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Innovative approaches to
delivering PrEP, self testing
and partner notification to
key and vulnerable
population.

Hortencia E. Peralta Lara
HIV and STI Prevention Advisor PAHO regional

4-5 November 2024, Port Spain Trinidad and Tobago.



The ideal Prevention journey

HIV negative
IEI/m EI

Staying on PrEP and —
s ne @ HIV‘-Ineggative forever &
—
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Quarterly - P ém
refills and —
visits -
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Starting m -

PrEP
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Life is more complicated than it looks.

Risk period changes and

= 7 stops PrEP for season o s
Al Z = B

< @ Staying on PrEP and —
~
) e o HIV-negative forever © pree |
Access services 5 -
when they can/want ] S ; )
~ v Risk period
HIV+ diagnosis JNEE ” 11 changes again
link t r Quarterly - Re-start PrEP
O tale refills and - - ‘
visits / -
1 ~ - @ m | Re-starts on
~ their own
Starting TI S-S5, ~ Can’t make it
PrEP .| & ' o ~ to the clinic
. T Ry (s - ~ Stops or takes
— i B R S —— long break
& prep Misses some doses
or splits pills PP R
b ¢ .,g“\g, World Health
, § %2 Organization

5 Pan American W, World Health
ggealth
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PrEP in LAC

Figure 0.4 Number of people who used pre-exposure prophylaxis (PrEP) at least once in 2023, by region,
and 2025 target
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Source: Global AIDS Monitorina. 2024 (https://aidsinfo.unaids. ora/).

‘iii There are many we have not yet reached!!!

150,000

100,000

50,000

People in PrEP per year.

(LAC)
167,275

110,939

2019 2020 2021 2022 2023

Barriers to implementation

Availability
Access
Acceptability and sufficient

choice

Costs

Stigma and discrimination
Legal barriers




How do we close the gap of people accessing
prevention services?

The simplified and differentiated approach

follows person-centered principles and
community settings, strengthening the e
expansion of PrEP in PCL

prevention
mentation

i ¥
Promote the use of PrEP services that are demedicalized and Qh
comprehensive to make them more acceptable and accessible. k

-Promote effective and consistent use of Oral PrEP.

-Maintain quality and safe services.

-Support the achievement of national, regional and global
goals for HIV prevention.

- Demand generation for existing services

» Increase PrEP options available to sexually active individuals.

% Pan American World Health
i) Health Organization

2’ Organization

Region




At present, we seek to offer many options.

PRE-CLINICAL PHASE |
Viiv ViiV/Pfizer Mintaka Hl?;ilszir:!rlt;r Gilead muls" s Orion

® s OO0 - -
CONRAD CONRAD CONRAD CONRAD . ‘4’

Oak Crest University of

. o . . /CAPRISA  Pittsburgh

Houston PATH/ Queens Nigerian Institute Queen's .

Methodist University Belfast for Medical Research  University Belfast L
University of
Pittsburgh

................................................................................................... “u"jl:""-pnse Prevemiu“ 'I'Bchnulngies (HP'I'S}

O O = ?@oo O

Auritec CONRAD  PATH/Po CONRAD Pop PATH/Queens IPM
Counci Council University
Kessel Belfast

O @ O O ©

University Pop Council University University UMass and Planet 0ak Crest
of North and Evofem  of North of North Biotechnology  and University
Carolina Biosciences Carolina  Carolina and 0ak Crest of North

and MassBiologics Carolina

PHASE 11

O

IPM
3-monthly

PHASE IIINIb/IV .

O &

IPM GSKNViiV
I-monthly 2-monthly

Merck Gilead
I-monthly  6-monthiy

Gilead
Daily

Pop Council
and Mylan

The components of this
dual pill are approved
but the drug combination
is not, hence, it does not
follow the traditional
phase 1-3 R&D pathway.

a2 Oral pills

Mon-specific
= ucosal insert

Intramuscular
injection

Micro-array
patch

Subcutaneous
injection

& Diaphragm

/ Implant

Acyclovir-
Zovirax
. Amphora

Broadly
bNABs neutralizing
antibody

Cabotegravir/
GSK 744

DAP  Dapivirine
Different

DDBI ) drugs being
investigated

@ Dolutegravir

DS003
(BMS793)

