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Kaiser Permanente Northern California

Redefining Human Immunodeficiency Virus (HIV)
Preexposure Prophylaxis Failures

Julia L Marcus ™, Leo B Hurley, Dong Phuong Nguyen, Michael J Silverberg,
Jonathan E Volk

Clinical Infectious Diseases, Volume 65, Issue 10, 30 October 2017, Pages 1768-1769,
https://doi.org/10.1093/cid/cix593
Published: 29 July 2017

4.991 en PrEP (mayoria HSH)

Julio 2012-Febrero 2017

l Esperadas ~ 500 ﬁ\‘\
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ORAL ABSTRACT

Incidence of HIV-Infection
with Daily or On Demand PrEP
with TDF/FTC in the Paris Area
An Update of the ANRS Prevenir Study

J-M. Molina, J. Ghosn, C. Delaugerre, G. Pialoux, C. Katlama, L. Slama, C. Pintado, M.
Ohayon, H. Mouhim, L. Assoumou, B. Spire, M. Ben-Mechlia, D. Rojas Castro, D. Costagliola
and the ANRS Prevenir study group

Assistance Publique Hbépitaux de Paris, INSERM, Université de Paris, IPLESP,
Coalition PLUS, AIDES, ANRS, SESSTIM, ORS PACA, France

- Disclosure: Research Grants: Gilead; Advisory Boards : Merck, Gilead, ViV, Teva
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Estudio Prévenir
* >3.000 participantes (mayoria HSH)

* Region de Paris
e ~* 50 % en cada modalidad

* Marzo 2017-Septiembre 2020

* 6 infecciones (por discontinuacion de la PrEP)
—~. *361 infecciones evitadas o
FE) N

N7
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Nuevos diagnosticos de VIH en UK

== (5ay and bisexual men

===|\len who acquired HIV heterosexually
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N Public Health England 2019 Report
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IMPACTO POBLACIONAL

En 12 meses tras la implementacion de la
PrEP: disminucion del 25% en la
incidencia del VIH en HSH en New South

Wales (Australia)

e \ Population-level effectiveness of rapid, targeted, high-coverage roll-out of HIV pre- / N
= exposure prophylaxis in men who have sex with men: the EPIC-NSW prospective

\/K/\ cohort study 7
N Grulich et al. The Lancet 2018
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IMPACTO POBLACIONAL

En 24 meses tras la implementacion
de la PrEP en Escocia: disminucion
del 36% en la incidencia del VIH en

HSH con infecciones recientes

Population-level effectiveness of a national \
HIV pre-exposure prophylaxis programme in /L-\

q Men who have sex with men |
= | =] \
. Estcourt, Claudia®®; Yeung, Alan®<S; Nandwani, RakP9; Goldberg, David®<%; Cullen, Beth; Steedman, \
\ Nicola®; Wallace, LesleyS; Hutchinson, Sharon®¢ Author Information @ ;»/

\J AIDS. 2021
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Modelos de implementacion de PrEP en Espana
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MODELOS DE IMPLEMENTACION

» Prescripcion y seguimiento en unidades hospitalarias
de VIH y dispensacion en farmacia hospitalaria

s

Germans Trias i Pujol \
Hospital 7
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* Ventajas:

- Elevado grado de especializacion de prescriptores y
dispensadores

- Existencia de los recursos sanitarios

- Permite el registro centralizado de datos generados en la
dispensacion \
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* [nconvenientes:
Utilizacion de recursos de atencion sanitaria terciaria
Menor accesibilidad

Retrasos en el inicio de la PrEP por la necesidad de
derivacion a la unidad hospitalaria desde AP

Posible saturacion del sistema sanitario

- =
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» Prescripcion y seguimiento en centros de ITS y

dispensacion en el depodsito de medicamentos del
mismo centro

=[= Centro Sandoval

N
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* Ventajas:
— Mayor acceso a potenciales candidatos
— Existencia de centros de ITS en algunas ciudades
— Mayor accesibilidad

— Buena aceptacion en personas reacias a recibir
asistencia en centros hospitalarios

- =
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* |[nconvenientes:

