go Smart lockers, the stigma associated with collecting
antiretroviral medication can be reduced significantly,
thereby improving treatment adherence. Pick-up points
for integrated chronic medicine, provides a convenient
and discreet way for clients to access their medication,
potentially leading to higher adherence and better
health outcomes.

Factors of age-appropriate services that influence
virological suppression in children and adolescents
with HIV

A. Terefe', D. Delele? D. Ketemao?®

"Addis Ababa University, Population Studies/ Dempgraphy,
Addis Ababa, Ethiopia, ?Addis Ababa University, Medical
Sciences-Black Lion, Addis Ababa, Ethiopia, ’Addis Ababa,
Public Health, Addis Ababa, Ethiopia

Background: Viral load suppression in children and ado-
lescents with high viral loads receiving ART is influenced by
a variety of factors. A few research has revealed services
that are favorably influencing re-suppression. We con-
ducted this study as part of the USAID Family-Focused HIV
Prevention Care and Treatment OVC activity, which was
implemented in 16 towns in Ethiopia’'s Oromia region. The
objective was to identify key case management services
that contribute to viral re-suppression in patients with
C&ALHIV who are receiving treatment but have a high
viral load.

Methods: We followed 180 C&ALHIV who were virally un-
suppressed for a minimum of 6 months from October
2020 to August 2022. Case management was done to
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identify adherence barriers and a care plan was devel-
oped to address these barriers. Binary logistic regression
was used to determine the magnitude by which health
and socio-economic service factors were associated with
viral load re-suppression. The outcome variable was viral
re-suppression with 12 months of documented initial high
viral load. A P-value of less than 0.05 was used to deter-
mine the statistical significance.

Results: Viral re-suppression at 12 months was 85.6% (n =
154). Participating in peer support groups (OR = 2.62; p =
0.037), enhanced adherence counseling (OR=1.56; p=0.05),
receiving economic strengthening interventions (OR =
1.35; P = 0.050), and being linked to age-appropriate sex-
ual and reproductive health services (OR = 1.51; P = 0.042)
were all associated with an increased risk of viral load re-
suppression among C&ALHIV.

Conclusions: The findings revealed that case manage-
ment services provided at a community level can make
a difference in achieving viral re-suppression among
C&ALHIV with high viral load. Among others, receiving en-
hanced adherence, participating in peer support groups,
linkage to sexual and reproductive health services, and
engaging primary caregivers in economic strengthening
interventions (e.g., cash transfer, VSLA) were associated
with viral load re-suppression.

Testing the impact of stigma focused interventions
on PrEP use and mental health by age groups
among Black sexual diverse men

L. Eaton', R. Watson', T. Huedo-Medina?, V. Earnshaw?,

M. Kalichman? R. Driver4, C. Chandler®, J. Kalinowski®,

S. Kalichman?

"University of Connecticut, Human Development and
Family Sciences, Mansfield, United States, ?University of
Connecticut, Storrs, United States, *University of Delaware,
Newark, United States, “Columbia University, New York
City, United States, *Vanderbilt University, Nashville, United
States

Background: Elevated rates of HIV/STI among sexual di-
verse Black men (SDBM) are not attributable to sexual-risk
taking factors, and therefore, approaches to ameliorat-
ing HIV/STI incidence among SDBM must include address-
ing structural and social factors.

It is known that stigma undermines HIV prevention efforts
for SDBM and therefore interventions grounded in stigma
dissolution are needed.

Methods: Using a randomized controlled trial design,
we evaluated the impact of both a structural interven-
tion (providing all HIV testing services virtually) and a
counseling intervention (using stigma focused content)
to increase health care access and HIV prevention behav-
iors over short (3 and 6 month) and long term (12 month)
outcomes with N = 474 participants. Participants resided
in the southeastern US and data were collected from
2017-2019. Participants reported HIV negative status at
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baseline. Participants also received rectal and urethral
sexually transmitted infection (STI) testing for Chlamydia
trachomatis (CL) and Neisseria gonorrhoeae (GN).
Results: Rectal and urethral CL and GH at baseline were
found to be elevated relative to the general population
(16.7% for rectal and 3.1% for urethral tests across both STI)
and rates of STl were higher among younger participants
(<30, 30.7%) relative to older participants (>=30, 12.9%). PrEP
use at baseline was low with N =18 (3.7%) of the sample
reporting use.

Post intervention rates of PrEP use at follow ups were sig-
nificantly higher among participants who had received
the stigma focused counseling intervention compared
to the control, time matched counseling condition (@OR
= 0.35; 95% Cl = 013,0.95; p <.05). Intervention effects, how-
ever, were stronger for younger participants than older
participants.

Further, providing HIV prevention services virtually re-
sulted in a 13% increase in the likelihood of attending HIV
prevention appointments.

Conclusions: Results from the current study demonstrate
the importance of addressing factors relating to stigma
as a means of improving health related outcomes.
Participants in the current study were at elevated risk for
HIV (based on STI data), however, important changes in
health behavior occurred post intervention that could
have a considerable impact on prevention.

Results varied by age suggesting that interventions, both
structural and counseling, need to adapt for age cohort
related factors.

Improving access to social support and household
economic strengthening intervention among
children living with HIV in southern Nigeria:
translating evidence to practice

E. Nwanja', O. Toyo', U. Akpan', C. Nwangeneh?,

A. Enwongo?®, Q. Emenyi', A. Idemudia? A. Adeoye',

O. Onyedinachi', D. Ogundehin?, E. James*, A. Eyo'
'Excellence Community Education Welfare Scheme
(ECEWS), Uyo, Nigeria, ?FHI 360, Abuja, Nigeria, *Achieving
Health Nigeria Initiative (AHNI), Abuja, Nigeria, *USAID,
Abuja, Nigeria

Background: Social determinants of health account for
30-55% of the treatment outcome, and children living
with HIV (CLHIV) face significant risks and vulnerability.
To reduce health inequality and optimize treatment out-
comes among CLHIV, PEPFAR through USAID facilitated
collaboration between its treatment program and the
Orphan and Vulnerable Children (OVC) program in Akwa
Ibom and Cross Rivers States, Nigeria. This paper de-
scribes how this collaboration improved the enrollment
of CLHIV in the OVC program.