EVE  Elvitegravir

| DELIVERY SYSTEM ACTIVE DRUG

Levo Levonorgestrel

MVA  Maraviroc

. MK-2048

Monaclonal
MADB 1tibody

@ 0B-002H

1005 PC-1005

Pri  Pritelivir

. Progestin

TFV  Tenofovir

Tenofovi
Ee  Ethinylestradiol .pfanfenalr:]ide

Eto Etonogestrel

BRF  Griffithsin

. Islatravir
@ Lenacapavir

Tenofovir
alafenamide/
emtricitabine
Tenofovir disoproxil
fumarate/
emtricitabine

Tenofovir/
Maraviroc

5P12 5P12-RANTES

===y June 2021



How to improve the implementation of testing and PrEP/PEP services?

Task sharing to maximize use of available human
resources, e.g., physicians, nurses, pharmacists,
clinical officers, and trained and supervised peer
and community health workers.

Acceptability of provider types to the PrEP user.

Registration and regulation of provider types to
provide PrEP, HIV Testing - may vary by PrEP
product type, country regulation.

Training and accreditation, quality assurance,
protocols and linkage to centers, remuneration.

Pan American %Y World Health

Organization

Americas Region
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Scaling up access to HIV pre-exposure
prophylaxis (PrEP): should nurses do the job?

T,

Heather-Marie A Schmidt, PhD « Robin Schaefer, PhD «

Van Thi Thuy Nguyen, PhD « Mopo Radebe, PhD « Omar Sued, PhD «

Michelle Rodolph, MPH « et al. Show all authors
« Published: March 28,2022 «

DOI: https://doi.org/10.1016/52352-3018(22)00006-6

International Journal of STD & AIDS
OnlincFirst

© The Author(s) 2023, Article Reuse Guidelines
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Original Research Article
Appropriate usage of post-exposure prophylaxis-in-

pocket for HIV prevention by individuals with low-frequency
exposures

SageJournals

Matthew Clifford Rashotte‘, Deborah Yoongz, Mark Naccarato’, Oscar J Pico Espinosa", Karla
Fisher?, Isaac I Bogochs'ﬁ, and Darrell HS Tan () 467

Abstract

PEP-In-Pocket (Post-Exposure Prophylaxis-In-Pocket, or “PIP”) is a biobehavioural HIV prevention oo -
strategy wherein patients are proactively identified and given a prescription for HIV post-exposure ¢ o o
prophylaxis (PEP) medications to self-initiate in case of high-risk exposures. We evaluated this strategy ” Jo-2
in a prospective observational study at two hospital-based clinics in Toronto, Canada. HIV-negative \\ - cuidd E2-4
adults using PIP underwent chart review and completed quarterly electronic questionnaires over ) 519 E4-8

12 months. The primary objective was to quantify appropriate PIP initiation, defined as starting PIP O S0 S 50! 1R

7/2020-12/2021




The current landscape of pre-exposure

Check for .
- - . Updates ‘ PrEP Providers
prophylaxis service delivery models for HIV —
- - - Specialist | CBHW/ | Patient X -
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Malawi, self-testing distributed by the
partner increases testing

Index testing with referral slip vs HIV self-testing

440 HIV+ Clients enrolled, 367 (83%) completed follow-up survey

100%

91% 92%
80% 79%
60%
40%
27%
0
20% 19% 15%
0%
HIVST PRS

m Gave intervention = Primary partner tested = New positives

Dovel et al, Plos Medicine 2023

Partner-delivered HIV self-testing very
promising for reaching men in Malawi

92.1% 90.9% 94.3% 95.4%

87.0%
u I I I I I

STonly ST+$3 ST+$10 Lottery Reminder

* % of all* male partners testing for HIV

« Day 28 follow-up (ACASI)
* 91% 9 interviewed
*  87% to 95% of & reported to have used
HIVST kit

Choko et al, Plos Medicine 2019
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High acceptability of PrEP teleconsultation and HIV = ®)

self-testing among PrEP users during the COVID-19 "
pandemic in Brazil

Brenda Hoagland
Marcos Benedetti

%+, Thiago S. Torres
a4 Cristina Pimenta

¢ Daniel R.B. Bezerra ¢
b, Valdilea G. Veloso

¢

“, Beatriz Grinsztejn © ¢
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RESEARCH ARTICLE