— No existencia de centros de ITS publicos en todas CCAA

— Falta de recursos para la adecuacion de las instalaciones,
contratacion de personal, establecimiento del depdsito de
medicamentos

— Requiere el establecimiento de un convenio entre la farmacia /\
del hospital y el centro de ITS

— Reticencias respecto a la dispensacion en depdsitos de
/_ . . . . / N
:\ medicamentos de uso hospitalario para uso ambulatorio |
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»Prescripcion y seguimiento en Centros Comunitarios

- BCN
Lo B R A N
NI
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* Ventajas:

— Accesibilidad de los centros comunitarios
— Ambiente mas “amigable”

— Experiencia de los profesionales comunitarios en
estrategias preventivas
\
7%
—= N
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* |nconvenientes:

— Mayor variabilidad en la aplicaciéon del protocolo

— Requiere autorizacion y convenio para el depdsito de
medicamentos

* Se obviaria con la dispensacion en farmacias comunitarias
— Variabilidad y dificultad en el registro centralizado de

SN datos e
EE &
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Otros modelos

J'ai décidé que le Truvada ® serait pris

. ~_{ - | encharge a partir de debut 2016 dans

Fra nCIa % /le cadre dune Recommandation
\ -/, Temporaire d'Utilisation qui sera

<! publiée dans la premiére quinzaine de

bre.

(Marisol Touraine, Ministre de la Santé,
Assemblée Nationale, nov. 2015)

= Hospitales y centros de ITS
= Médicos de AP pueden renovar la prescripcion
= Medicacion suministrada en hospitales y farmacias privadas
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ACCEPTABILITY AND FEASIBILITY OF APHARMACIST-LED
PRE-EXPOSURE PROPHYLAXIS PROGRAM IN THE

w ULNIVElRS Tv" O'F N‘gSKA Sara H. Bares', Joshua P. Havens', Harlan Sayles? Jeff Kilborn?, Kimberly K. Scarsi4, Donald G. Klepser4, Susan Swindells'
ME:JICAIJCENTER 'Division of Infectious Diseases, University of Nebraska Medical Center, Omaha, Nebraska 2Department of Biostatistics, University of Nebraska Medical

Center, Omaha, Nebraska 3Elmwood Pharmacy, Omaha, Nebraska “Department of Pharmacy Practice, University of Nebraska Medical Center, Omaha,

Nebraska Contact: sara.bares@unmc.edu

o All pharmacists received training for the provision of PrEP.
o Through a collaborative practice agreement (CPA), pharmacists:

Met with patients individually

Obtained a medical history

Performed risk assessment

Performed point-of-care testing (HIV screen, creatinine and syphilis)
Collected samples for gonorrhea and chlamydia

Provided medication and adherence counseling

Prescribed emtricitabine-tenofovir DF when appropriate.

Conclusions

> Implementation of a pharmacist-led PrEP program is feasible, and
associated with high rates of pharmacist and patient acceptability.

October 3-7 # San Francisco, CA » www.idweek.org

IDWeek
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Vannakit R et al. Journal of the International AIDS S iety 2020, 23:25535 -
http://onlinelibrarywiley.com/doi/10.1002/jia2.25535/full | https://do 10.1002/jia2.25535 I A S

INTERI IE

VIEWPOINT

Give the community the tools and they will help finish the job:
key population-led health services for ending AIDS in Thailand

Ravipa Vannakit* (®), Surang Janyam?, Danai Linjongrat®, Pongthorn Chanlearn®, Satayu Sittikarn®,
Supabhorn Pengnonyang®, Rena Janamnuaysook®, Krittaporn Termvanich®, Reshmie Ramautarsing®
Nittaya Phanuphak® (& and Praphan Phanuphak®*

» Key population-led services are
now supporting 82% of PrEP users
in Thailand
e Just three years after the country

l legalised key provider-led PrEP

\/
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IMPLEMENTATION OF MOBILE PrEP, STI, AND HIV-PREVENTION SERVICES IN
SOUTH FLORIDA

Susanne Doblecki-Lewis

Implementation of HIV-PrEP
prevention and STl services using a
mobile clinic model is acceptable and
effective in engaging Hispanic/Latino
immigrant MSM at risk for HIV and STls

al

onference virus
and ortunistic Infections
oston
h 8-11, 2020
//g

(¢
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Manejo clinico de la PrEP: édeberiamos introducir cambios?
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12 visita

