AETC AIDS Education &
Training Center Program

Southeast

HIV update : 2026

Vidhu Kariyawasam, MD

Associate Professor of Medicine

Infectious Diseases and Global Medicine

University of Florida College of Medicine, Gainesville
Faculty, North Florida AETC

Continuing Education Disclosure

= The activity planners and speaker do not have any financial relationships
with commercial entities to disclose.

This slide set has been peer-reviewed to ensure that there are no
conflicts of interest represented in the presentation.

5/28/2026



5/28/2026

Objectives

= Recognize the global, national and local epidemiology of

HIV

= Describe the indications for HIV screening and
characteristics of the HIV antibody test

= Recognize the role of test and treat in rapid initiation of
antiretroviral therapy and current HIV treatment

guidelines

= Report new HIV therapy options
= |dentify current HIV prevention

AETC memsi,..

Southeast
N

HIV

= Retrovirus that infects and
destroys CD4 cells

= CD4 count: normal range
is ~460-1600 cells/mm?3

= HIV viral load (VL): goal
once patient is on
medications is <20
“‘undetectable”

WHAT IS HIV?

Human Immunodeficiency Virus (HIV)
is a virus that attacks cells that help the
body fight infection.

*»

There’s no cure, but it is
treatable with medicine. EM
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Typical Course of HIV Without Treatment
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Definition: Opportunistic Infection (Ol)

= |Infection by a microorganism that normally does not
cause disease but becomes pathogenic when the body's
immune system is impaired and unable to fight off
infection

* Frequently a reactivation of an infection acquired in the
past which was controlled when immune system was
functional (latent infection)

= Can occur de novo

= Typically caused by a low virulence organism that
becomes overwhelming due to poor cell mediated
immunity
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Opportunistic Infection Risk

» Candidiasis (thrush)
» Kaposi’'s sarcoma

* Pneumocystis jirovecii pneumonia (PCP)
 Histoplasmosis

 Toxoplasmosis h
» Cryptococcal meningitis
» Cytomegalovirus (CMV) retinitis y

» Mycobacterium avium complex (MAC)

https://www.aids.gov/hiv-aids-basics/staying-healthy-with-hiv-aids/potential-related-health-problems/opportunistic-infections/

A person
without HIV 79 VEARS

A person with HIV
diagnosed at age
20 taking current

HIV medicines

A person with HIV
diagnosed at age 20
not taking current
HIV medicines

32 YEARS

SOURCE: National Vital Statistics Reports, 2012; PLoS One, 201 3; and Journal of the
American Medical Association, 1993.

https://aidsinfo gov/guidelines/html/1/adult-and-adolescent-arv/9/treatment-goals

CDC.gov. https://www.cdc.gov/hiv/images/webl/library/infographics/continuum_instagram3_612x612.jpg
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Summary of the global HIV epidemic, 2022

People living People People dying from
with HIV acquiring HIV HIV-related causes

39.0 million 1.3 million 630000
[33.1-45.7 million] [1.0-1.7 million] [480 000-880 000]

37.5 million 1.2 million 540000
[31.8-43.6 million] [900 000-1.6 million] [410 000-770 000]

130000
(90 000-210 000}

84000
[56 000-120 000]

1.5 million
[1.2-2.1 million]

Knowledge of HIV status in the US, 2022*

For every 100 people with HIV

In 2022, an estimated sssssssses 87
1.2 million people had HIV. : .

knew their
sosssssss HIV status.

* Among people aged 13 and older.
Source: CDC. Estimated HIV incidence and prevalence inthe United States, 2018-2022. HIV Surveillance Supplemental Report, 2024; 29(1).
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HIV Diagnoses US, 2018-2022

37504 36,768 — 37,981
5 36,096 .
L ® o7 ® 5% increase
30,630 may be due to post-pandemic
effects on the US public health
SyS:E‘\T\
2018 2019 2020 2021 2022
(COVID-19

Pandemic)

I Ending | Qverall Goal: Decrease the number of new HIV diagnoses to
| Epidemic | 9,588 by 2025 and 3,000 by 2030.

HIV diagnoses in the US and 6 territories and freely associated
states for the most-affected subpopulations, 2022**

Gay and bisexual men are

the population most
affected by HIV.