Effect of differentiated direct-to-pharmacy PrEP refill visits
supported with client HIV self-testing on clinic visit time and early
PrEP continuation

Kidist Belay Zewdiel? @, Kenneth Ngure? @, Margaret Mwangi®, Dominic Mwangi?, Simon Maina®, Lydia Etyang®
Gakuo Maina®, Vallery Ogello?, Emmah Owidi4, Nelly R. Mugo?4,
25

lmcmad KA Danban amal I mmmad e I/ A Aimsimm a1 28

Current HIV/AIDS Reports (2022) 19:394-408
https://doi.org/10.1007/511904-022-00617-x

THE SCIENCE OF PREVENTION (R HEFFRON AND K NGURE, SECTION EDITORS)

Examining the Use of HIV Self-Testing to Support PrEP Delivery:
a Systematic Literature Review

Catherine Kiptinness'® - Alexandra P. Kuo? - Adriana M. Reedy? - Cheryl C. Johnson® - Kenneth Ngure>*® .
Amicii N Wannas 2,6 Watvina € Nushilad3

HIV self-testing for PrEP

[ HIVST for PrEP initiation ] [

HIVST for PrEP continuation ]

Differentiated and
simpilasd pe-ipasine
prophrylais for HV
prevention

Sawrce WHO 2022
g i e intipulicatio
e mOTEIZA0053634

{7 World Health
ggt{j Organization

10

—
©

As prescribed: every 3 months (often linked to refilling)
1 4 7 10
As needed: can be used for stopping and re-starting PrEP

1 4 7 10

As desired: can be for testing between recommended visits/refills

000000 ¢

Months since PrEP initiation

1 4 7 10

Slide adapted, courtesy of Katrina Clri‘x!n’ulézja

Pharmacy self-testing for PrEP delivery
reduced clinic visit time by 50%,
Increased adherence and retention at 6

months




PNA cascade in VICITS and antiretroviral treatment** clinics supported
by UVG's Regional HIV Program in Central America, October 2023-
September 2024

3000

2500

2143

0,
2000 /5%

74% 87%
° 89%

1500
1000

500
17% 95% 94%

: I

Index case PNA accepted Contact Contact Elegible HIVTest  HIVDX Linkage ARV

average reached for HIVT

** n=85 VICITS and ART clinics in Guatemala, El Salvador, Honduras, Nicaragua and Panama. Index case: @ M
persons who initiated or restarted ART, or with unsuppressed viral load in the reporting period. X e

CENTRO DE
ESTUDIOS EN SALUD - CES -
NSTITUTO DE INVESTIGACIONES

EE R



NAC/NAP Strategy Epidemiological Contact chain.
VICITS Clinic San Miguelito, El Salvador.

New HV dx

HIV negative.

PHIV ART

/\ Meeting places

® Rejection due to Violence

Initial index case, User MSM
diagnosed on 10/18/2021 ’w SN Profile.
, PrepP

Source: Dr. Arturo Carrillo, MINSAL El Salvador. Presentation at HIV Forum Central America December 202

No reached



Dual HIV syphilis test

- !
e . . Results
Care process and diagnostic algorithm. :

e Care in community
centers

e Carein health centers

= INntramural _—

¢ Induced demand from key
populations and migrants

e Tents, homosocialization
sites, sex work sites,
booths, webcam sites,
referral maps

g Extramural ey

| | |
Syphilis and HIV HIV reactive Syphillis positive
negative Syphilis negative HIV no reactive
Immediate

sl Education sl Diagnosis PrEP Offer [Egm= Start Treatment
Confirmation

M b cvention Kits I Referralto No treponemal
individual care test

_

iluciones)
| |

86 People with positive syphilis test

56 People with positive RPR requiring

Syphilis Prevalence 20% L L

Average RPR result 8 Dils

Same Day Treatment Delivery only with rapid

test result in persons with no history of

275 People screened for syphilis
treatment
treatment Cortesy of RED SOMOS
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PREP DISTRIBUTION BY INTERVENTON AND POPULATION
Extramural Prep

Population Clinic Mobile Unit TOTAL
8 Mobile clinics 2022 2023 2022 2023

Trans women 53 57 146

TransvivirGT MSM 51 53 124

Metropolitan Area of Guatemala City SW 26 87 204

474




Dissemination
USIPT Mexico

0
ik oWV GOBIERNODELA | SECRETARIA UNIDAD DE SALUD INTEGRAL
r“';! ° CIUDAD DE MEXICO | DE SALUD PARA PERSONAS TRANS

()

;Te interesa realizar tu tramite
de Identidad de Género?