Description: Several meetings were held between the
treatment partners (ECEWS) and the OVC partners in
Akwa Ibom to identify areas of collaboration and im-
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prove synergy. CLHIV (< 17 years) were referred for OVC en-
rolment after initiating antiretroviral therapy. Caregivers
who consented were enrolled on the OVC program at the
community, household enroliment number of caregivers
returned to the facility, and documented on the electron-
ic medical record.

The OVC program provided community-based adher-
ence support, financial support for clinic visits (drug refills
and viral load tests) and medical emergencies, nutritional
counselling and supplements, and household economic
strengthening to enrolled households. They also support-
ed the treatment progrom on case identification and
linkage to treatment. Joint visits by case workers from the
treatment and OVC partners were conducted to CLHIV
for service delivery. Joint monthly meetings were held and
used to address data discrepancies. For this paper, viral
load outcome assessed for children enrolled on the OVC
program include viral suppression (<1000cps/mls) and un-
detectable viral load levels (<50cps/mls).

Lessons learned: A total of 4,840 (F:2513, M:2327) children
were enrolled on the OVC program as of Septemiber 2022
representing 75% (4840/6482) of all CLHIV on treatment.
Of these children enrolled, 98.8% (4637/4691) of those
eligible for viral load test, had viral test done, 98.4%
(4564/4637) were virally suppressed and 92.6% (4293/4637)
had undetectable viral load levels.

Conclusions/Next steps: Systematic collaboration be-
tween the treatment and OVC programs improved ac-
cess of children living with HIV on ART to other socioeco-
nomic services provided by the OVC program.

Differences between sexual risk behaviours, HIV
care utilization, and experience of stigma and
violence between cisgender and transgender
men who have sex with men: findings from
Biobehavioural Surveys in Ukraine

S. Aijaz Khan', D. Gillespie?, J. Nicholls?, K. Hood?,

P. Vickerman?, J. Stone*

"University of Bristol, Bristol medical School, Bristol, United
Kingdom, ?Cardiff University, Centre for Trials Research,
Cardiff, United Kingdom, *Cardliff and Vale Sexual Health
Service, Cardiff, United Kingdom, “University of Bristol,
Bristol Medical School, Bristol, United Kingdom

Background: Men who have sex with men (MSM) and
transgender persons are at high risk for HIV in Ukraine.
Transgender MSM may be more vulnerable to HIV infec-
tions than cisgender MSM due to several individual, so-
cial, and structural factors, with ~10 % of transgender
persons reporting avoiding HIV services due to stigma.
We assessed differences in HIV risk, intervention uptake
and stigma/violence experience between cisgender and
transgender MSM in Ukraine.

Methods: We analysed data from three national In-
tegrated HIV Bio-behavioural Surveys (2013, 2015, 2018)
which recruited MSM using respondent-driven sampling,

with an overall sample size of 18,621. We evaluated the
differences in HIV prevalence, sexual risk behaviours, HIV
testing and treatment seeking, and lifetime experiences
of stigma and violence (2018 only) between cisgender and
transgender MSM using multivariable regression model-
ling.

Results: Compared to cisgender MSM (n=18,102), transgen-
der MSM (n=503) were more likely to be clients of non-
governmental organizations (aOR = 1.37, 95%Cl: 1.09-1.70),
receive free condoms (last 12 months; aOR = 1.49, 95%Cl:
1.24-1.78), to procure commercial sex (last month; aOR =
2.06, 95% Cl:1.35-3.14), provide commercial sex (last month;
aOR = 2.30, 95% CI:1.88-2.82) and engage in sexualised
drug use (last month; aOR = 1.57, 95% ClI: 1.11-2.21). Howev-
er, we found no difference in HIV prevalence (last month;
5.61% vs 4.75%, p=0.497), HIV testing uptake in past year
(73.75% vs 70.25%, p=0.395) or ART use (among HIV posi-
tives; 66.67% vs 7212%, p=0.835) between cisgender and
transgender MSM. In 2018, transgender MSM were more
likely to report facing stigma from family and friends (aOR
= 3.58, 95%Cl: 2.54-5.04) general social stigma (aOR = 3113,
95%Cl: 2.22-4.41), anticipated healthcare stigma (aOR =
3.63, 95%Cl: 2.53-5.16), physical assault (aOR = 2.73, 95%Cl:
1.85 - 4.03) and coercive sex (aOR = 3.01, 95%Cl: 1.99-4.55)
than cisgender MSM.

Conclusions: Transgender MSM in Ukraine may engage in
more high-risk practices than cisgender MSM. Whilst ele-
vated levels of stigma against transgender MSM are con-
cerning, higher levels of access to HIV prevention could
subdue the influence of stigma on HIV transmission in
transgender MSM. Stigma and harm reduction interven-
tions for MSM should be tailored based on transgender
status.

Complexities of managing survivors of
Gender-based Violence: experiences from
Beitbridge, Zimbabwe

M. Majachani', J. Murungu?
'Chinhoyi University of Technology, Development Studies,

Chinhoyi, Zimbabwe, ?University of Zimbabwe, Medicine,
Harare, Zimbabwe

Background: In Zimbabwe, about 1in 3 women aged 15-
49 have experienced physical violence and about 1in 4
women have experienced sexual violence since the age
of 15. This is perpetuated by socio-cultural and religious
practices that normalise sexual violation of women and
girls.

We sought to determine the impact of GBV on new HIV
acquisition in Beitbridge district, Zimbabwe where harm-
ful practices such as child marriages are prevalent.
Methods: Data collected from 2020-2022 on survivors
subjected to gender-based violence (GBV) at the Family
Support Trust (FST) clinic, were analysed in python soft-
ware to determine the extent to which GBV impacts HIV
incidence. Data were filtered to retain those tested for
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HIV because of the risk and further filtered to retain the
number of survivors tested for at least 3 times in line with
the national guidelines with a final positive HIV test re-
sult after having tested negative on the initial test. This
was calculated against the total number of those at risk
of contracting HIV as a result of GBV to determine the HIV
incidence rate.