6iij

Hispanic/Latino?
Male-to-Male Sexual Contact

Black/African American**
Male-to-Male Sexual Contact

White Male-to-Male
Sexual Contact

[/

|

Black/African American Women,
Heterosexual Contact

Black/African American Men
Heterosexual Contact

Hispanic/Latina Women,

Heterosexual Contact Yo
P S -
White Women,
Heterosexual Contact
I 5 1 |
0 2,000 4,000 6,000 8,000 10,000
subpopulations representing 2% of les peaple who received an HIV diagnosis 022 are not represented in this chart

nor

TTransmission category is classified based on a hierarchy of risk factors most likely re

statistically adjuste

ansmission category.

ation is determined based on the person's assigned sex at birth, Data have been
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The South accounted for more than half (52%) of HIV diagnoses
in 2022.

N=37,981

MIDWEST NORTHEAST
13%
13%
(4,89: ) (5,069)
(Including Hawail and Alaska)
21%
(7,848)

SOUTH
52%
(19,793)

P {‘, ASSOCIATED STATES
r . 1%
o (380)

AETC = Centers for Disease Control and Prevention. Diagnoses, Deaths, and Prevalence of HIV in the United

T

S\ou‘lh'ea\ States and 6 Territories and Freely Associated States, 2022. HIV Surveillance Report 2024; 35

US TERRITORIES AND FREELY

Top Ten States by Number of New HIV Diagnoses (Adults and Adolescents), 2022

Click on the buttons below to see number or rate of new HIV diagnoses:

State New HIV Diagnoses, Number (%)
Texas 4,896 (13%)
California 4,856 (13%)
Florida 4,290 (11%)
Georgia 2,511 (7%)

New York 2,226 (6%)

North Carolina 1,353 (4%)

Illinois 1,306 (3%)

New Jersey 1,090 (3%)
Pennsylvania 954 (3%)
Arizona/Tennessee (tied) 860 (2%) / 860 (2%)
Subtotal 25,202 (67%)

U.S. Total 37,601 (100%)

KFF. The HIV/AIDS Epidemic in United States: The Basics. Available at
. Accessed 9/24/24.
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Ending the HIV Epidemic: A Plan for America

GOAL - HHS will work with each community to establish local teams
® on the ground to tailor and implement strategies to:
750/0 Diagnose all people with HIV as early as possible.
reduction
in new HIV
A = Treat the infection rapidly and effectively to achieve sustained
infections viral suppression. RIS *
in 5 years
and at least @
@ PIEVentnewHNhansrmssbnsbyLangprmlen interventions, Includ‘ng
900/0 ’ Qgg pre-exposure prophylaxis (PrEP) and syringe services programs (SSPs).
reduction =
10 years. Respond quickly to potential HIV outbreaks to get needed

prevention and treatment services to people who need them.

a

AETC
Southeast
N

HIV CAN BE TRANSMITTED BY

= S 79

Sexual Contact Sharing Needles Mother to Baby During
to Inject Drugs Pregnancy, Birth, or Breastfeeding

HIV IS NOT TRANSMITTED BY

Air or Water Saliva, Sweat, Tears, or Insects or Pets Sharing Toilets,
Closed-Mouth Kissing Food, or Drinks

CDC.gov. HIV 101. Available at https://www.cdc.gov/hiv/pdf/library/factsheets/hiv101-consumer-info.pdf. Accessed 2/18/20.
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Estimated Per-Act Probability of Acquiring HIV
from an Infected Source

Type of Exposure

Parenteral3

Blood Transfusion
Needle-sharing during injection drug use
Percutaneous (needle-stick)

Sexual3
Receptive anal intercourse
Insertive anal intercourse
Receptive penile-vaginal intercourse
Insertive penile-vaginal intercourse
Receptive oral intercourse
Insertive oral intercourse

Other~
Biting
Spitting
Throwing body fluids (including semen or saliva)

Sharing sex toys

Risk per 10,000
Exposures

9,250
63
23

negligible4
negligible
negligible

negligible

http://www.cdc.gov/hiv/policies/law/risk.html

When should | test for H*

= |n 2006, the CDC issued guidelines
advocating routine voluntary HIV
screening of all patients aged 13 to 64
years as a normal part of medical care,
without the need for signed consent or
counseling:

“Opt-out Testing”

= On July 1, 2015, a Florida law went into
effect that removed need for written
consent for HIV testing in healthcare
settings

CDC defines opt-out
@ screening as: “‘Performing
HIV screening after

notifying the patient that
1) the test will be performed and

defer testing. Assent is inferred
unless the patient declines testing”
[Branson, Handsfield, et al. 2006

2) the patient may elect to decline or

[&t New Orders

HIV 1/2 ANTIGEN/ANTIBODY, FOURTH GENERATION W/RFL

Routine, ONCE First occurrence Today at 1345
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19

Who Needs More Targeted Screening?