Si eres de la Ciudad de México la Direccion General
de Diversidad Sexual y Derechos Humanos, la
Direccion General de Registro Civil y la Unidad de
Salud Integral para Personas Trans te apoyan.

Debes entregar en la USIPT los
siguientes documentos en original:

» (Copia certificada del acta de nacimiento
directa del libro, con fecha de expedicion no
mayor a 6 meses.

* |dentificacion oficial vigente que acredite la
mayoria de edad.

* Comprobante de domicilio de la Ciudad de
México, con fecha de expedicion no mayor a 3
meses.

Horario: Todos los miércoles de 10:00 AM a 5:00 PM

@ ausipt ﬂ Unidad de Salud Integral para personas trans.

activities on social networks

& UNIDAD DE SALUD INTEGRAL

€ Coordinacion
PARA PERSONAS TRANS - &

Comunitaria

La Coordinacion Comunitaria de la Unidad de Salud Integral para Personas Trans te invita a las
reuniones del mes de OCTUBRE de los grupos de pares. Ven, conoce, convive y comparte
experiencias con otras personas trans y no binarias en un espacio seguro y confiable.

MUJERES TRANS
18 DE OCTUBRE
5:00 PM a 7:30 PM

PERSONAS NO BINARIAS
11 DE OCTUBRE
11:00 AM a 1:00 PM

PERSONAS NO BINARIAS
25 DE OCTUBRE
5:00 PM a 7:00 PM

Plan de San Luis & Manuel Carpio, Santo Tomas, Miguel Hidalgo, CDMX.

o Unidad de Salud Integral Para Personas Trans. Q Unidad Salud Integral Trans |@' @USIpt

Pan American

fon ¢ World Health
ea

Organization

Organization

s Region

¢Donde puedo
acceder a estos
servicios?

4l Sida e Infecciones
de Transmision Sexual

(cApasiTS) y los Servicios ok

de Atencion Integral
Hospitalaria (S4iH)

Unidad de Salud Integral b

para Personas Trans
(usipr)

9§ Clinica Especializada

Condesa

México y Brasl son los Unico
region que forman parte de |
de la Caalicién Glabal para |
del viH, que busca reduci
infecciones por VIK para 2025,

Lo que
debes
saber sobre
la Profilaxis
Prey Post
Exposicion al

VIH

¢Quieres conacer més?

/hablemosdeprep.com

Fuentes deconsulta

+ CNSI0A. (2019, 20 di saptiembre). . Qu el Profilats
Pre Exposicidn [prte]? Blog.

g0, 2022, Gula e atenckin par oorgar refian
Pre-exposicidn en Mo, Secetariade Said Ed Jera.

1 fivo,Hablorros d i,

{ ot Expsicion Pepl.

. J i Post Exposicién parh ol Vi en parionas

s, Recomenidhesonts abeeviadas para ¢l 4quipd 4 il
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Implementing PrEP in Colombia

It is included as a component of combination prevention in health service provider institutions (IPS), aimed at men who
have sex with men (MSM) and transgender women (TG), within the framework of the inter-institutional HIV

combination prevention project.

Sensitization of partners and the state allowed the transition from demonstration project to public intervention, initially
with the support of the UN and FG. Slow start and affected by the COVID 19 pandemic.

Interagencial Combination Prevention Project
Do You Part

Biomedical Intervention Planning PAHO/WHO
Demand generation UNFPA

Creation of tecological tools UNDP 528 people A’ 636 peopl‘e

>

PreEP Pilot implementation

Participants selection

e — COUNTRY ENVELOPE FUNDS
This experience left:

Installed capacity for PrEP supply in 13 cities in Colombia.

Lessons learned at the institutional level from the implementation and baseline for the PrEP
guideline in Colombia.

The introduction of a prevention strategy in the new clinical management guide.

3 2024

|
5683 people |

|
A public health intervention, which is provided through
service providers. |
Strong community linkage and community dispensing has
begun through community IPS. |
At the beginning of 2024, the numbers are close to 7,000
people and increasing.