Results: Of the 3220 survivors who received post GBV
medical and psychosocial services at FST, 68% were sexu-
ally violated women and girls of all age groups (median
age 14 years) and of those, 40% were survivors of harm-
ful traditional practices. 93.6% (2,838) of the survivors were
tested for HIV. Already on ART (10) and knowing one's sta-
tus were the reasons for not testing for HIV.

Among the 2,834 that tested HIV negative, 70% present-
ed after 72hours and were ineligible for post-exposure
prophylaxis. 511 presented already pregnant. 41 survivors
had a new HIV positive result on follow-up testing at three
months translating to an incidence rate of 2.1% amongst
GBV survivors. Self-reported none adherence was the rea-
son for 2 seroconversions among PEP users.

Conclusions: GBV prevention, screening and manage-
ment should be integrated with combination HIV preven-
tion services. A multifaceted and multisectoral approach
to the prevention and management of GBV targeting
harmful practices, legal factors, literacy on HIV preven-
tion, early presentation and PEP adherence and linkage
to PrEP is indicated.

The effect of a conditional cash transfer program
on AIDS morbidity and mortality in the poorest
daughters and mothers: a cohort study of 12.6
million women in Brazil

A.F. Silva', |. Lua*?, G.S. Jesus??, P.F. Pinto'?, C.A. Santos?,
M.Y. Ichihara? M.L. Barreto?, L. Magno?, L.E. Souza',

J. Macinko?, I. Dourado', D. Rasella'¢

'Collective Health Institute, Federal University of Bahia
(UFBA), Salvador, Brazil, ?Center for Data and Knowledge
Integration for Health (CIDACS), Gongalo Moniz Institute,
Oswaldo Cruz Foundation (FIOCRUZ), Salvador, Brazil,
’Faculty of Medicine, Federal University of Bahia (UFBA),
Salvador, Brazil, “Department of Life Sciences, State
University of Bahia (UNEB), Salvador, Brazil, *Departments
of Health Policy and Management and Community
Health Sciences, UCLA Fielding School of Public Health,
Los Angeles, United States, 6ISGlobal, Hospital Clinic -
Universitat de Barcelona, Barcelona, Spain

Background: Poverty is a social determinant known as
one of the main risk factors for a wide range of diseases
and health problems, including HIV/AIDS. However, avail-
able scientific evidence is still inconclusive for the impact
of conditional cash transfer programs (CCT) on HIV/AIDS,
specifically for women. We evaluated the effects of one of
the largest CCTs in the world, the Bolsa Familia Program
(PBF), on sequential AIDS outcomes, incidence and mor-
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tality, among women (daughters and mothers) benefi-
ciaries and head of household, using data from a nation-
wide cohort of the poorest Brazilian people on the Unified
Registry for Social Programs (Cadastro Unico).

Methods: We analyzed a cohort of 12.6 million low-in-
come Brazilian women from 2007 to 2015, comparing BFP
beneficiaries and non-beneficiaries, using a quasi-exper-
imental impact evaluation design.

We used inverse probability of treatment weighting
(IPTW) to adjust for selection into receipt of PBF benefits
and then fitted multivariable Poisson regressions, ad-
justed for all relevant socioeconomic, demographic, and
healthcare confounding variables -at the individual and
municipal level- to estimate the effect of PBF on AIDS inci-
dence and mortality rates. We also evaluated PBF effects
for different subpopulations to per capita wealth, age,
race/ethnicity and education.

Results: PBF exposure was associated with a lower AIDS
incidence (RR: 0.63; 95% Cl: 0.52-0.76) and mortality (RR:
0.57; 95% Cl: 0.40-0.81) for daughters and lower AIDS in-
cidence (RR: 0.58; 95% Cl: 0.55-0.61) and mortality (RR:
0.57; 95% Cl: 0.53-0.63) for mothers. PBF associations were
significantly stronger among women living in extreme
poverty (RR: 0.58 for incidence and RR: 0.53 for mortality
among daughters; RR: 0.49 for incidence and RR: 0.53 for
mortality among mothers). PBF impact was also stronger
among brown/black, adolescents and young and with
lower education women.

Conclusions: Conditional cash transfers could significant-
ly reduce AIDS morbidity and mortality in PBF beneficiary
women, especially among the extremely poor. During the
current dramatic rise in global poverty, due to the COV-
ID-19 pandemic, CCT investments could protect against
potential increases in the HIV/AIDS burden and contrib-
ute towards achieving AIDS-related Sustainable Develop-
ment Goals (SDGs).

Displacement-related challenges faced by
internally displaced persons in northern
Mozambique and their implications for HIV
testing: a qualitative study

C. Chantre', K. dos Santos? M. Xaria? T. Zacarias?,

P. Fortunato dos Santos?, J.L. Davis', J. Mootz*

Yale School of Public Health, Epidemiology of Microbial
Diseases, New Haven, United States, °‘Mozambican Ministry
of Health, Nampula, Mozambique, *Mozambican Ministry
of Health, Maputo, Mozambique, *Columbia University/
New York Psychiatric Institute, Psychiatry, New York, United
States

Background: Exposure to traumatic events such as forced
displacement is associated with an increased risk for HIV.
However, HIV testing among internally displaced popula-
tions (IDPs) is difficult, with scant literature documenting
barriers to HIV testing among this group, particularly in
southern Africa. Northern Mozambique has one of the
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highest HIV incidence rates in sub-Saharan Africa. Our
study investigated how displacement experiences were
tied to risk of HIV acquisition and explored HIV awareness
and testing for young adult IDPs settled in Nampula City,
Mozambique.

Methods: We used a purposive sampling strategy to con-
duct six focus group discussions with IDPs, district repre-
sentatives, and community leaders and three key inform-
ant interviews with policymakers and humanitarian per-
sonnel. We used thematic analysis to analyze the data.
Results: The study included (n=51; 29.4% Female, 21.6%
under 25) participants and sampled until saturation was
met. Participants reported that displaced young adults,
especially young women were highly vulnerable to HIV
acquisition due to transactional sex, early marriage, and
sexual violence.