= Screen

= All patients starting treatment for tuberculosis

= All patients seeking treatment for STls during each visit for a new complaint

= Pregnant women — enfry into care and third trimester, at delivery if indicated
= Screen at least annually

= Intravenous drug users and their sex partners
= People who exchange sex for money or drugs
= Sex partners of people with HIV infection

= Men who have sexual contact with men or heterosexuals who have or who
their sex partners have had more than one sex partner since their most
recent HIV test + F = = =

HIV Screening in Pregnant Women

= Universal Opt-out screening
= Address reasons for declining test

= Document declinations in the medical records
= Timing of HIV test

= At presentation for pregnancy care (as early as possible in
each pregnancy)
= Repeat in third trimester, at 28-32 weeks gestation

= Rapid testing at time of delivery, if indica*~ -
ONE TEST

JoARST TWO LIVES

Alns Get tested for HIV. For you and baby.™

10
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% of People with HIV  Status of Care s‘fc :l{:::![?:rfg;::;iunsﬂ
15% Didn't know they had HIV 38%

Knew they had HIV but weren't in care 43%

In care but not virally suppressed 20%

23%

1%

HIV Transmissions in the United States, 2016

Taking HIV medicine and virally suppressed 0%

https:/ffiles.hiv.gov/s3fs-public/HIV-National-Strategic-Plan-2021-2025.pdf

HIV Testing A

B!
10
§
3 a42%
MISSED i
Opportunities £
8

people at
high risk who weren't 10
tested for HIV in the past

=}

year saw a healthcare
provider during that time. Heterosexuals at Peoplewho Gay and
More than of them increased risk inject drugs bisexual men

weren't offered a test. Many people at high risk™ for HIV aren't getting tested every year

CDC.gov. Vital Signs, November/December 2017.

0 59% F
@ 0 | ‘ | ﬂ. ‘3

I 29%

11
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Taking a Sexual History

SEERASERSE = Make it a normal part of
each visit
* The Five “P’s
= Partners
= Practices
= Protection from STDs
TG = Past history of STDs
-I = Prevention of pregnancy

AETC izizzt,.. _ _
Southeast CDC.gov. Available at https://www.cdc.gov/std/treatment/sexualhistory.pdf
N

24

How Do We Test For HIV Infection?

= HIV Antigen/Antibody Test (4" generation testing)
= Can detect acute HIV infection

= HIV Antibody Test (3™ generation)

= Rapid HIV Test
= Blood or sputum
= Requires confirmation

= HIV viral load

= Can detect acute HIV infection

AETC 25t

Southeast
N

12
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HIV-1/ HIV-2 antigen/antibody
combination immunoassay

[

'

(+) .
HIV-1/HIV-2 antibody
difference immunoassay

) )
( Negative for HIV-1 and HIV-2
antibodies and p24 Ag

v !

' !

detected detected
o

HIV-1 (+) HIV-1 (=) HIV-1 (+) HIV-1 (=) ‘
HIV-2 (=) HIV-2 (+) HIV-2 (+) or indeterminate
HIV-1 antibodies HIV-2 antibodies HIV antibodies HIV-2 (=)
detected

: J - |

(+) Reactive test result
(-) Nonreactive test result

[ HIV-1 NAT
|
' !

HIV-1 (=) NAT (+)
| Acute HIV-1 infection

HIV-1 (=) NAT (-)
Negative for HIV-1

\ J

Nucleic Acid
Test (NAT)

window period

i Antigen/
i Antibody Lab Test

window period

10-33 days ;| 18-45 days

o

iz

CDC.gov. Getting Tested for HIV. Available at https://www.cdc.gov/hiv/testing/index.html. Accessed 1/15/2025.

Window Period and HIV Tests

Rapid Antigen/ Antibody
Antibody Test Test
window period window period
18-90 days ;| 23-90 days

PHARMACY

13
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— HIV RNA (plasma)
-== HIV-1 p24 antigen
HIV antibody
HIV infection
’ - /[
r T T T T T T T T T T T T
0 10 20 30 40 50 60 70 80 150 360 540 720
L A * ‘ 4 Days
L oveinins TR :
Eg{'&i‘f + Acute HIV infection I Established HIV infection
B [ deessanne [
. 1 1 1
Viral . Antibody Antibody Antibody
detection:  detection detection detection
Mucleic acid .  3rd generation 2rd generation 1st generation
test . immunoassay immunoassay immunoassay
Viral ! ! :
detection ! ! !
4th generation im- 1 I I 3 5 5 ;
1 I Figure 2. Laboratory testing for the diagnosis of HIV in-

munoassay i
1

AETC s
Southeast

What if the HIV test is negative?