The NEW ENGLAND JOURNAL of MEDICINE

ORIGINAL ARTICLE

Cabotegravir for HIV Prevention
in Cisgender Men and Transgender Women

R)J. Landovitz, D. Donnell, M.E. Clement, B. Hanscom, L. Cottle, L. Coelho,

R. Cabello, S. Chariyalertsak, E.F. Dunne, |. Frank, J.A. Gallardo-Cartagena,
A.H. Gaur, P. Gonzales, H.V. Tran, J.C. Hinojosa, E.G. Kallas, C.F. Kelley,
M.H. Losso, J.V. Madruga, K. Middelkoop, N. Phanuphak, B. Santos, O. Sued,
J. Valencia Huamani, E.T. Overton, S. Swaminathan, C. del Rio, R.M. Gulick,

P. Richardson, P. Sullivan, E. Piwowar-Manning, M. Marzinke, C. Hendrix, M. L,
Z.Wang, ). Marrazzo, E. Daar, A. Asmelash, T.T. Brown, P. Anderson, S.H. Eshleman,
M. Bryan, C. Blanchette, J. Lucas, C. Psaros, S. Safren, ). Sugarman, H. Scott, ].J. Eron,
S.D. Fields, N.D. Sista, K. Gomez-Feliciano, A. Jennings, R.M. Kofron, T.H. Holtz,
K. Shin, J.F. Rooney, K.Y. Smith, W. Spreen, D. Margolis, A. Rinehart, A. Adeyeye,
M.S. Cohen, M. McCauley, and B. Grinsztejn, for the HPTN 083 Study Team*

August 12, 2021
N Engl | Med 2021; 385:595-608
DOI: 10.1056/NE)Moa2101016
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Screening day and informed consent

HPT

STEP 1 STEP 2 STEP 3

Every day
for 5 weeks

8

Every day for 1 year
Every 2 months for

approximately 3 years @

Weeks 5and 9

=
L |
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=
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L
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L
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& ) orFTcpin @ Placebo for TDF/FTC pill
@D cabotegravir (CAB) pil Placebo for cabategravir (CAB) pill
-I:H Cabotegravir (CAB) Injection -EH Placebo for cabotegravir (CAB) Injection

an HIV prevention clinical trial &

STEP 4

OPTIONAL
Every day for 5 weeks

«€D

2 shots, 4 weeks apart
then every 2 months

:%:

STEP 5

Daily




TrIC1|S N eTWOI’k Long-acting |njectab|e Forthe Epidem\c

THE LANCET

Cabotegravir for the prevention of HIV-1 in women: results
from HPTN 084, a phase 3, randomised clinical trial

Sinead Delany-Moretlwe, James P Hughes, Peter Bock, Samuel Gurrion Ouma, Portia Hunidzarira, Dishiki Kalonji, Noel Kayange, Joseph Makhema,
Patricia Mandima, Carrie Mathew, Elizabeth Spooner, Juliet Mpendo, Pamela Mukwekwerere, Nyaradzo Mgodi, Patricia Nahirya Ntege,
Gonasagrie Nair, Clemensia Nakabiito, Harriet Nuwagaba-Biribonwoha, Ravindre Panchia, Nishanta Singh, Bekezela Siziba, Jennifer Farrior,

Scott Rose, Peter L Anderson, Susan H Eshleman, Mark A Marzinke, Craig W Hendrix, Stephanie Beigel-Orme, Sybil Hosek, Elizabeth Tolley,
Nirupama Sista, Adeola Adeyeye, James F Rooney, Alex Rinehart, William R Spreen, Kimberly Smith, Brett Hanscom, Myron S Cohen,

Mina C Hosseinipour, on behalf of the HPTN 084 study group

Volume 399, issue 10337, P1779-1789, May 07, 2022
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Pepesdolora/ 10 166/613689022 11308 BMC Public Health

L . ®
Zero knowledge and high interest in the use =

of long-acting injectable pre-exposure
prophylaxis (PrEP) among adolescent men who
have sex with men and transgender women

in two capital cities in Brazil

Leo Pedrana'”, Laio Magno'?, Eliana Miura Zucchi?, Lufs Augusto Vasconcelos da Silva“, Dulce Ferraz®,
Alexandre Grangeiro®, Marcelo Castellanos’, Sandra Assis Brasil® and Inés Dourado’