However those parous had at least previously engaged in
HIV testing services, with young men mentioning less fre-
quent engagement. IDPs and key stakeholders noted that
for IDPs, financial, linguistic, and geographic barriers im-
peded engagement with health services and cited com-
peting priorities between understanding one's HIV status,
and more basic needs like food, security, and livelihood.
Interrupted education and conversations around HIV
stigma demonstrated potential constraints to HIV test-
ing among displaced youth. Other challenges mentioned
were the lack of interventions promoting HIV testing that
previously existed in IDPs' communities of origin (i.e., HIV
lay counselors and mobile clinics).

Stakeholders identified structural barriers to HIV testing,
describing primary health care centers as unable to re-
spond to the past years' influx of IDPs, and IDPs citing the
need for government facilities to enable linkage to health
services within their communities.

Conclusions: Although displaced young adults occupy an
environment highly vulnerable to HIV acquisition, several
displacement-related challenges create barriers for HIV
testing. IDPs mentioned HIV testing interventions that
had proven helpful in the past, demonstrating that tai-
loring said interventions to the needs and context of dis-
placed young adults may prove substantive in future HIV
programming.

The need to contextualise HIV risk reduction
approaches for MSM in Indonesia: results from
socioecological risks latent class analysis

L. Nevendorff'?3 A. Pedrana? A. Bourne®, M. Traeger*,

M. Stoove*

'Burnet Institute, Public Health, Melbourne, Australia,
2Monash University, School of Public Health and Preventive
Medlicine, Melbourne, Australia, >HIV AIDS Research

Center Atma Jaya Chatolic University Indonesia, Jakarta,
Indonesia, “Burnet Institute, Disease Elimination Program,
Melbourne, Australia, *Australian Research Centre in Sex,
Health & Society, La Trobe University, Melbourne, Australia

Background: Most HIV prevention education and be-
havioural change programmes for men who have sex
with men (MSM) focus on reducing individual-level risks.
However, HIV risk is also shaped by contextual social and
structural factors that shape MSM's sexual risk behaviour
but often lie outside an individual's control.

This study aimed to identify patterns of HIV-related risk
and their relationship with socioecological factors.
Methods: Using national online survey data from the
community-led Chemsex-INA study (n=1314), we deter-
mined individual HIV risk patterns among MSM using la-
tent class analysis with posterior probability to predict
subgroup membership classifications. Multinomial lo-
gistic regression was used to assess the relationship be-
tween group membership and covariates representing
potential socioecological risk factors.

Results: We identified three unique subgroups: Sexual Ex-
plorative, Navigating Complexities, and Social Normative
with distinct patterns of individual-level HIV risks that oc-
curred alongside social/networks-level and community-
level risks.

Using the Social Normative as the reference group, the
Sexual Explorative group had greater odds of reporting
online methods to meet sexual partners (adjusted risk
ratio; aRR 4.3; 95%Cl 2.1-8.9), using social media and gay-
specific dating platforms (aRR 2.6; 95%Cl 1.9-3.6), engag-
ing in group sex (aRR 10.9; 95%Cl 4.5-25.4), engaging in sell-
ing or buying sex (aRR 1.6; 95%Cl 1.2-2.2), and experiencing
homosexual-related assaults (aRR 1.4:95%Cl 1.1-1.9).

The Navigating Complexities group had lower odds of re-
porting a monthly income of >USD 669 (aRR 0.5; 95%CI 0.3-
0.8), receiving HIV/STI information (aRR 0.7; 95%Cl 0.5-0.9),
and attending STl-related services (aRR 0.6; 95%Cl 0.4-
0.8), and greater odds of reporting a lack of social sup-
port (aRR 1.6; 95%Cl 1.1-2.5), not disclosing their sexuality
(aRR 1.4; 95%Cl 1-1.9), reporting sex with multiple men (aRR
6.1;,95% 2.5-14.5), having a higher internalised homonega-
tivity index score (aRR 1.2; 95%Cl 1.1-1.4) and experiencing
homosexual-related assaults (aRR 1.4:95%Cl 1.1-1.9).
Conclusions: By identifying a range of socioecological
contexts associated with individual-level HIV risk pat-
terns, our study provides a clearer understanding of the
factors that shape HIV risk in Indonesia that need to be
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considered when designing HIV prevention and support
programs. HIV differentiated care and approaches are
required to support a diverse MSM population in Indone-
sia.

| am not at HIV transmission risk: reasons
for sexually active Eswatini adolescents for
refusing PrEP

T.J. Matsebuld'
'Pact Eswatini, Strategic Information, Mbabane, Eswatini

Background: Evidence have shown that HIV pre-exposure
prophylaxis (PrEP) is highly effective when taken correctly
and consistently by individuals at substantial risk of HIV
infection. Due to the high HIV incidence among the gen-
eral population of Eswatini, PreP for HIV-exposed individu-
als is recommended. The Triple-R project is supporting the
government of Eswatini to prevent new HIV infections and
reducing the HIV vulnerability for orphans and vulnerable
children, adolescent girls and young women (AGYWs).

As part of the project, AGYWs are assessed for their health
needs and then linked to health services as per identified
needs including PREP. Even though awareness on PrEP has
been raised in the country, PrEP uptake remains very low.
Objective: To understand the reasons for Eswatini AGYWs
for refusing PrEP as an HIV prevention Strategy.

Methods: Secondary data analysis of routine data col-
lected within ongoing project implementation was ex-
plored to assess the needs of AGYWs. Trained Mentors re-
cruit and complete needs assessment where AGYW's HIV
risks and health needs are assessed. About 4300 AGYWs
were assessed, 2500 were at HIV risk in which 929 of those
AGYWs indicated that they are not willing to take PREP.
The 929 clients formed the study sample.