Historia clinica

— Anamnesis (incluyendo actividad sexual, consumo de drogas,
“chemsex”)

— Exploracion
Test de VIH de 42 generacion, y carga viral si sospecha de
primoinfeccion
Cribado de ITS: sifilis, gonococia, LGV y Chlamydia trachomatis
Serologia de VHA, VHB y VHC
Analitica: creatinina y FGe, sistematico de orina N
Test de embarazo en mujeres en edad fertil N
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* Vacunacion frente al VHA, VHB y VPH si precisa

* |Informar sobre regimenes de PrEP, posibles efectos
adversos, como interrumpir y reanudarla

* Enfatizar la importancia de una correcta adherencia
* Consejo sobre la prevencion de otras ITS

e DESCARTAR SIEMPRE una infeccion por VIH antes de

\v

iniciar la PrEP

\
\

/*"\
i

- =
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del programa de Profilaxis
Pre-exposicién al VIH en Espafia

Plan Nacional sobre el Sida Después de iniciar la PrEP se debe realizar un seguimiento clinico y analitico:
Ministerio de Sanidad

Febrero 2020 A las 4 semanas:

C Descartar probable infeccion aguda por el VIH al inicio del programa de PrEP

C Valoracion de posibles efectos adversos, [determinacion de creatinina y fosforo séricos,
FGe, sistematico de orina con glucosuria, sedimento y cociente proteina/creatinina en

@) Manual para la implementacién A) PRUEBAS ANALI’TICAS

orina] y control de la adherencia (8).

Trimestralmente:
C Serologia de VIH con ELISA de cuarta generacion, y si existen sintomas o signos de
infeccion aguda, carga viral plasmatica (CVP).
¢ Cribado de ITS incluyendo, sifilis, gonococia, linfogranuloma venéreo y clamidia.
¢ Creatinina y fosforo séricos, FGe.
C Sistematico de orina con glucosuria, sedimento y cociente proteina/creatinina en orina.
En personas <40 anos y sin patologia renal, se podria realizar de forma semestral.

¢ Test de embarazo en mujeres fértiles.
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* BCN Checkpoint (centro comunitario de deteccion de
VIH y otras ITS dirigido a HSH y mujeres transgénero)

 BCN PrEP:-Point (creado en Noviembre 2017)
» 2600 HSH y mujeres transgénero en PrEP

* Debido a la COVID-19, adaptacion del protocolo

R 4 BCN 3 Centre comunitari d’informacié, control i - ] B
*\ PrEP-Point recerca de la Profilaxi Preexposicié al VIH - v i a— ;
- A g “ = J.'.."‘ /e ) =t .:-' = ] ‘*A S et “:‘ % e
&) TR S N
AR ) A e DR | %_-f'
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Modificacion del protocolo

* A partir del 1er ano, visitas presenciales cada 6 meses, siempre que cumpla
los siguientes criterios:

* Aceptar voluntariamente las condiciones
» Capacidad de realizar el auto-test

* Buena adherencia

 Menor de 50 afios
* FG estable y > 70 ml/min

* No factores de riesgo renales (DM, HTA, farmacos nefrotdxicos, etc) \

* No presentar sintomatologia de ITS actual o reciente P
SV\ N

N7
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Modificacion del protocolo

 Entre las visitas presenciales se realiza envio o recogida en el centro
de medicacion para 3 meses y auto-test VIH (con instrucciones sobre
como hacer la prueba y qué hacer en caso de resultado reactivo)

* Envio de foto del auto-test una vez realizado por el usuario
* Auto-toma de muestras para cribado de ITS
* Visitas presenciales de seguimiento por enfermeria cada 6 meses

* Visita telefénica de seguimiento si precisa
* Visita presencial si antibiotico inyectable
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2020 Recommendations of the International Antiviral Society—USA