= Face to face notification of negative test result is not
required

= Consider if patient at ongoing risk of HIV acquisition

Counsel on risk reduction strategies

Provide condoms

PrEP evaluation and offer
Make aware of HIV Post-exposure prophylaxis (PEP)
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What happens if the test is positive?

= Positive rapid tests require confirmation

= Results should be communicated confidentially through
personal contact

= Provide counseling
= HIV is a manageable disease
= Discuss HIV risk reduction

= Discuss ways to handle the emotional consequences of a positive
result

= Inform the patient that they might be contacted by health
department staff

AETC S5 b
Southeast
N

Partner Notification

= Partner notification is not legally mandated in the state of
Florida
= Advise patients with a positive HIV test of the importance of
notifying partners who may have been exposed and counsel on
prevention of HIV transmission
» The Florida Department of Health can provide confidential
partner notification services ‘

15
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Main symptoms of

Acute HIV infection

Systemic: L

- Fever P S
- Weight loss gl
Pharyngitis \
Mouth: r.:
- Sores A

- Thrush lI ;

¥
Esophagus:

- Sores

Muscles:
- Myalgia

Liver and
spleen: |
- Enlargement &

Central:

- Malaise
- Headache
- Neuropathy

Lymph nodes:
- Lymphadenopathy

Skin:
- Rash

Gastric:
-Nausea
-Vomiting

http://upload.wikimedia.org/wikipedia/commons/4/4a/Symptoms_of_acute_HIV_infection.png

Linkage to Care

= The Department of Health will help
= Disease interventionalists and
linkage coordinators
= Patients with and without insurance
can get care for HIV
= |f insured
* HIV primary care providers
* Infectious disease providers
= |f uninsured or underinsured
* Ryan White Program

HRSA’s Ryan White HIV/AIDS Program
BY THE NUMBERS: 2021

RYAN WHITE HIV/AIDS PROGRAM (RWHAP) 89. 70/0 of RWHAP clients receiving

] clients in HIV medical care
E 576’076 2021

reached viral suppression* in 2021

("R of people with . 6:;‘5; o0—0 Oo—0O
diagnosed HIV in S e .11
the United States 2021

6.60 muze | 48.3% &
are aged 50 w

"‘ and older
of clients

59- 20/0 are living
UNSTABLE
5. 0% HOUSING

at or below 100% of the
Federal Poverty Level
-* 24.1% of clients are
Hispanic/Latino

45.8% of clients are
Black/African American

of clients are from

73 . 30/0 racial and ethnic

minorities™

16
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The HIV Care Continuum

The HIV care continuum consists of several steps required to achieve viral suppression. Specifically, CDC tracks:

Diagnosed Linked Received™ or were Viral suppression
received a to care retained in care Brakr HIV “visal load” —

the amount of HIV

diagnosis visited an HIV heath received medical

of HIV care provider within care for HIV
1 month (30 days) infection o
after leaming they
were HIV positive @

National Center for HIV/AIDS, Viral Hepatitis, STD, and TB Prevention
Division of HIV/AIDS Prevention

Persons Who Received an HIV Diagnosis in 2019
in Florida Along the HIV Care Continuum

3,767 —
82% Rk 3,309
72%
HIV Diagnoses Linked to Care Retained in Care Suppressed Viral {5704
in 30 Days Load HEALTH

&)

17
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A ETC ?ms Edugmion g(
raining Center Program
Southeast

Update — HIV Treatment

35

Antiretroviral Mechanism of Action

Non-Nucleoside RTI

' '
s [ , genomic RNA ¢
\ S =0 :' = -/j_,_‘
e ’
~

.
. —

Nucleoside RTI

http://depts.washington.edu/nwaetc/Pill_Chart.pdf

18
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Treatment Goals > |

= Maximally and durably N R
suppress plasma HIV RNA Woed o |
= Restore and preserve B e e

20 taking current

immunologic function HV madicines

A person with HIV

diagnosed at age 20 m

= Reduce HIV-associated " s
morbidity and prolong the ey e

duration and quality of survival

= Prevent HIV transmission
“Treatment as Prevention”

Vitdil

www.cde.gov/vitalsigns/HIV-AIDS-medical-care

https://aidsinfo.nih.gov/guidelines/html/1/adult-and-adolescent-arv/9/treatment-goals

Who to Start on Antiretroviral Therapy?