Results: About 90% of the 929 AGYWs do not consistently
use condoms during sex. The median age of AGYWs was
22 years. About 50% AGYWs did not view themselves as
being sufficiently at risk of HIV to warrant PrEP use.

There was also a 23% consistent belief that sexual part-
ners will not approve PrEP as they will think they are HIV
positive and on ART.

About 17% cited lack of interest in PrEP and taking the
treatment daily. “It's stressful to take medication every-
day when not sick”, "Eish, "it will be like | am taking ARVs".
Lastly, o few were scared of PrEP side effects.
Conclusions: There is need for programs to address the
stigma surrounding taking ART medication and to ex-
pand PrEP messaging for both men and women to in-
crease uptake.

Finally, there is urgent need for tailored counseling before
PrEP initiation to help PrEP users identify HIV risk periods.
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Hoping to adhere? Examining the relationship
between hope and PrEP willingness and adherence
among adolescent girls and young women
enrolled in HIV Prevention Trial 082

M. Gichane', S. Hosek?, J. Velloza?, G. Beauchamp?,

P. Anderson?, S. Delany-Moretlwe?, C. Celum’
"University of California San Francisco, Obstetrics,
Gynecology, and Reproductive Sciences, San Francisco,
United States, ?Stroger Hospital of Cook County,
Department of Psychiatry, Chicago, United States,
*University of California San Francisco, Division of
Global Health and Infectious Disease Epidemiology,
San Francisco, United States, *Fred Hutchinson Cancer
Center, Seattle, United States, *University of Colorado
Denver - Anschutz Medical Campus, Denver, United
States, University of the Witwatersrand, Wits RHI,
Faculty of Health Sciences, Johannesburg, South
Africa, “University of Washington, Departments of
Global Health, Medicine, and Epidemiology, Seattle,
United States

Background: Hope is a powerful psychological construct
which is linked to positive health outcomes including im-
proved HIV treatment and quality of life among people
living with HIV. Less is known about the role of hope in bio-
medical HIV prevention product uptake and adherence.
We assessed the relationship between hope for the future
and oral pre-exposure prophylaxis (PrEP) willingness and
adherence among African adolescent girls and young
women (AGYW).

Methods: HIV Prevention Trial (HPTN) 082 was an open-la-
bel, interventional, randomized trial of AGYW (aged 16-25
years) conducted in South Africa and Zimbabwe from Oc-
tober 2016 to October 2018.

We analyzed a short version of the Hope for the Future
Scale, a six-item instrument (6-30, 30= highest hope) and
seven-item PrEP willingness subscale of the HIV Preven-
tion Readiness Measure (6-36, 36= highest willingness)
collected at baseline. PrEP adherence was measured via
tenofovir-diphosphate (TFV-DP) concentrations in dried
blood spots at follow-up weeks 13, 26, and 52, among par-
ticipants who accepted PrEP.

We conducted linear regression to assess the relationship
between hope and willingness to use PrEP at baseline
and generalized estimating equations (GEE) to examine
the longitudinal relationship between baseline hope and
high PrEP adherence (TFV-DP concentrations 2700 fmol/
punch) at follow-up.

Results: Participants (n=451) reported moderate lev-
els of hope (median=20, interquartile range [IQR]: 15-24)
and PrEP willingness (mean=21, IQR 15-28). High adher-
ence (TDF/FTC 2700 fmol/punch) was observed in 25%
(13-weeks), 21% (26 weeks), and 9% (52-weeks).

At baseline, hope was positively associated with PrEP will-
ingness ($=0.30, 95% Cl: 0.24, 0.36) but was not significantly
associated with high PrEP adherence (RR=0.99, 95% ClI: 0.95,
1.02) at follow-up.
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Conclusions: Having higher levels of hope was positively
associated with willingness to use PrEP, but not with high
adherence. Hope may operate differently in HIV preven-
tion adherence. Further research is needed to examine
resilience and other factors which may promote PrEP ad-
herence.
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Homelessness and its relationship with HIV
prevention and treatment among men who have
sex with men: results from the American Men's
Internet Survey, 2017-2021

A.Rao', T. Sanchez? J.M. Wiginton', W. Edwards? K. Willis',
T. Eden’, T. Willie3, S. Murray?, S. Baral’

"Johns Hopkins Bloomberg School of Public Health,
Department of Epidemiology, Baltimore, United States,
2Emory University, Department of Epidemiology, Atlanta,
United States, 3Johns Hopkins Bloomberg School of Public
Health, Department of Mental Health, Baltimore, United
States

Background: Men who have sex with men (MSM) are dis-
proportionately affected by housing insecurity across the
US, secondary to individual-level and structural stigmas.
There are limited data characterizing the relationship be-
tween homelessness and HIV-related outcomes.
Methods: 44,559 cisgender MSM who participated from
2017-2021 in the American Men's Internet Survey(AMIS), an
annual cross-sectional online survey in the US, were in-
cluded.

Homelessness was defined as living on the street, a shel-
ter, a Single Room Occupancy hotel, or a car in the past
12 months. Associations between sociodemographic
characteristics and homelessness were tested using chi
squared and t-tests.

Multivariable Poisson regressions with robust variance
estimation assessed associations between homelessness
and:

1. Current use of antiretrovirals among people living with
HIV(PLWH) and;

2. PrEP in the past 12 months among non-PLWH. Interac-
tions between self-reported race and homelessness were
examined.

Results: The median age of participants was 30 years
old(IQR: 22-49). Approximately 9% of those included re-
ported living with HIV(n=3,894). Living in the South, hav-
ing less than a high school education, younger age, and
not having health insurance were associated with recent
homelessness(p<0.001). Participants identifying as Black
and PLWH were 4.34 times as likely to be homeless com-
pared to non-Black, non-PLWH (95%Cl: 3.59-5.24).
Homelessness was associated with less PrEP use [aPR:0.82,
95%Cl (0.69, 0.98)] but was not associated with antiretrovi-
ral use. Black individuals experiencing homelessness were
less likely to have used PrEP than non-Black individuals
with no recent homelessness.
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Table 1. Results of a multivariable Poisson regression with
robust variance estimation assessing the relationship
between homelessness and 1. Use of PrEP among those
not living with HIV and 2. Use of antiretrovirals among
those living with HIV among men who have sex with men
participating in the American Men'’s Internet Survey, 2017-
2021.