During PrEP
« At1month:

o Combined HIV antibody and antigen test (evidence rating: Blll)
e Quarterly:

o Combined HIV antibody and antigen test (evidence rating: Ala)

o Estimated creatinine clearance rate (at first quarterly visit and annually thereafter; evidence rating: Alla); every 3 to
6 months for patients with or at risk for kidney injury (evidence rating: Blla)

o Genital and nongenital N gonorrhea and C trachomatis testing by NAAT (evidence rating: Alla)
o Syphilis testing (evidence rating: Alla)

o Pregnancy testing for individuals of childbearing potential (evidence rating: Alla)

o Annually:
o Combined HIV antibody and antigen test (evidence rating: Ala) RN
o Estimated creatinine clearance rate (evidence rating: Alla) .

o Hepatitis C virus antibody test (every 3-6 months for people who inject drugs and MSM who use recreational drugs Saag MS et al. Antiretroviral Drugs for Treatment and \;/

at the time of sex if liver function test results are abnormal) (evidence rating: Blla) Prevention of HIV Infection in Adults: 2020 Recommendations
of the International Antiviral Society—USA Panel. JAMA. 2020
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US Public Health Service

PREEXPOSURE PROPHYLAXIS FOR
THE PREVENTION OF HIV
INFECTION IN THE UNITED STATES
— 2021 UPDATE

A CLINICAL PRACTICE GUIDELINE

* Creatinine clearance once every 12 months for persons
under age 50 or > 90 mL/min when they started oral PrEP
* For all other persons, every 6 months

N
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Population

Differentiated and
simplified pre-exposure

Measurement of kidney function:

At initiation

prophylaxis for HIV

prevention

Individuals aged under 30 years and
no kidney-related comorbidities?

Optional ]

Update to WHO implementation guidance
TECHNICAL BRIEF

/)

At follow-up

If no initiation test conducted
or if initiation test is normal,®
follow-up is optional

If initiation test result
suggests at least mild loss of
kidney function,* follow-up
measurements every 6-12
months are suggested

Individuals aged 30-49 years and
no kidney-related comorbidities?

Optional/conduct once, at or
within 1-3 months of initiationd

If initiation test is normal,”
follow-up is optional

N——/

Individuals aged 50+ years and no
kidney-related comorbidities?

Individuals of any age with kidney-related
comorbidities®

PP
G722 World Health
2022 \@} Organization

Individuals with previous measurement
of kidney function suggesting at least
mild loss of kidney function®

Conduct once, at or within 1-3
months of initiation

If initiation test result
suggests at least mild loss of
kidney function,* follow-up
measurements every 6-12
months are suggested

Follow-up measurements
every 6-12 months
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* R AIDS 2022

29 July - 2 August

Share | https://programme.aids2022.org/Abstract/Abstract/?abstractid=2530 @

The effect of six-month PrEP dispensing supported with interim HIV self-testing on PrEP
continuation at 12 months in Kenya: a randomized implementation trial

* 495 participants

Katrina F. Ortblad et al

e Six-month PrEP dispensing with interim HIV seIf—testlng
resulted in high PrEP continuation at one year

* HIV testing and PrEP refilling were generally comparable

~ ~ tostandard of care PrEP dispensing /‘\
@\m (&

N
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¢Y qué opinan los usuarios?

N
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Acceptance of HIV home self-testing to follow-up PrEP users from a community center
in Barcelona. A response to the pandemic-related barriers to maintain prevention
programs and scale up PrEP usage

J.M. Cabrera Guarin * (1,2,3), F. Pérez (1), M. Meulbroek (1), P. Coll (1,4), A. Rivero Calaf (1,2,3), M. tucejko (1,2,3), J. Fernandez (1,2), J. Reguant (1,2), J. Romero (1,2), J. Calderén (1,2), F.
Pujol (1), J. Saz (1)

Consider this change is good for the PrEP follow-up

40
30
20
10
: iy
< (/] » < (-
) ) (. )
N Y%
S Q\*
6\ ‘o(‘
%\
Presented at AIDS 2022




G \VIIIRNaRas @
Viernes 23 y sabado 24 de septiembre il

Optimising PrEP delivery- where and how people want

Cji?Heauh to get PrEP. Findings from the 2020 PrEP user survey
Security Adamma Aghaizu & Amber Newbigging-Lister, Phil Samba, John Saunders, Valerie
Agency Delpech, Greg Owen, Will Nutland

British HIV Association Spring Conference 2022

ﬁ 25% (321 ) remote SeI'VICG 'l:&l!\'c.n PrEP at all ’in II:L)
46% (580/1 271) > eg On“ne, phone or app UK since January 20177

Fill out our quick survey!