When to Start Therapy: Balance Now
Favors Earlier ART

US DHHS Recommended

= + 1 potency, durability, simplicity,
2018 * Dugtoxicty safety of current regimens
» Preservation of limited Rx + | emergence of resistance
IAS-USA options | toxicity with eariier therapy
2018 ReCO mmen d ed * Risk of.re.5|stance (vand + 1 subsequent treatment options
transmission of resistant + Risk of uncontrolled viremia at all
IS CD4 levels
UK 2016 Recommended /O
WHO 2016 Recommended DEIayed ART Early ART

19
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Current Recommendations for Same-Day ART
Initiation
= Rapid start or initiating ART on same day as HIV is diagnosed is an

emerging strategy to reduce loss to follow-up and decrease time to
viral suppression

= Evidence base limited but growing, and outcomes favorable thus far

= |nvestigational WHo! IAS-USAB!
— Resource intensive = Recommended = Start ART as soon as
— Long-term benefits where feasible possible, including
not yet proven in immediately after
the US diagnosis, if patient is
ready

Florida’'s Test and Treat Program:

= |Instituted in February 2017 at community health
departments

= Provides:
1. Immediate linkage to HIV care

2. Initiation of antiretroviral therapy (ART) at time of
diagnosis and/or at the time of returning to care after a gap
in services

FDOH HIV/AIDS Section Test and Treat Protocol February 2018

20
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Eligibility for Test and Treat:

Newly diagnosed HIV patients defined as:
= Acute Infection: antibody (-)/RNA (+)
= Recent Infection: antibody (+) with last documented
antibody (-) within prior 6 months

= Chronic Infection: antibody positive with no prior HIV test
result or last documented antibody (-) > 6 months ago
(inclusive of patients lost to follow up and returning to

care)
FDOH HIV/AIDS Section Test and Treat Protocol February 2018

AETC 2ieien
Southeast
N

Recommended Initial Regimens
for Most People with HIV (PWH)

Backbone Anchor Drug

DHHS. Adult and Adolescent Treatment Guideline Updated 8/16/21.
Available at https://clinicalinfo.hiv.gov/en/guidelines/adult-and-adolescent-arv

+
OR

-+

21
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Recommended Initial Regimens for Most PWH

2 NRTI + INSTI

BIC/TAF/FTC

DTG + (TAF or TDF) + (FTC or 3TC)

1 NRTI + INSTI

DTG/3TC except if no genotype, HBV infection, VL > 500,000 copies/mL

Boosted Pl + 2 NRTIs - If history of LA-CAB for PrEP

Available at https:/clinicalinfo.hiv.gov/en/guidelines/adult-and-adolescent-arv

Genvoya® (EVG/c/TAF/FTC)
Juluca® (DTG/RPV)
Odefsey® (RPV/FTC/TAF)

Single Tablet Combination
Regimens
" Atripla® (EFV/TDF/FTC) = Stribild® (EVG/c/TDF/FTC)
= Biktarvy® (BIC/TAF/FTC) - Symfi™ and Symfi Lo®
= Complera® (RPV/TDF/FTC) (EFV/TDF/3TC)
= Delstrigo™ (DOR/TDF/3TC) = Symtuza® (DRV/c/TAF/FTC)
* Dovato® (DTG/3TC) * Triumeq® (DTG/ABC/3TC)

22
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= [ntegrase Inhibitor Based
 DTG/3TC (Dovato)
* DTG/3TC/ABC (Triumeq)
* DTG/RPV (Juluca)
* EVG/c/TDF/FTC (Stribild)
* EVG/c/TAF/FTC (Genvoya)

= Protease Inhibitor (Pl) Based
* DRV/cobi/TAF/FTC (Symtuza)

FL ADAP Formulary: Single Tablet Regimen Options

= Non-Nucleoside Reverse
Transcriptase Inhibitor (NNRTI)Based

« TDF/FTC/EFV (Atripla)

» TDF/3TC/EFV (Symfi & SymfiLo)
+  RPV/TAF/FTC (Odefsey)

* RPV/TDF/FTC (Complera)

+ DOR/TDF/3TC (Delstrigo)

45

FDA Approval of HIV Medicines

1981: First AIDS cases are reported in the United States.

2016
Descovy (FOC)
Odefsey (FDC)

Evotaz (FDC)
Genvoya (FDC)
Prezcobix (FDC)

1987
1991 1992 1994
2 ne ( N
1996 1997
oy Ind ] Combivir (FDC) 1068 1999
UNRY e Efavirenz (NNRT mprena
2000 2003
2004
2001
Epzicom (FDC)
Kaletra (FDC) Truvada (FDC)
Trizivir (FDC) o
2006 SO0 2008
2008 Atripla (FDC) ron: (CA) Etravi NNRTI
tegravir (INST
20m 2014
Complera (FDC) 2012 2013
Nevirapine XR (NNRT Stribild (FDO) egravir (I fvitegravir (INS
Rilpivirine (NNRT Triume q (FDC)
2018
Biktarvy (FOC)
Cimduo (FDC)
2015

