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Introductlon to PrEP




Survey




How many of you are currently prescribing

or have prescribed PrEP?




If you are not prescribing PrEP, what
IS your primary hesitation?

Lack of knowledge or confidence
b. Concerns about costs to the patient

c. Concerns about behavioral changes and health
consequences

d. Personal beliefs

e. Concerns about patient adherence



Why PrEP?

Because it is needed!




Epidemiology

New HIV Diagnoses in the US and Dependent Areas

by Transmission Category, 2021*

Male-to-Male
Heterosexual o

Injection Drug Use l 7% 2,513
Male-to-Male Sexual Contact
and Injection Drug Use I 4% 1,375

0% 100%

NOTE: Does not include other and perinatal transmission categories.
* Among people aged 13 and older.

Source: CDC. Diagnoses of HIV infection in the United States and dependent areas, 2021. HIV Surveillance Report 2023;34.



Rates of People with Diagnosed HIV in the US and

Dependent Areas by Region, 2021
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* Rates are per 100,000 people.

"Includes adults, adolescents, and children under the age of 13.

Source: CDC. Diagnoses of HIV infection in the United States and dependent areas, 2021. HIV Surveillance Report 2023;34.



PrEP Coverage in the US and Puerto Rico

by Area of Residence, 2021*
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PrEP Coverage (Percentage)
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* Among people aged 16 and older.

Source: CDC. Monitoring selected national HIV prevention and care objectives by using HIV surveillence data—United States and 6 dependent areas, 2021. HIV Surveillance Supplemental Report 2023;28(4).



New HIV Diagnoses in the US and Dependent Areas

by Race and Ethnicity, 2021*

N=36,136
weccrece I - 28
Rac1a! and ethnic dl.fferences in —— P 0,467
HIV diagnoses persist.

White 25% 9,063

A o 0 e
-

\ (,,- > Multiracial I 3% 1,041
“ ‘ Asian | 2% 738

’ American Indian/ o
& % 2 Alaska Native e 223

Native Hawaiian and o
other Pacific Islander <1% 76

0% 100%

* Among people aged 13 and older.

" Black refers to people having origins in any of the Black racial groups of Africa. African American is a term often used for people of African descent with ancestry in North America.
* Hispanic/Latino people can be of any race.

Source: CDC. Diagnoses of HIV infection in the United States and dependent areas, 2021. HIV Surveillance Report 2023;34.



Epidemiology —

—1In 2019, only 14% of the Hispanic/Latino
patients who could benefit from PrEP received a prescription

—1n 2019, only 8% of the black/African American patients who
could benefit from PrEP received a prescription

—In 2019, only 10% of women who could benefit
from PrEP received a prescription

-t

EHE Progress: Latest U.S. HIV Data. Centers for Disease Control and Prevention. Reviewed June 9, 2023. Accessed July 25, 2023. https:/www.cdc.gov/endhiv/ehe-
progress/latest-data.html#print.



Why PrEP?

Because it works!




Data Supporting
PrEP
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Grant R, Anderson PL, McMahan V, et al. An observational study of preexposure prophylaxis uptake, sexual practices, and HIV incidence among men and transgender
women who have sex with men. Lancet Infect Dis. 2014;14(9):820-829.



Data Supporting
PrEP Partners PrEP Study

Single-Agent Tenofovir versus Combination Emtricitabine/
Tenofovir for Pre-Exposure Prophylaxis against HIV-1

Taking

oral PrEP (rece ntl y) Acquisition: A Randomized Trial
1 Professor Jared M. Baeten, M.D., Deborah Donnell, Ph.D., Nelly R. Mugo, M.B., Ch.B.,
red U Ce S t h e SeX u 0 I rl S k Patrick Ndase, M.B., Ch.B., Katherine K. Thomas, M.S., James D. Campbell, M.D., Jonathan
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Team

Baeten JM, Donnell D, Mugo NR, et al. Single-agent tenofovir versus combination emtricitabine plus tenofovir for pre-exposure prophylaxis for HIV-1 acquisition: an
update of data from a randomised, double-blind, phase 3 trial. Lancet Infect Dis. 2014;14(11):1055-1064.



HPTN 083 & 084

Cabotegravir for HIV Prevention in Cisgender Men and Transgender Women
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Cabotegravir for the prevention of HIV-1 in women: results from HPTN 084, a phase
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Landovitz RJ, Donnell D, Clement ME, et all. Cabotegravir for HIV prevention in cisgender men and transgender women. N Engl J Med. 2021;385(7);595-608.
Delany-Moretlwe S, Hughes JP, Bock P, et al. Cabotegravir for the prevention of HIV-1 in women: results from HPTN 084, a phase 3, randomised clinical trial. Lancet.
2022;399(10337):1779-1789.