Suggested new

HEEEEE el 14% (181) via pharmacy/over

the counter PrEP
sul’vcy
2020

10% (126) via GP Pts @ED Thiv |2

P

1% (17) Other e.g. community
settings 150 2
participants | .~

*Outside of access options available between 2017-2020
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* \Videoconferencias
 Acceso del usuario a sus analiticas
* Gestion del envio de medicacion

e Gestion de citas

+-DOOLE

&

\ -,
https://www.doolehealth.com/
\J (consultado 24/8/2022)
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» Telehealth has the potential to remove barriers to PrEP
uptake and persistence and support effective use of PrEP

» WHO recommends that online delivery of HIV and STI
services to key populations may be offered as an additional
option

» Ensuring that data security and confidentiality are protected

Differentiated and
simplified pre-exposure
prophylaxis for HIV
prevention

Upd: WHO implementatior

rrrrrrrrrrrr
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= Nuevos farmacos y modalidades en el horizonte




TAF/FTC no es inferior al TDF/FTC

The Phase 3 DISCOVER Study:
Daily F/TAF or F/TDF
For HIV Pre-Exposure Prophylaxis

Brad Hare', Pep Coll?, Peter Ruane?, Jean-Michel Molina4, Kenneth Mayer>,

Heiko Jessen®, Robert Grant’, Joss De Weté, Melanie Thompson?®, Edwin DeJesus'?,
Ramin Ebrahimi'', Robertino Mera'!, Moupali Das'", Diana Brainard', Scott McCallister!
'Kaiser-Permanente, San Francisco, CA,; 2Institut de Recerca de la Sida, Barcelona, Spain; 3Ruane Clinical Research, Los

Angeles, CA,; 4University of Paris Diderot, France; SHarvard T.H. Chan School of Public Health, Boston, MA; 6Praxis Jessen,
Academic Teaching Clinic of Charité, Universitatsmedizin, Berlin, Germany; "University of California, San Francisco, San

Francisco, CA; 8Spectrum Health, Vancouver, Canada; °AlIDS Research Consortium of Atlanta, Atlanta, GA; '°Orlando
Immunology Center, FL; ""Gilead Sciences, Inc., Foster City, CA

Hare CROI 2019
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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, I. 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. Li,
Z.Wang, J. Marrazzo, E. Daar, A. Asmelash, T.T. Brown, P. Anderson, S.H. Eshleman,
M. Bryan, C. Blanchette, J. Lucas, C. Psaros, S. Safren, J. Sugarman, H. Scott, J.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*

2021

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

Lancet 2022

CABOTEGRAVIR inyectable de accion
prolongada es superior a la PrEP oral
con TDF/FTC para la prevencion del VIH
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PHASE 1 PK, SAFETY, AND
ACCEPTABILITY STUDY OF
3-MONTH DAPIVIRINE VAGINAL RINGS

Anillo vaginal de Dapivirina

e Recambio cada 4-13 semanas

Albert Liu, MD, MPH
On behalf of the MTN-036/IPM 047 Protocol Team

e Ve ntajas: CROI 2021

* control por la propia mujer

e poca absorcion sistémica

D;mno resistencias

N
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Ensayos clinicos con Islatravir

* IMPOWER 022

* En mujeres

* IMPOWER 024
* En HSH y mujeres transgénero

* Dosis oral mensual ISL v.s. FTC/TDF o FTC/TAF
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Implante
(duracion 12 meses)

NEXT-GENERATION ISLATRAVIR IMPLAM
PROJECTED TO PROVIDE YEARLY HIV PROPH

lOCS
n Projected ISL-TP wi
8 2.5th and 97 5th pen
3 0
I.g 10°4 * Mean (SD) Observe
B
H
& 10
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Implante de TAF
estudios preclinicos

o aa A
e
M

p 100 110 120 130 140 150 1

Tenofovir alafenamide
polycaprolactone
biodegradable
implant

Solid drug
core =

_____ Thin-film
polymer
membrane

Dissolved
drug ~ sesess Biological fluid in
(saturated)