Delstrigo (FDC)
2017 Doran NNRTI 2019
Juluca (FDC)  Ibalizumab-uiyk (PAI)  Dovato (FDC)
Symifi (FDC)
Symfi Lo (FDC)
Symtuza (FDC)
Temixys (FDC)

23
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Dual Therapy Treatment Option
Dolutegravir/lamivudine—>Dovato® Buig\éﬁsg}@
= Treatment naive lamivudine 300mg tablets
= Switch from three drug regimen

* No Hep B, NRTI/Integrase mutations or history of treatment
failure

= should not be used in persons with an HIV RNA level
greater than 500,000 copies/mL

Cabotegravir/Rilpivirine (Cabenuva)

= Long-acting complete injectable treatment regimen
administered every 2 months

= After lead-in of 2 injections 1 month apart

= Switch therapy

= Suppressed HIV viral load (<50 copies/mL) on a stable
antiretroviral regimen

= No history of treatment failure
= No known or suspected resistance to either component

24
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Pre-exposure Prophylaxis

| =

2

PrEP IS AN HIV PREVENTION METHOD IN ONLY PEOPLE WHO ARE HIV-NEGATIVE

WHICH PEOPLE WHO DO NOT HAVE HIV SHOULD USE PrEP. A NEGATIVE HIV TEST IS
INFECTION TAKE A PILL DAILY TO REDUCE = REQUIRED BEFORE STARTING PrEP AND THEN
THEIR RISK OF BECOMING INFECTED EVERY 3 MONTHS WHILE TAKING PrEP.

http://aids.gov/hiv-aids-basics/prevention/reduce-your-risk/pre-exposure-prophylaxis

Why PrEP?

= Estimated 50,000 new HIV infections each year in the US
= No cure

= No effective vaccine yet

= In multiple studies, there is a significantly decreased risk of HIV
acquisition in those who took PrEP consistently

Transmission  Effectiveness

Route Estimate Interpretation

Sexual ~99% Very high levels of adherence to PrEP ensures maximum effectiveness.

Injection 74% - 84% These estimates are based on tenofovir alone and not necessarily when taken daily.
drug use The effectiveness may be greater for the two-drug oral therapy and if used daily.

CDC.gov. PrEP FAQs. Available at https://www.cdc.gov/hiv/clinicians/prevention/prep.html. Accessed 12.15.2019.

50

25
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S
|
=
(@)

PrEP Coverage in the US and Puerto Rico by Area of Residence, 2021*

NH
. #
‘

Of the 1.2 million people in the United States who
30% 8 could benefit from PrEP, only 30% were prescribed
PrEP In 2021.

*Among people aged 16 and older.

FDA-Approved Medications for PrEP

Oral medications for PrEP —one pill once a day

=  Emtricitabine (F) 200 mg combined with tenofovir disoproxil fumarate (TDF) 300 mg
(F/TDF — brand name Truvada) ( Approved 2012 )

=  Emtricitabine (F) 200 mg combined with tenofovir alafenamide (TAF) 25 mg (F/TAF —
brand name Descovy)(Approved 2019 )

Intramuscular Preparation

= 600 mg of cabotegravir(Apretude) injected into gluteal muscle every 2 months-
approved December 2021

Subcutaneous Preparations
= Lenacapavir Subcutaneous injections every 6 months — Approved June 2025

All prgparations are approved to prevent HIV in adults and adolescents who weigh at least 77
pounds

26
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Step 1:Who Should be Offered PrEP?

Sexually-Active Adults and Adolescents'

Persons Who Inject Drug!

Identifying
substantial

tisk of acquiring HIV
infection

Anal or vaginal sex in past 6 months AND any of the following:

HIV-positive injecting partner

o HIV-positive sexual partner (espectally if partner has an unknown or defectable viral load) OR

+ Bacterial STI in past 6 months®
+  History of inconsistent or no condom use with sexual partner(s)

Sharing injection equipment

AETC
Southeast
N

All Al recommendations

. https://www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf

Which medication should | prescribe for daily PrEP

EFFECTIVENESS
+ ¥'for multiple populations

SAFETY

+ Small ¥ in eGFR and BMD

cost

+ $1,845/month in 2019
* Genericin 2020

TDF/FTC TAF/FTC
EFFECTIVENESS
99 MSM & TRANSWOMEN _99%
~99 HETEROSEXUALS ?
74-84% PWID ?
EFFECTIVENESS
SAFETY 48 WKS + ¥for MSM and transwomen
.3 i
20 I €GFR (mL/min) I 2.0 ? For other populations
-0.99% HIP BMD +0.18% SAFETY
* Small P in LDL and weight
651 LoL(me/aL) +1.0
i COST
+.| BODYWEIGHT (kg) | +1.1 + $1,845/month in 2019
-100 0 0 100 100

Fda.gov.media/129607/download-cdc.gov/hiv/risk/estimates/prevention stratergies.html

27
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Long Acting Intra-Muscular PrEP

= 600 mg of cabotegravir injected into gluteal muscle every 2 months is
recommended for PrEP in adults at risk of acquiring HIV.