Data Supporting
PrEP

Taking oral PrEP daily
or consistently reduces
the risk of acquiring HIV

by 74-84% in persons
who inject drugs

Bangkok Tenofovir Study

The impact of adherence to preexposure prophylaxis
on the risk of HIV infection among people who inject
drugs

Michael Martin 1, Suphak Vanichseni, Pravan Suntharasamai, Udomsak Sangkum, Philip A Mock
Manoj Leethochawalit, Sithisat Chiamwongpaet, Marcel E Curlin, Supawadee Na-Pompet,

Anchalee Warapronmongkholkul, Somyot Kittimunkong, Roman J Gvetadze, Janet M McNicholl

Lynn A Paxton, Kachit Choopanya; Bangkok Tenofovir Study Group

Martin M, Vanichseni S, Suntharasamai P, et al. The impact of adherence to preexposure prophylaxis on the risk of HIV infection among people who inject drugs. AIDS.

2015;29(7):819-824.



Indications
for PrEP




Indications

— All sexually active adults and adolescents should be
informed of PrEP

— Taking a social and sexual history can help to identify those at
higher risk of HIV

— Do not limit histories to specific patient populations

-t

US Public Health Service, Centers for Disease Control and Prevention. Preexposure prophylaxis for the prevention of HIV infection in the United States—2021 Update: A
Clinical Practice Guideline. chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf. Published
December 2021. Accessed July 20, 2023.



Indications —

—Offer PrEP to all patients with an ongoing, substantial risk
of HIV infection

—Persons who inject drugs AND have an HIV-positive injecting
partner or who share injection equipment

—Anal or vaginal sex within the last 6 months AND any of the
following:
— HIV-positive sexual partner
— Bacterial STI within the last 6 months
— History of inconsistent condom use with sexual partner(s)

US Public Health Service, Centers for Disease Control and Prevention. Preexposure prophylaxis for the prevention of HIV infection in the United States—2021 Update: A
Clinical Practice Guideline. chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf. Published
December 2021. Accessed July 20, 2023.



Indications

—Assuming there are no clinical contraindications, offer
PrEP to all patients who request it

—Even in the absence of an obvious risk factor

-t

US Public Health Service, Centers for Disease Control and Prevention. Preexposure prophylaxis for the prevention of HIV infection in the United States—2021 Update: A
Clinical Practice Guideline. chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf. Published
December 2021. Accessed July 20, 2023.
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Figure 3 Assessing Indications for PrEP in Persons Who Inject Drugs
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Preexposure Prophylaxis for the Prevention of HIV Infection in the United States ~ 2021 Update Clinical Practice Guideline
Page 27 of 108



Screening




Screening (PrEP not
considered)

— Everyone between 13 and 64 years of age
should be screened for HIV at least once

— Annual testing recommended for those at
higher risk:
— HIV positive partner
— MSM
— Multiple sexual partners

— Shared injection equipment



Screening (PrEP is
considered)

— Negative HIV status must be confirmed
prior to initiating PrEP

— Risk of drug resistance with the use of PrEP in
the setting of HIV infection




Window Period

<«— HIV RNA (plasma) HIV Antibody

HIV-1 p24 Antigen

HIV inthion e
/ -

| ] I I | I | /] | | l |
O 10 20 30 40 50 60 70 80 180 360 540 720 Days




Screening for PrEP

Ag/Ab test only Ag/Ab test AND HIV RNA assay
— No recent exposure to PrEP or PEP — Recent exposure to PrEP or PEP
— Last exposure to oral antiretrovirals >3 — Possible HIV exposure within the last

months ago

— Last exposure to long-acting .
cabotegravir >12 months ago — Signs/symptoms of acute
antiretroviral syndrome within the

last 4 weeks

4 weeks

— Planning to use long-acting PrEP

US Public Health Service, Centers for Disease Control and Prevention. Preexposure prophylaxis for the prevention of HIV infection in the United States—2021 Update: A
Clinical Practice Guideline. chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf. Published
December 2021. Accessed July 20, 2023.