Conclusions: Social determinants of health, including
homelessness and inadequate health insurance, may
impede HIV service uptake. Homelessness among cisgen-
der MSM in the US is disproportionately experienced by
Black men, along with those with lower educational at-
tainment, those in the South, and younger individuals. In
2023, HIV prevention programs that fail to address social
contexts, including housing insecurity and structural rac-
ism, may continue to inadequately address the needs of
those at greatest risk.
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HEROS: A community- and person-centered
design of healthcare service for GBMSM engaging
in chemsex in Taiwan

C. Strong', J-H. Hsu', A-C. Chung?3, M-T. Wu?3, Y-H. WU,
K-W. Lo?, S-T. Hsu?4, N.-Y. Ko?*®

'National Cheng Kung University, Department of

Public Health, Tainan, Taiwan, ?Taiwan Love and Hope
Association, Kaohsiung, Taiwan, *Healing, Empowerment,
Recovery of Chemsex (HERO) Health Center, HEROS,
Kaohsiung, Taiwan, “Kaohsiung Municipal Kai-Syuan
Psychiatric Hospital, Department of Community Psychiatry,
Kaohsiung, Taiwan, *National Cheng Kung University,
Department of Nursing, Tainan, Taiwan

Background: In response to the rise of chemsex globally
and in Taiwan, an integrated care model Healing, Em-
powerment, Recovery of Chemsex Health Center (HERO)
was established in the year 2017. It transformed from a
model that was located within a regional hospital to a
new social enterprise approach of one-stop center (HE-
ROS) in May 2022. It is now independently located within
the community, cooperated with a pharmacy and clinic
in an urban neighborhood more accessible for people
who engaged in chemsex.

HEROS aimed to provide comprehensive care including
sexual health, HIV/STI prevention and treatment, psycho-
social therapy, substance use counseling and referral ser-
vices for people who engaged in chemsex.

Description: Integrated medical care was provided by
the clinic to reduce physical symptoms and psychologi-
cal discomforts due to chemsex. The pharmacy provided
home delivery services and designed customized-cen-
tered consultations helping chemsex users to reduce their
carving and maintain their well-being.

In addition, HEROS provided a series of mental health in-
tegrated services for chemsex individuals, including psy-
chiatric outpatient clinics, individual psychological coun-
seling, and multiple types of chemsex recovery and sup-
porting groups for people engaging in chemsex.

The three major types of groups for chemsex include the
early relapse prevention that helps participants to iden-
tify triggers and develop skills for early prevention, the 12-
step group, and the interpersonal skills group designed
for individuals at the maintenance stage.

Lessons learned: Less than six months after HEROS was
moved to the community in 2022, more than 2000 people
visited HEROS clinic and half of them received pharmacy
services. More than 40 chemsex recovery and support
groups were held and 70 GBMSM engaged in chemsex
have participated. For some GBMSM, chemsex is the re-
sults of social isolation and loneliness and can benefit
from interventions with a mental health focus provided
by psychosocial therapy and support groups.
Conclusions/Next steps: As an integrated one-stop center
rooted in the community, HEROS incorporates a broad
array of operational and ideological approaches toward
care planning and delivery for people affected by chemsex.
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HEROS exists to facilitate differentiated and simplified
chemsex care services which emphasizes a person- and
community-centered approach of HIV/STIs, PrEP and
chemsex care service delivery.

What do we know about bisexual behaviours
and condomless sex with women among men
who have sex with men in Sub-Saharan Africa?
A systematic review and meta-analysis

M. Fiorentino’, R. Gravier-Dumonceau Mazelier!,

N. Yanwou'?, A. Eubanks', P. Roux', C. Laurent, B. Spire!
"Aix Marseille Univ, IRD, Inserm, SESSTIM, Sciences
Economiques & Sociales de la Santé & Traitement de
I'Information Médicale, ISSPAM, Marseille, France, °ORS
PACA, Observatoire Régional de la Santé Provence-
Alpes-Cote dAzur, Marseille, France, *TransVIHMI, Univ
Montpellier, IRD, INSERM, Montpellier, France

Background: In Sub-Saharan African (SSA), the HIV dy-
namic in different regions varies between generalized
and mixed epidemics. Prevalence is high in men who
have sex with men (MSM), a population that experiences
strong social stigma and pressure to have female part-
ners. This suggests that MSM could be a bridging group
for HIV transmission to women. We provided an overview
of the proportions of bisexual MSM and MSM who have
condomless sex with women in various SSA regions.
Methods: Following the PRISMA guidelines, we conducted
a systematic review of published peer-reviewed articles
containing the following data on MSM: self-reported bi-
sexuality, recent sex (i.e., previous 12 months or 1 month
depending on the region), and condomless sex with fe-
male partners. We performed a meta-analysis, separate-
ly for each region, when the proportion was reported in at
least four studies (Figure 1).
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Figure 1. PRISMA flow diagram (systematic review process)

Pooled proportions were calculated using a random-ef-
fects model.
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Results: The pooled proportion of self-declared bisexual
MSM was 22% (95% Cl [16;19]) in Southern Africa, 36%[29;43]
in Eastern Africa, and 51%[45;56] in Western Africa. In
Southern and Western Africa, 29%[22;38] and 47%][36;58]
of MSM had 21 female partner in the prior 12 months,
respectively. In Eastern Africa, 23%[9;47] of MSM had 21
female partner in the prior month.

The pooled proportion of condomless most recent sex
with a female partner was 27%[21;35] in Southern Africa,
30%I[10;63] in Eastern Africa, and 20%[13;28]) in Western
Africa.

Conclusions: A significant proportion of MSM in SSA re-
ported bisexual orientation, especially in Western Africa.
Condomless sex with female partners was frequent in all
three regions, which highlights the risk of HIV bridging to
this population.