= 30 mg daily oral cabotegravir is optional for a 4-week lead-in prior to
injections.( Do not prescribe ongoing daily oral CAB other than for 4 week
lead in )

= Cannot be self administered at home — so patient will need bi-monthly
clinic visits for administration — has to be given in the gluteal muscle

= This may be especially appropriate for patients with significant renal
disease, those who have had difficulty with adherent use of daily oral
PrEP but can be compliant with clinic visits

PrEP Strategies

Type  Dugs

Daily Oral PrEP TDF/FTC or TAF/FTC
On Demand Intermittent PrEP (2-1-1)  TDF/FTC
Long-acting Injectable Cabotegravir
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On-Demand (2-1-1) Oral HIV PrEP

Antiretroviral Medication

. * No med FDA approved for
HIV Exposure Event this method
r + Don’t use in setting of active
HBYV infection
Time . . .
24 hours 24 hours
2tabs224hours | | ftab24hours | | 1tab48hours |
: before sex after pre-sex dose | | after pre-sex dose

AETC
Southeast Spach D. National HIV Curriculum. Version 2.
N

The NEW ENGLAND
JOURNAL of MEDICINE

ORIGINAL ARTICLE f X in 3

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

Authors: Linda-Gail Bekker, M.B., Ch.B, Ph.D. &, Moupali Das, M.D., M.P.H., Quarraisha Abdool Karim, Ph.D.
Khatija Ahmed, M.B., B.Ch., Joanne Batting, M.B., Ch.B., D.F.S.R.H., D.R.C.O.G., Dip. HIV Man., William Brumskine,

M.B., Ch.B., Dip. HIV Man., Katherine Gill, M.B., Ch.B., M.P.H., 33 , for the PURPOSE 1 StudyTeam* Author Info &
Affiliations

Published July 24, 2024 | DOI: 10.1056/NE]Moa2407001

PURPOSE 1 Trial
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PURPOSE 1 Trial: Twice-Yearly LEN or Daily F/TAF for
HIV Prevention in Cisgender Women: Trial Design

Cross-Sectional Incidence Cohort Randomized Cohort  2:2:1

Subcutaneous lenacapavir every 26 wk
+ oral F/TAF or oral F/TDF once-daily placebo n=2134

—

HIV negative and
eligibility criteria met:
enter randomized cohort

Oral F/TAF once daily n=2136
+ subcutaneous lenacapavir placebo every 26 wk

- - Oral F/TDF once daily (active control) n=1068
Screen population of cisgender + subcutaneous lenacapavir placebo every 26 wk
women not receiving PrEP and
without HIV testing in past 3 mo 6 2‘6 252

HIV positive: Week
recency assay data used Background HIV Incidence
g ————— lIncidence expected in the absence of PrEP,

HIV incidence
(persons testing HIV analogous to a placebo group

positive linked to HIV care)

LEN, lenacapavir; F/TAF, emtricitabine and tenofovir alafenamide; F/TDF, emtricitabine and tenofovir disoproxil fumarate

Bekker LG, et al. N Engl J Med.2024 Jul 24. [Epub ahead of print]

PURPOSE 1 Trial: Background HIV Incidence and HIV
Incidence in LEN, F/TAF, and F/TDF Groups

= 100.04
g
5 3.57 241
'§ = 3.0 2.02 1.69
‘E £ 25-
=0 4
E & 2.0
s g 154
g~ 10
3 05 0
2 0.0 L
Background  Lenacapavir F/TAF F/TDF
Incidence (N=2134) (N=2136) (N=1068)
(N=8094)
0 Infections 39 Infections 16 Infections

1939 Person-yr 1932 Person-yr 949 Person-yr

LEN, lenacapavir; F/TAF, emtricitabine and tenofovir alafenamide; F/TDF, emtricitabine and tenofovir disoproxil fumarate

Bekker LG, et al. N Engl J Med.2024 Jul 24. [Epub ahead of print]
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Global landscape for Lenacapavir