Start PrEP
within 7 days of the
negative test




Other Bacterial sexually transmitted infections (STIs)
Baseline

|_abs

Renal function

Lipid panel

Hepatitis B and Hepatitis C serologies

Pregnancy test (optional)



Medications




Oral PrEP

Emtricitabine/tenofovir Emtricitabine/tenofovir

disoproxil fumarate alafenamide

— Brand name: Truvada — Brand name: Descovy

— Class: nucleoside reverse — Class: nucleoside
transcriptase inhibitor reverse transcriptase inhibitor

— Dose: 200/300 mg PO once daily — Dose: 200/25 mg PO once daily



Oral PrEP

FTC/TDF (Truvada)

— Side effects: nauseaq,
headache, diarrhea

— Risk of decreased bone mineral
density & renal toxicity

— Activity against Hepatitis B
— Weight and lipid neutral/favorable

FTC/TAF (FTC/TAF)

— Side effects:
nausea, headache, diarrhea

— Minimal risk of decreased bone
mineral density & renal toxicity

— Activity against Hepatitis B

— May increase weight and lipids

-t



Oral PrEP

FTC/TDF (Truvada) FTC/TAF (FTC/TAF)

— Do not use with CrCl <60 mL/min — Do not use with CrCl <30 mL/min

— Indicated for any PrEP patient — Not indicated for patients at risk of
(assuming adequate renal HIV from receptive vaginal sex

function)



Oral PrEP:
Time to Max Protection

— Adequate drug levels for
receptive anal sex (rectal tissue)
after 7 days of daily use

— Adequate drug levels for
receptive vaginal sex and
injection drug use after 21 days
of daily use




2 pills 1 pill 1 pill On_

2 to 24 hours S€X 24 hours 24 hours
before sex v after first 2 pills after 3 pill

D

https:/brownmedpedsresidency.org/on-demand-prep/



On-Demand
PrEP

— Dosing schedule is off-label

— Data originated from the IPERGAY
and Prevenir studies

— MSM patients only (no
heterosexual patients included)

— 2-1-1 schedule with FTC/TDF

— Participants took an average of
3-4 doses/week

On-Demand Preexposure Prophylaxis in Men at High Risk for HIV-1
Infection

2, M.D., Catherine Capitant, M.D., Bruno Spire, M.D., Ph.D., Gilles Pialoux, M.D., Laurent Cotte, M.D., Isabelle Charreau, M.D., Cecile Tremblay, M.D., Jear

Marie Le Gall, Ph.D., Eric Cua, M.D., Armelle Pasquet, M.D., Frangois Raffi, M.D., Claire Pintado, M.D., et al., for the ANRS IPERGAY Study Groug

Daily and on-demand HIV pre-exposure prophylaxis
with emtricitabine and tenofovir disoproxil (ANRS
PREVENIR): a prospective observational cohort study
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Cabotegravir

— Long-acting injectable PrEP
— Class: integrase strand transfer inhibitor

— Side effects: injection site reactions (pain,
induration, nodule), muscle soreness,
headache

— Take OTC pain reliever after injections

— Indicated for patients with a sexual risk
of HIV infection



Cabotegravir

— Optional oral lead-in with 1
tablet daily for ~1 month

— CAB (Vocabria) must be
dispensed from Theracom
Pharmacy

— No cost to the patient

— Administer first IM injection
within 3 days of last oral dose

— Office admin. only




— Injections: 600 mg IM into gluteal
Cabotegravir muscle

— Ventrogluteal site is preferred

— Dorsogluteal site is alternative option

— Repeat loading dose one month after
first injection

— Maintenance doses every 2 months
thereafter
— May occur +/- 1 week from target date

— Consider oral bridge for planned missed
injections




Injectable PrEP:
Time to Max
Protection

Unknown




Drug-Drug Interactions

Liverpool HIV Interactions tool

FTC/TDF FTC/TAF

— Nephrotoxic agents (e.g. NSAIDs) — Rifamycins
— Monitor for toxicities — Do not coadminister
— Ledipasvir, sofosbuvir, velpatasvir, — Carbamazepine,
voxilaprevir oxcarbazepine, phenytoin,
— Monitor for toxicities phenobarbital

— Feminizing hormones(?) ~ Consider avoiding

US Public Health Service, Centers for Disease Control and Prevention. Preexposure prophylaxis for the prevention of HIV infection in the United States—2021 Update: A
Clinical Practice Guideline. chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf. Published
December 2021. Accessed July 20, 2023.


https://www.hiv-druginteractions.org/checker

Drug-Drug Interactions

Liverpool HIV Interactions tool

Cabotegravir

— Rifamycins
— Less risk with rifabutin

— Carbamazepine, oxcarbazepine,
phenytoin, phenobarbital

— Do not coadminister

-t

US Public Health Service, Centers for Disease Control and Prevention. Preexposure prophylaxis for the prevention of HIV infection in the United States—2021 Update: A
Clinical Practice Guideline. chrome-extension://efaidnbmnnnibpcajpcglclefindmkaj/https:/www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf. Published