HIV research, prevention, and care programmes, as well
as community-based support for MSM, should be adapt-
ed to MSM who have female partners, in order to reduce
the HIV bridging risk to the general female population.

The effects of childhood trauma and mental
health symptoms on adherence among youth
living with HIV in Botswana

K. Molebatsi', V. Ntlantsana? M.J Brooks?

"University of Botswana, Psychiatry, Gaborone, Botswana,
2University of KwaZzulu Natal, Durban, South Africa,
3University of Pennsylvania Perelman School of Medicine,
Philadelphia, United States

Background: Research findings have highlighted the evi-
dence of co-occurring mental health problems in young
people living with HIV (YLWHIV) which may be explained
by high rates of exposure to trauma in this population.
Mental health problems increase risk of poor treatment
adherence and participation in risky behaviors which may
precipitate poor health and quality of life outcomes. To
inform interventions that improve quality of life, and de-
crease risky behaviors for youth, it is critical to understand
the extent to which childhood trauma, mental health
problems, and poor adherence occur and coexist.

This study examined the associations between childhood
trauma, mental health problems and adherence to anti-
retroviral treatment (ART) among HIV infected youth in
Botswana.

Methods: The study was conducted at an HIV clinic of a
public hospital located 38 kilometers from the capital city
of Botswana among youth (15-24 years) using a cross sec-
tional design.

Childhood trauma questionnaire, CRAFFT 2.1, Depression,
Anxiety, Stress Scale were used to collect data on child-
hood trauma, problematic substance use and common
mental health symptoms respectively.

Adherence to ARTs was assessed objectively and subjec-
tively using the most recent viral load and the simplified
medication adherence questionnaire respectively.

Multivariate logistic regression was subsequently per-
formed controlling for variables found to be significantly
associated with childhood trauma on bivariate analysis.
Results: Of the 119 youth recruited, 51.26% were adher-
ent to their ART and 87.39% were virologically suppressed.
Childhood trauma was reported by 47% of the sample,
with physical neglect being the most reported subtype.
The prevalence of depression, anxiety, and problematic
substance 34.45%, 4118% and 23.53%.

Exposure to childhood trauma was significantly associat-
ed with depression, anxiety, problematic substance use,
and non adherence. Sexual trauma and emotional abuse
had the highest odds to predict non-adherence (OR = 3.85
and 2.30 respectively).

Conclusions: Promoting adherence and overall well-be-
ing must include an emphasis on trauma exposure and
mental health. Further studies should explore the longi-
tudinal relationship between these factors in the lives of
YLWHIV to see if there are any causal mechanisms that
can be explored.

Additionally, a study of protective factors would also
provide targets to promote in psychosocial support pro-
grams for these youth.

Risk network referral and enhanced peer
outreach approach (social network strategy):
HIV case identification strategy for female sex
workers in Kilifi county - ICRHK key population
program

S. Mwangi', G. Manguro, L. Baya', M. Kazungu', D. Muchiri',
A. Vose', M. Ogutu', D. Kobags'

'International Centre for Reproductive Health - Kenya
(ICRHK), Health, Mombasa, Kenya

Background: Female sex workers (FSWs) remain dispro-
portionately affected by HIV, with a prevalence estimate
of 451%[1] among FSWs in Kilifi as compared to 2.3% [2]
among the general population in Kilifi counties respec-
tively.

The National HIV program objective is to have 95% of
Kenyans to know their status, however, only over 79.5% of
Kenyans living with HIV are aware of HIV status which is
detrimental to HIV prevention, care and treatment.
ICRHK implemented Risk Network Referral (RNR) a strat-
egy that systematically facilitates referrals from HIV-pos-
itive FSW to their social network with a High risk of HIV/STI
infection for HIV testing services and connects HIV-neg-
ative peers to services that will help them remain nega-
tive. ICRHK also implemented EPOA, an innovation that
uses performance-based incentives and works through
social and sexual networks to improve HIV case-finding
outcomes.

Methods: ICRHK conducted a retrogressive data analy-
sis of Key population data for 3 years (2020 to 2022). We
analyzed facility-level HIV Data to determine trends of
HIV positive Case identification among female sex work-
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ers. This data was compared to different models of HIV
testing both at the outreach and static sites. Risk network
Referrals (RNR) and EPOA as part of the Social Network
Strategy (SNS) were analyzed comparatively against con-
ventional key population HIV testing at the static and
outreach sites.

Results: The analysis showed that RNR and EPOA produce
high HIV positivity rates of case identification among fe-
male sex workers in Kilifi County as compared to outreach
and static HIV testing methods.

Kilifi County a total of 4644 tests were done among FSWs
between October 2019 and June 2022. Among those done
through EPOA (1146), 8% turned positive. Out of 2229 tests
done through RNR, 169(8%) turned positive while 2% of the
through conventional outreach tests turned positive.
Conclusions: To achieve UNAIDS 2030 target, there's o
need to scale effective HIV services with high impact.
With an ongoing dynamic change in HIV programing for
the Key populations, it is prudent that key population im-
plementers adopt high-impact strategies that are sus-
tainable and cost-effective.

Risk characteristics, risk perception, and
long-acting PrEP awareness and interest among
Black and Hispanic men: a national survey

T. Poteat!, S. Sarkar? L. Ragone?, D. Bogan?,

MK. Rawlings?, A. Rinehart? K. Gallington?, K. Coyne?,

P. Daniele?, V. Vannappagari?

"University of North Carolina at Chapel Hill, Chapel Hill,
United States, ?ViiV Healthcare, Durham, United States,
’Evidera, Bethesda, United States

Background: Black and Hispanic people accounted for
70% of new HIV diagnoses but only 31% of HIV pre-expo-
sure prophylaxis (PrEP) users in the US between 2015 and
2019. This data demonstrates the severe inequities in PrEP
access and use in historically underserved racial and
ethnic groups in the US. Alternative PrEP options, such as
long-acting (LA) injectable PrEP, serve a critical role in ad-
dressing these gaps.

This study focused on awareness and interest in using LA-
PrEP among US Black and Hispanic men by risk character-
istics and risk perception.