= Current Lenecapavir cost is $ 28,000/year

NEWS RELEASES ————

= Gilead, partnering with PEPFAR and Unitaid, CHAI, and Wits RHI enter into a landmark
Global Fund, has secured royalty-free agreement with Dr. Reddy’s to make HIV prevention tool
agreements with six generic lenacapavir dable in LMICs
manufacturers to cover 120 high- 24 September 205
incidence, resource-limited countries

" WHO has identified 18 countries PEPFAR and Global Fund will likely
representing 70% of low and middle k . " tin LEN
income country burden for early LEN make an investment in
implementation. implementation (2 million by 2028)

over other PrEP formulations

= LEN will be available at $40 per patient
per year starting in 2027 in countries
covered by royalty free agreements.

Original Investigation

Sexual Activity Without Condoms and Risk of HIV
Transmission in Serodifferent Couples When the HIV-Positive
Partner Is Using Suppressive Antiretroviral Therapy

Alison 1 Rodger, MD: Valentina Cambiano, PhD: Tina Bruun, RN; Pietro Vernazza, MD: Simon Collins: Jan van Lunzen, PhD:

Giulio Maria Corbelli; Vicente Estrada. MD: Anna Maria Geretti, MD: Apostolos Beloukas. PhD: David Asboe, FRCP:

Pompeyo Vidana, MD; Félix Gutiérrez, MD: Bonaventura Clotet, PhD; Christian Pradier, MD; Jan Gerstoft, MD; Rainer Weber, MD:
Katarina Westiing. MD; Gilles Wandeler. MD: Jan M. Prins. PhD: Armin Rieger, MD; Marcel Stoecide, MD: Tim Kimmerle. PhD;

Teresa Bini, MD: Adriana Ammassari, MD: Richard Gilson, MD: lvanka Krznaric, PhD: Matti Ristola. PhD; Robert Zangerie, MD.

Pia Handberg. RN: Antonio Antefa, PhD: Sris Allan, FRCP: Andrew N. Philips, PhDD: Jens Lundgren, MD; for the PARTNER Study Group

* The PARTNER1 study looked at 888 couples where one was HIV
positive and on antiretroviral treatment (ART) and who were already
having sex without condoms:

-548 heterosexual couples
-340 MSM

» They found that in more than 58,000 acts of condomless sex there
were no HIV transmissions from the HIV positive parther among
those on treatment with an undetectable viral load

= Couples were followed for a median of 1.3 years
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Undetectable=Untransmittable (U=U)

Summary of Recent Evidence for Undetectable=Untransmittable (U=U)

N r New HIV I ion:
Phylogenetically
Number of Linked When HIV+
Condomless Phylogenetically Partner Stably
Study | Enrolled Sample | Study Design Sex Acts Total Linked Virally Suppressed
HPTN 052 1,763 serodifferent couples 2-arm trial with = 78 46 0
Cohen et al., 2016 + 98% male-female couples HIV+ partner + 19 in eany- * 3 in eary-
randomized 1o eary ART group ART group
or delayed ART - 59in delayed- - 43 in delayed-
ART group ART group
PARTNER1 1,166 serodifferent couples |Observational 55,193 11 o] [+]
Rodger et al., 2016 - 888 in analytic subset study - 34,214 among
+ 62% male-female couples male-female
couples
- 20,979 among
male-male couples
Opposites Attract |358 serodifferent male-male |Observational 12,447 3 o] (1]
Bavinton etal. 2018 |couples study » counted when
HIV+ parner virally
suppressed and
HIV-partner not on
PrEP
PARTNER2 1972 serodifferent male-male |Observational 76,991 15 o] (1]
Rodger et al.. 2019 couples study
+ 783 in analytic subset

Adapted from Calabrese & Mayer, 2019

AETC
Southeast
N

AETC Program National Centers and
HIV Curriculum

National Coordinating Resource Center
= Serves as the central web —based repository for AETC Program training and
capacity building resources; its website includes a free virtual library with training
and technical assistance materials, a program directory, and a calendar of
trainings and other events. Learn more: hitps://aidsetc.org/

National Clinical Consultation Center
= Provides free, peer-to-peer, expert advice for health professionals on HIV
prevention, care, and treatment and related topics. Learn more:
https://nccc/ucsf.edu
National HIV Curriculum

= Provides ongoing, up —to-date HIV training and information for health
professionals through a free, web —based curriculum; also provides free CME
credits, CNE contact hours, CE contact hours, and maintenance of certification
credits. Learn more: www.hiv.uw.edu
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QUESTIONS?

AETC sy,
Southeast

AETC AIDS Edugulions:
Training Center Program
Southeast

THANK YOU!
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