Ervobmen®

’—_ PrEP CAE LA - ? |l T ? I? I: 1; ;Ig :: ;I? ll\:. II; 2I3 | EI? zl:j 3I1 3I3" 3I3 J;
- 1 3 3 o :
/ /15)_19 An implementation study of

h i Sceening/ CAB-LA for HIV PrEP among

cnlCes  comew adolescents: men who have

| > ORALPrEP — 1L | ' ' ' ' ' ' ' ' . sex with men, non-binary,

bOO & & 6 o 0 0 0 20 and trans people 15-19 years
old in Brazil
m UFmG ;&UFB‘: v%y DI 'f}q s i DRl #'Umtald ss:tfscﬁnézgi‘:e- PSIé‘;oI l;zig?:\ﬁ:?(ghgr% g :'aligeiro, Soc

Protocol Chair - Belo Horizonte: Dirceu Greco, PhD



LIOURNAL OF MEDICAL INTERNET RESEARCH Massa et al

Original Paper

A Transgender Chatbot (Amanda Selfie) to Create Pre-exposure
Prophylaxis Demand Among Adolescents in Brazil: Assessment
of Acceptability, Functionality, Usability, and Results

Paula Massa'!. PhD: Dulce Aurélia de Souza Ferraz>>, PhD: Laio Magno*®, PhD: Ana Paula Silva®, PhD: Marilia
Greco®, BSc: Inés Dourado®, PhD: Alexandre Grangeirol, MSc

@VCPREPSP

Y, World Health
¢ Organization

Americas Region

The use of a TG chatbot as a persona to promote
PrEP access among MSM and TWs was well
accepted and contributed to a slight increase in
PrEP uptake, especially among TWs.

However, complementary interactions with
humans and strategies to disseminate the tool
are essential to reduce access inequalities and
increase the chatbot's impact on the population.




First choice for PrEP and switch

Most were MSM (73.6%), Black (73.0%),
and aged 18-19 (71.3%).

9 H
82 (31.4%) CAB-LA I I 105 (40.2%) CAB-LA arm

The first choice for LAI-PrEP was higher
among those aged 15-17 years old
(38.7% vs. 28.5%, p=0.110);

== 2 (2.4%) Switch to Oral PrEP

The main reasons for choosing LAI-PrEP
B 25 (14.0%) Switch to CAB-LA were:
i) not worrying about taking pills
(80.4%),
ii) better than taking daily medication
(78.3%),
iii) not carrying medication (52.2%).

261 Participants enrolled in PrEP from April/2024

0
179 (68.6%) Oral PrEP 156 (59.8%) Oral PrEP arm

The median switch time was 43.5 days
(IQR=52.5).

Figure. Patterns of first-choice after LAl PrEP was available in the health services and switching for oral and
injectable PrEP among adolescents from sexual and gender minorities, April-September, 2024, PrEP1519.
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PrEP15-19 Choices road map

Laboratory

Rapid tests and blood colection
[20-30 min]

Enroliment
Reception and consent
process; 2 L
Study eligibility; Sociobehavioral
[40 min] questionnaire
[25-30 min]

Medical consultation
PrEP Eligibility Assessment;
Self-collection of anal and oral swabs;
Prescription of analgesics and CAB-LA.
[30 min]

Total time: 2hs and 45min

NAAT test for HIV-1 [1h30min]

PrER.

chQices

Clinic reception

Return visit scheduling
[ 5 min]

Nurse consultation
CAB-LA
application and
counseling on adverse
events.

[30 min]

Cortesy by PrEP Choices 15-19



* PrEP Choices as a playlist

Choose the one that
fits your rhythm and
makes you feel

protected!
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Browse all playlists here.

Everyday Empowerment Event-driven PrEP ;
Chill Vibes
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Long-acting

injectable
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Being where young people are - on YouTube, ,' J
Instagram, Tiktok, communication sites, using ch \icgg
accessible language, using memes and ®
personas from the LGBTQIA+ community
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r adolescentes LGBTQIAP+ && #PrEP1519

Tudo o que vocé
precisa saber

Fu TikTok Studio  (©) Instagram
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YouTube
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deve tomar.a vacina de
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Thanks to the sponsors and
members of the PrEP1519
Choices team.

potentially improving adherence and

Long-acting PrEP for adolescents offers a
E promising alternative to daily pills,
(= protection;