Methods: Cisgender men were recruited between No-
vember 2021-March 2022 through targeted ads on social
media platforms to complete an online, self-adminis-
tered survey. Eligible participants were: 18+ years, current
US residents, self-reported Black race and/or Hispanic/
Latino ethnicity, reported penetrative (anal or vaginal)
sex in the past six months and unknown or negative HIV
status.

The survey included questions on demographics, sexual
health and behavior, awareness of LA-PrEP prior to survey,
and interest in using LA-PrEP after reading a brief product
description. Descriptive statistical analyses were conduct-
ed using SAS v9.4.
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Results: 1,728 Black and Hispanic men completed the sur-
vey (median age: 29 years; US geography: South - 53.2%,
West - 30.8%, Northeast - 10.1%, Midwest - 5.8%; sexual
orientation: heterosexual/straight - 61.3%, gay - 28.7%,
bisexual - 5.7%, another orientation - 4.3%).

Half of participants had heard of LA-PrEP prior to survey
start; three-quarters expressed interest in using LA-PrEP
after reading the description. LA-PrEP awareness and in-
terest were highest among participants who reported:
STl diagnosis in the past two years, multiple male part-
ners, injection drug use in the past year, and inconsistent
condom use with male partners.

Although LA-PrEP awareness varied by participant char-

acteristics, interest in using LA-PrEP was high across sub-
groups.
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Figure. Awareness and interest to use long-acting PrEP
among black and hispanic men by select characterstics.

Conclusions: These results illustrate high interest for LA-
PrEP among Black and Hispanic men and the need to in-
crease LA-PrEP awareness in this population.

Factors associated with frequency of drug use
among people who inject drugs enrolled in HIV
prevention program in Eastern Nepal

K. Dhakal', R. Bhattarai?, P. Shakya? A. Pun?
'Save The Children International, Program, Biratnagar,
Nepal, ?’Save The Children, Program, Kathmandu, Nepal

Background: Harm reduction services are one of the key
components of HIV prevention program in Nepal. The
frequency of drug injection is an important factor which
is related with mental health status and harms related
to injecting behavior. However, little is known about the
factors which influence the frequency of drug injection
among PWID in Nepal.

Thus, we examined the socio-economic and injecting be-
havior factors associated with frequency of drug injection
among PWID enrolled in HIV prevention program in East-
ern Nepal.

Methods: We conducted a cross-sectional study with sec-
ondary analysis of the routine program data. We included
a total of 2653 PWID clients enrolled in the harm reduction
program during 2020/2021.

We measured socio-demographic variables, drug inject-
ing behaviors such as age of initiation, types and frequen-
cy of drug use and body sites for injection. We used multi-
variable linear regression model to analyze the data.
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Results: Out of 2653 participants, 6% were women. The
mean age was 25.8 years (SD 4.2), 27% were married. More
than half of the participants had only primary level of ed-
ucation. The mean age of first injecting drug use was 19.7
years (SD 3.1). The mean frequency of drug use per week
was 8.1 times (SD 3.3). Around 89% of the participants in-
ject drugs in groin region and rest others in upper arm.
Around 96% of the participants mix more than one type
of drug during injection.

Women were more likely to inject drugs frequently per
week than men (=4.10, p<0.001). Those who initiate drug
injecting behavior at later age were more likely to inject
drugs frequently per week (=0.18, p<0.001). Those who mix
multiple drugs while injecting were more likely to inject
drugs frequently per week (=1.58, p<0.001). Those who in-
ject drugs in groin region were more likely to inject drugs
frequently per week ($=1.31, p<0.001) than those who inject
in upper arm.

Conclusions: The frequency of drug injection is associated
with gender, age of first drug injection, mixing multiple
drugs and injecting site in the body. Such evidence is help-
ful while designing interventions for harm reduction pro-
gram among PWID in Nepal.

Abstinence from the perspective of men who
have sex with men and live in Padang, a religious
city in Indonesia

M. Mahathir', B.P. Wenny? R. Sabri', S. Berlian®
"Universitas Andalas, Community Health Nursing,
Padang, Indonesia, Universitas Andalas, Mental
Health Nursing, Padang, Indonesia, Universitas
Andalas Hospital, Medical Surgical Nursing, Padang,
Indonesia

Background: HIV prevention efforts in various parts of
Indonesia still focus on the central values of culture and
religion. The way of life in the most religious semi-urban/
urban areas expects abstinence to be the most impor-
tant method promoted in HIV prevention efforts.

Various kinds of behavioral and other biomedical preven-
tion efforts that have also proven effective in suppressing
HIV transmissions, sometimes face many barriers in their
implementation, especially in areas where traditional cul-
tures, norms and religion have higher value.

This study explores the perspective of men who have sex
with men on abstinence in Indonesia.

Methods: The study was conducted by carrying out phe-
nomenological research. Data were collected between
June-September 2022. In-depth interviews were conduct-
ed with 20 MSM in Padang, Indonesia by using semi struc-
tured questions.

The data analysis in this study used the Stevick-Colaizzi-
Keen data analytical method.

Results: Five essential themes were found, the themes
were: sex is a basic human-need, abstinence is only tem-
porary, importance of alternative options to sex during

temporary abstinence, MSM will limit who they share their
sexual preference with and expectations of other preven-
tion options. Relying on HIV prevention by focusing solely
on promoting abstinence is therefore questionable.

In practice, we face a series of behavioural challenges in
implementing abstinence, and the key population itself
cannot carry out this type of prevention effectively. This
should be considered during the strategic planning of
such programs to strengthen the acceptance and imple-
mentation of more optimal abstinence behavior so that
it can significantly reduce the transmission rate.

In Indonesia, there are still few available options for HIV
prevention programs based on a behavioural or bio-
medical approaches compared to developed countries.
The limited options and outreach is even worse in under-
developed, rural, and suburban areas, yet the discrimina-
tion and stigma are still the biggest barriers of all.
Conclusions: Focusing on abstinence only could increase
the likelihood of risky behaviors. Being oppressed and dis-
criminated against, the MSM group faces 