Dissolved drug
out

Schlesinger EB et al. Pharma Research 2016
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ﬁ . A§:£:::., ®

Capsnd Dl;assembly K O / Vi # Capsid (CA) e . Gag/Gag-Pol
Irus Smend (CA precursors)
Reverse
Nuclear Transport \4 o

Production transcriptase (RT) ~~~ HIVRNA
———

——— 0 Integrase (IN) ~~~ HIVDNA

B o ==
7N

[] [ ] [ Y 4 e
N
* inhibits multiple processes essential for viral replication Ad min IStraCIO n sc
= * modulates the stability and/or transport of capsid complexes

Yant SR, et al. CROI 2019. Seattle, WA; Absiract 480; Yant SR, et al. CROI 2019. Seattle, WA; Abstract 141
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Ensayos clinicos con
Lenacapavir

* Inyeccion sc semestral LEN v.s. FTC/TDF o FTC/TAF




{}PU RPOSE 1 Design to evaluate efficacy & safety of
LEN and F/TAF for PrEP in cisgender women

Cisgender AGYW: N=5000
Week
0 52

LEN SC gébm —: F/TAF placebo
n=2000 F/TDF placebo

Cross-sectional RCULSIMIEEMY F/TAF po qd + LEN SC gém placebo, n=2000
HIV Incidence

2:2:1

Cohort F/TDF po qd + LEN SC qém placebo
to estimate bHIV n=1000 Internal active control

bHIV counterfactual from recent

infection testing algorithm External control

Sites in South Africa and Uganda with sufficient bHIV

DBS, dried blood spot.
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{}PU RPOSE 2 Design to evaluate efficacy & safety of LEN for PrEP in
cisgender men, transgender women, transgender men, and gender non-
binary people who have sex with men

CGMSM, TGW, TGM, GNB SM: N=3000

Week
0 52

LEN SC qém + F/TDF po qd placebo

n=2000

. Randomized
Cross-sectional 2:1

HIV Incidence F/TDF po qd + LEN SC qém placebo
Cohort to n=1000
estimate bHIV

Internal active control

bHIV counterfactual from recent

Infection testing algorithm

External control

Sites in the US, Peru, Brazil, and South Africa with sufficient bHIV

CGMSM, cisgender men who have sex with men; GNB, gender nonbinary individuals; TGM, transgender men.
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R PURPOSE 4 / HPTN 103

Phase 2 Randomized Open-Label Evaluation of PK, Safety, Tolerability and
Acceptability of LEN in US PWID

weeks
i i

0 26 VA Objectives

LEN SC injection q26W Primary PK, Safety, Tolerability & Acceptability
n=125
Secondary Adherence/On-Time Injection

US PWID

N=250 T Comparison of P4 LEN PK to PK in LEN
n=125 _ Exploratory  Development Program
Internal active control DDI with opioid substitution therapy

*Switch to PK tail for 78 weeks

Gilead collaboration with HPTN
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Anticuerpos ampliamente neutralizantes
AMP Study (Antibody Mediated Prevention)

HVTN 704/HPTN 085 HVTN 703/HPTN 081
* 2700 HSH y personas * 1900 mujeres
transgénero

* Administracion iv cada 8
semanas de Ac o placebo
(10 en total)

NO EFICACIA

https://www.hptn.org/news-and-events/press-releases/most-advanced-clinical-trials-testing-broadly-neutralizing-
antibody
Consultado el 24/6/2021 Model of the VRCO1 antibody
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* Facilitar los circuitos de derivacion y seguimiento
* Clinicas de ITS, Unidades de VIH, AP, Centros Comunitarios
 Simplificacion del protocolo
* Implicacion de enfermeria, farmacéuticos y la comunidad

“Medicalizar” lo menos posible <>
e Asegurar la continuidad mientras exista la necesidad de PrEP
~_ - * Cuantas mas opciones, mejor / n
) N

N
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