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Long-acting Cabotegravir for PrEP

A Incident HIV Infection
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Cabotegravir for HIV Prevention
in Cisgender Men and Transgender Women

Reduction in HIV incidence compared to F/TDF:

66%
RUAS

Cumulative incidence

0087 — TDF-FTC

| —— Cabotegravir

0 T T T T T T T ™ T T T T
0 9 17 25 33 41 49 57 65 73 81 89 97

Time since enrolment (weeks)

THE LANCET

T T T T T T 1
105 113 121 129 137 145 153

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

Reduction in HIV incidence compared to F/TDF:

88%

Landovitz R, N Engl J Med 2021; Delany S, Lancet 2022



LA CAB in Black MSM/TG in US

Where science meets community ®

HIV Incidence and Efficacy

HIV Incidence, US Black MSM and TGW HIV Incidence, US Non-Black MSM and TGW

HR: 0.28 (0.096-0.834) HR: 0.86 (0.004-2.060)
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2 IAS Scott, CROI 2023 (Abstract #161)



What we know
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LA CAB reduces incidence of HIV (compared to F/TDF)
In cisgender women, cisgender men who have sex with
men and transwomen at risk of HIV from sexual
Intercourse,
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The first gap in data...
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who have sex with men who were recruited for
the trial were at high risk for HIV infection, as

defined in the protocol. Key exclusion criteria |

were the use of illicit intravenous drugs within

90 days before enrollment, previous participation |

in the active treatment group of an HIV vaccine

I
HPTN 083 (n= 4566) HPTN 084 (n=3224) PWID in New Delhi (n=782)

M Intervention arm ™ Control Arm

Landovitz R, N Engl J Med 2021; Delany S, Lancet 2022; Clipman, Sci Adv 2022
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Overdose Deaths Reached Record
[ ° Seattle, W?) _— Northern Kentucky and Hamilton County, OH Lawrence and Lowell, MA
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21 cases (MSM who inject drugs)

More than 100,000 Americans died from drug overdoses in the :’

yearlong period ending in April, government researchers said. (amuary 2018 o
June 2019)
42 cases
Philadelphia, PA
(January to December 2018)

% Give this article 0 m Q 847 \ 71 cases

Cabell County, WV
(January 2018 to October 2019)
82 cases

* Does not include MSM who inject drugs

The Journal of Infectious Diseases
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Responding to Outbreaks of Human Immunodeficiency
Virus Among Persons Who Inject Drugs—United States,
2016-2019: Perspectives on Recent Experience and
Lessons Learned

Sheryl B. Lyss,'*Kate Buchacz,' R. Paul McClung,'? Alice Asher,’ and Alexandra M. Oster'?

A memorial service in Baltimore last year for a man who died of an overdose.

Lyss, JID 2022



Other populations to remember...

* People who are incarcerated
= People with unstable housing
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LA CAB reduces incidence of HIV (compared to F/TDF)

What we know
In cisgender women, cisgender men who have sex with
men and transwomen at risk of HIV from sexual

iIntercourse,
l who were willing to be enrolled in a trial of LA CAB,
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Acceptability in HPTN 083 OLE

LA CAB
770 (95.9%)

70% preferred injections and did not like pills
15% CAB was superior to TDF/FTC

803 US Participants in OLE 5% CAB was more convenient
were given a choice 4% wanted to avoid F/TF side effects

F/TDF
33 (4.1%)

52% didn’t like injections
12% thought side effects of F/TDF better described
12% concerned about resistance if CAB fails
12% scheduling challenges

2 IAS Clement, CROI 2023 (Abstract #994)




What we don’t know about acceptability

083
participants

Vulnerable
Vulnerable populations who could

populations who could benefit from
benefit from LA PrEP
LA PreEP
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What we don’t know about acceptability

083
participants

So, see them then, get injected
or get the shot, and go on and
not worry about it for a couple

months. That's awesome. That’s |

better than taking something
every day. Providence, cisgender woman

RJIAS

Vulnerable

populations who could
benefit from
LA PrEP

— e

Oh, no, no, no, no, no. The only |
one that sticks me with needles
IS me and my tattoo artist.
[LAUGH] Oh no, I'll stick with

the pill providence, cisgender man

Biello KB, AIDS Care 2019
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How do we measure acceptability?