We initially observed a strong preference
for oral PrEP, followed by a noticeable
shift to BWC. This suggests that
individuals may need time to become
familiar with oral PrEP and better
understand the PrEP options available
before transitioning to the injectable form;

Creating stigma-free spaces with peer
educators is essential to making PreEP
services more accessible and attractive
to youth;

Pan American World Health
ealth Organization

Organization

Americas Region

ii&&&

it

Flexible PrEP options may allow
adolescents to choose between oral and
injectable PrEP and improve adherence
by accommodating individual lifestyles;

Effective HIV prevention for adolescents
requires personalized messaging through
social networks, community outreach,
and youth-friendly services;

Addressing mental health issues within
HIV prevention programs is critical to the
well-being and effective protection of
adolescents




Long Acting Injectables
PURPOSE 1 Trial

Adolescent girls and young women (aged 16-26 years) at 25 sites in South Africa and 3 sites in Uganda.
5,345 participants were randomized into 3 groups:

* Group A: Subcutaneous injection of lenacapavir (LEN) every 6 months + oral PrEP placebo.

* Group B: Daily oral TAF/FTC + LEN injection placebo.
* Group C: Daily oral TDF/FTC + LEN placebo injection.
A total of 55 women contracted HIV in the TDF/FTC and TAF/FTC groups (0 infections in the LEN group).

HIV incidence rates: Group A: 0.0 infections per 100 person-years.Group B: 2.02 infections per 100 person-
years.Group C: 1.69 infections per 100 person-years.

Poor adherence was observed in the oral PrEP groups, with many participants having little or no
tenofovir detected in blood.

Safety and tolerability: LEN was well tolerated, with the most common side effects being injection
site reactions (ISRs), which occurred in 68.8% of participants receiving LEN.

However, none of these reactions were classified as serious. Only 0.2% of participants in the LEN
arm discontinued treatment due to ISRs.

LEN demonstrated high efficacy and was well tolerated, offering a promising alternative to oral PrEP,
particularly for populations in which adherence to daily medication is a challenge
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“ ORIGINAL ARTICLE ”

Twice-Yearly Lenacapavir or Daily F/TAF
for HIV Prevention in Cisgender Women

L.-G. Bekker, M. Das, Q. Abdool Karim, K. Ahmed, J. Batting, W. Brumskine,
K. Gill, I. Harkoo, M. Jaggernath, G. Kigozi, N. Kiwanuka, P. Kotze, L. Lebina,
C.E. Louw, M. Malahleha, M. Manentsa, L.E. Mansoor, D. Moodley, V. Naicker,
L. Naidoo, M. Naidoo, G. Nair, N. Ndlovu, T. Palanee-Phillips, R. Panchia,

S. Pillay, D. Potloane, P. Selepe, N. Singh, Y. Singh, E. Spooner, A.M. Ward,
Z.Zwane, R. Ebrahimi, Y. Zhao, A. Kintu, C. Deaton, C.C. Carter, .M. Baeten,
and F. Matovu Kiweewa, for the PURPOSE 1 Study Team*

ABSTRACT

BACKGROUND

There are gaps in uptake of, adherence to, and persistence in the use of preexposure
prophylaxis for human immunodeficiency virus (HIV) prevention among cisgender
women.

METHODS

We conducted a phase 3, double-blind, randomized, controlled trial involving adoles-
cent girls and young women in South Africa and Uganda. Participants were assigned
in a 2:2:1 ratio to receive subcutaneous lenacapavir every 26 weeks, daily oral emtric-
itabine—tenofovir alafenamide (F/TAF), or daily oral emtricitabine—tenofovir disoproxil
fumarate (F/TDF; active control); all participants also received the alternate subcutane-
ous or oral placebo. We assessed the efficacy of lenacapavir and F/TAF by comparing
the incidence of HIV infection with the estimated background incidence in the
screened population and evaluated relative efficacv as compared with FITDF.




Lenacapavir for prevention: dosage regimen

Oral loading is needed to achieve PK levels
Day 1: 2 tablets of 300 mg each

Day 2: 2 tablets of 300 mg each
Subcutaneous injections every six months.

« Day 1: 927 mg lenacapavir, administered as 2 subcutaneous injections (abdominal*) of 1.5 ml of
suspension

* Repeat every 28 weeks (182 days)Without an oral loading dose, protection levels from injection alone
are reached after weeks 3-4.