December 2021. Accessed July 20, 2023.


https://www.hiv-druginteractions.org/checker

Monitoring
and Follow-up




Appointments

- Every 3 months for those on
oral PrEP

- Every 2 months for those on
cabotegravir maintenance

dose




Appointments

— At every appointment assess for:
— Signs/symptoms of acute HIV
— Adherence
— Ongoing risk



Follow-up Labs

— HIV test (Ag/Ab and RNA assay)

— Before each injection with cabotegravir
— Every 3 months with oral PrEP

— Renal function
— Every 6 months if >50 yrs or if CrCl <90 mL/min at initiation
— Every 12 months otherwise
— Only needed if on oral PrEP

— Lipid panel
— Once yearly for patients taking FTC/TAF



Follow-up Labs

— Hepatitis C once yearly for those at high risk
— MSM, transgender women (TGW), persons who inject drugs

— Syphilis and Gonorrhea
— Every 3 months for MSM & TGW on oral PrEP
— Every 4 months for MSM & TGW on injectable PrEP
— Every 6 months heterosexually active men and women

— Chlamydia
— Every 3 months for MSM & TGW on oral PrEP
— Every 4 months for MSM & TGW on injectable PrEP
— Every 12 months heterosexually active men and women



Table 5 Timing of Oral PrEP-associated Laboratory Tests

Test Screening/Baseline | Q 3 months | Q 6 months | Q 12 months | When stopping
Visit PrEP
HIV Test X* X X*
eCrCl X If age 250 or | If age <50 and X
eCrCL <90 cCrC1 =90
ml/min at ml/min at
PrEP PrEP
initiation initiation
Syphilis X MSM TGW X MSM/TGW
Gonorrhea ). 4 MSM /TGW X MSM ITGW
Chlam}rdla X MSM TGW MSM /TGW
Lipid panel X
(F/TAF)
Hep B serology X
Hep C serology MSM, TGW, and MSM, TGW,
PWID only and PWID
only
* Assess for acute HIV infection (see Figure 4)
I Preexposure Prophylaxis for the Prevention of HIV Infection in the United States — 2021 Update Clinical Practice Guideline

Page 44 of 108



-t

Takle 7 I|||:|1i.|1:-:: ol CAR PrEP-associated Laboratory Tests

Test | Initiation Visit | 1 month | 02
visit meoaths
HIV* I x | X | X
. !i:|.'|1-1'|l.1i'|. X

| Gonorrhea X

L Chlamydia X

* HIV-1 RMA assay
X all FEP patiens
* maEn whio hanve 260 wWikth men
persons assigmed male swex af birth whose gender identification s female

(24 (B 212 When
manths mionths moaths Stopping
CAH
X X X bt

RIS KINTTOWY . I'[|'I|'r|:|'-.|='-:|.|:||::.' 0 MSMNL WY

only active women only

and men only

RSATGW |‘r|'ll'r|'|'-.|'-'|;L|:||::..' X MSNITOGW

1:-|||:-.'

RSATGW
only

H L ||".'I' LRI
.'II'II’ ITH'T] lZHI1:-'
MSAMITGW
only

Heteroseoual |y

acthve wWormen
and men |'||:||:l.'

only

MSMMITGW
only




Cabotegravir tail

— Long half-life means detectable (but
not protective) drug levels up to 1
year after discontinuation

— Potential for development of drug-
resistant infection

— Recommend oral PrEP (or other
protective measures) within 8 weeks
of last injection

— Quarterly HIV tests

— Continue for 12 months




Resources




Resources

CDC PrEP Guidelines, 2021 Update

CDC PrEP Provider Supplement

HIV Risk Reduction Tool
NCCC PrEP Warmline



http://chrome-extension:/efaidnbmnnnibpcajpcglclefindmkaj/https:/www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-guidelines-2021.pdf
http://chrome-extension:/efaidnbmnnnibpcajpcglclefindmkaj/https:/www.cdc.gov/hiv/pdf/risk/prep/cdc-hiv-prep-provider-supplement-2021.pdf
https://hivrisk.cdc.gov/
https://nccc.ucsf.edu/clinician-consultation/prep-pre-exposure-prophylaxis/

Introduction to
PrEP

Bailey Benidir, PharmD, AAHIVP

bailey.bolten@louisville.edu
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