= \Would you be willing to take an injection to prevent HIV
infection?

= And there is a very high probability you will have an injection site
reaction but will resolve in about 3 days?

= And you will need to take oral tablets for up to a year after you stop
Injections?
= And there is a possibility that you might still get infected?

= And acceptability from a provider perspective too!



LA CAB reduces incidence of HIV (compared to F/TDF)

What we know
In cisgender women, cisgender men who have sex with
men and transwomen at risk of HIV from sexual
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LA CAB reduces incidence of HIV (compared to F/TDF)

What we know
In cisgender women, cisgender men who have sex with
men and transwomen at risk of HIV from sexual

Intercourse,

l who were willing to be enrolled in atrial of LA CAB,
lm and visit a clinical research site for their injections

RUAS




Optimizing the delivery of LA CAB

2 IAS LA Times, Jan 1 2023; Barnabas, Lancet HIV 2022
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What we know
In cisgender women, cisgender men who have sex with
men and transwomen at risk of HIV from sexual

Intercourse,

l who were willing to be enrolled in atrial of LA CAB,
lm and visit a clinical research site for their injections

RUAS




LA CAB reduces incidence of HIV (compared to F/TDF)

What we know
In cisgender women, cisgender men who have sex with
men and transwomen at risk of HIV from sexual

Intercourse,

l who were willing to be enrolled in atrial of LA CAB,
lm and visit a clinical research site for their injections
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Whether or not LA CAB iIs cost-saving depends on the
pricing of LA CAB vs. generic F/TDF




What we know

= Can it be cost saving?

C Of ART initiators, proportion |
“....we found that at a ran, with integrase inhibitor resistance »0 000 to $300 000 per
QALY), CAB-LA for PrEP ¢ 1-0 rovide good value for
money if its annual price \ g'g: an generic F/TDF.”
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2 IAS Neilan AM, Ann Intern Med 2022; Jamieson, AIDS 2022; Smith, Lancet HIV 2023



What we still need to know...
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2 IAS Biello KB, AIDS Care 2019

Marrazzo #163




Adherence and HIV incidence in
6000 women

Cross-sectional Objective Longitudinal Patterns of Adherence
and Subjective Adherence by Visit (n = 2955) L Bv Group-based Traiectorv
Objective (DBS), n=237 Participants, n
ML HIV Incidence Rates Among Women with
Available Adherence Data (n = 2955)
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» Even with low incidence overall, higher patterns of adherence were directly
associated with lower risk of HIV acquisition

Calculated by Poisson regression

CROI; February 19-22, 2023; Seattle, Washington

2 IAS Marrazzo, CROI 2023 (Abstract # 163)



What we still need to know...

Oh, no, no, no, no, no. The only
one that sticks me with needles
IS me and my tattoo artist.
[LAUGH] Oh no, I'll stick with

Adherence?? the pill providence, cisgender man

Molina #119; doxyPEP .
Stewart #121

So, see them then, get injected
or get the shot, and go on and
not worry about it for a couple
months. That’'s awesome. That’s
better than taking something
every day. providence, cisgender woman

Marrazzo #163 Kakande #124; Kamya #128

Riddler #164

Grattoni #165

Duration of use?

Biello KB, AIDS Care 2019



Where does LA CAB fit in?

HIV risk reduction counseling
Overdose prevention
Cognitive Behavioral Therapy
Motivational interviewing
Contingency management

HIV

Sexually transmitted infections
Hepatitis B

Hepatitis C

) ) Tuberculosis

Diagnostics Non-communicable Diseases

Housing
Unemployment

Food

Stigma

Violence

Mental Health Support
Legal assistance
Access to vaccines

Oral ART

LAART
Management of STIs
Oral PrEP

2-1-1 PreP
LA PrEP
DoxyPEP
. HCV DAA
. Harm Reduction
Clean needles/ syringes
Naloxone
Condoms
ETS Methadone
Buprenorphine/Naloxone

LA MOUD
Bupropion

2 IAS Naltrexone ER
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