* No oral loading is needed for follow-up injections if done on time (28 weeks).

« Contraindications:Rifamycin contraindicated in all.

» Methadone: need to adjust drug dose? “Be careful.”

« Other possible options for site of administration may include thigh and arm:
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC10678519
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https://www.ncbi.nlm.nih.gov/pmc/articles/PMC10678519

Rethinking post-exposure prophylaxis (PEP)

Recommendations (2016)
Overall

An HIV PEP regimen with two ARV drugs is effective, but three drugs are
preferred (conditional recommendation, fow-certainty evidence).?

Adults and adolescents

TDF + 3TC (or FTC) is recommended as the preferred backbone regimen for
HIV PEP (strong recommendation, fow-certainty evidence).®

DTG is recommended as the preferred third drug for HIV PEP (strong
recommendation, low-certainty evidence).

When available, ATV/r, DRV/r, LPW/r and RAL may be considered as alternative
third drug options for PEP {conditional recommendation, low-certainty evidence).
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- and PEP can
 STOP HIV
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Barriers to the use of PEP in HIV prevention:

* Low knowledge about PEP among groups affected by HIV.
* Limited and medicalized access.

* PEP should be used more and earlier.

When PEP is indicated:

* Consideration of STIs and emergency contraception.

* Contacts with the healthcare system to obtain PEP can be an entry
point for other services (e.g., PrEP).

The WHO is considering recommendations to optimize access to
PEP:

* Access in community settings.

e Use of self-administered tests to guide the use of PEP.



Sion) A behavioral economics approach to enhancing HIV
preexposure and postexposure prophylaxis
implementation
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e Approximately 41% of PrEP initiators stop daily oral Desired

PrEP use within 6months

* A natural pathway between PEP and PrEP has been
widely observed. .

Biomedical

Current Intervention

Time point RIS E e ] v J
Eligible : = Prescribed |
|
Biomedical | - : | - |
Intervention : —) No PrEP use 1 : No PEP use _I‘
| 1] I
N/ 7/ 1 [] ] |
—————————— — ———————— — ——— PEP ) | l PEP i ]
| | | I
5[ : 1k :
I No PrEP use r No PEP use PrEP PEP
| 9 9 | -> good adherence | > good adherence <
\ ' - [ | e |
] o - )

et L-____J__-_

9 PEP
poor adherence

PrEP

9 PrEP
good adherence
b

FIGURE 2. Flow diagram illustrating proposed postexposure prophylaxis- preexposure prophylaxis. Loop as an integrated
implementation model. The green lines map out pathways for directing susceptible individuals, whether because of nouse or
poor adherence, towards presumptive PEP prescription; and for directing PEP users (especially repeated users) to PrEP services.
This integrated loop captures three main scenarios of patient behavior to ensure all can be directed to biomedical prevention.
This design aims to establish a safety net for patients who have not benefited from PrEP and optimize the overall utility of both
biomedical tools. PEP, postexposure prophylaxis; PrEP, preexposure prophylaxis.

9L PEP
good adherence

)
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FIGURE 1. Flow diagram illusirating services gaps in current independent preexposure prophylaxis and postexposure
prophylaxis prevention services. This diagram visualizes three main scenarios of patient behavior in relation to PrEP and PEP
usage: nonuse, poor adherence, and good adherence. Effective HIV protection is only achieved through good adherence to
PrEP, whereas poor adherence or nonuse of either PrEP or PEP leaves individuals unprotected (AKA, current prevention gaps). - - oo - -
Note that although PEP with good adherence can offer onedime protection after a high-risk exposure, it cannot substitute the CU rr O pl n H |V AI DS 2024, 19 : 2 12_2 20 J | ngJ | ng L a, YaXI n
continuous protection that PrEP provides when adhered to properly. PEP, postexposure prophylaxis; PrEP, preexposure 29
prophylaxis.

Liub, Eric Nehla and Joseph D. Tuckerc




Takeaways

* No single prevention intervention can impact the numbers.

* There is a need to work on oral PrEP expansion and demand
generation.

* The person-centered approach mandates the expansion of
PrEP/PEP and ART options.

* |ncreasing access to services requires differentiated approaches,
Including task sharing.

« Paradigm shifts are challenging and require political will,
multisectoral work, and innovation.

ican 7Y World Health
WERY Organization
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