PrEP

If you’re not, you oughtta be

Ben Andrews, MD
Christ Community Health Services
Memphis, TN
October 13, 2018




* HIV epidemiology

— Prevalence
— Risk
* PrEP Efficacy
* PrEP Implementation

e A few reminders

* Stigma




People Living with HIV

1.1 million

people living with HIV in the United States
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Memphis and the MidSouth
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Memphis by Zip Code

Memphis - Rates of Persons Living with HIV, 2016
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Memphis by Zip Code

Memphis - Rates of Persons Living with HIV, 2016
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In 2016, 3,263 of every 100,000 people
were living with HIV.
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Countries with highest HIV prevalence

1 SWAZILAND 27.20 11 EQUATORIAL GUINEA 6.20
2 LESOTHO 25.00 12 KENYA 5.40
3 BOTSWANA 21.90 13 TANZANIA 4.70
4 SOUTH AFRICA 18.90 CENTRAL AFRICAN 4.00
5  NAMIBIA 13.80 14 REPUBLIC

6 ZIMBABWE 13.50 15 CAMEROON 3.80
7 ZAMBIA 12.40 16 GABON 3.60
s  MOZAMBIQUE 12.30 17 ~ IHE BAHAMAS 3.30
9 MALAWI 9.20 Memphis 38105 3.26
.0 UGANDA 6.50 18 RWANDA 3.10



https://www.cia.gov/library/publications/the-world-factbook/geos/wz.html
https://www.cia.gov/library/publications/the-world-factbook/geos/lt.html
https://www.cia.gov/library/publications/the-world-factbook/geos/bc.html
https://www.cia.gov/library/publications/the-world-factbook/geos/sf.html
https://www.cia.gov/library/publications/the-world-factbook/geos/wa.html
https://www.cia.gov/library/publications/the-world-factbook/geos/zi.html
https://www.cia.gov/library/publications/the-world-factbook/geos/za.html
https://www.cia.gov/library/publications/the-world-factbook/geos/mz.html
https://www.cia.gov/library/publications/the-world-factbook/geos/mi.html
https://www.cia.gov/library/publications/the-world-factbook/geos/ug.html
https://www.cia.gov/library/publications/the-world-factbook/geos/ek.html
https://www.cia.gov/library/publications/the-world-factbook/geos/ke.html
https://www.cia.gov/library/publications/the-world-factbook/geos/tz.html
https://www.cia.gov/library/publications/the-world-factbook/geos/ct.html
https://www.cia.gov/library/publications/the-world-factbook/geos/cm.html
https://www.cia.gov/library/publications/the-world-factbook/geos/gb.html
https://www.cia.gov/library/publications/the-world-factbook/geos/rw.html

Lifetime Risk of HIV

have sex with me

MSM are 79 times more like
than heterosexual men to be

lifetime.

A source: CDC, Febi 16



AFRICAN AMERICANS
make up

of the U.S.
1 2 % population

BUT ACCOUNTED FOR

o of persons living R
4 O / with HIV/AIDS
o in 2013

0-§ 6-10 1n-28 LRI B A IS6E320 321-726 726-2125 21266756 6766+

19,436

AFRICAN AMERICANS

were newly diagnosed
with HIV in 2014

&
NEARLY TWO-THIRDS
LIVE IN THE SOUTH

NUMBER OF BLACK PERSONS NEWLY DIAGNOSED WITH HIV, 2014

NUMBER OF BLACK PERSONS LIVING WITH DIAGNOSED HIV, 2013

AERICAN ® O ®© © 6 6 06 6 06 0 0 O A\
AMERICANS m maaaniamamnmm,

are by far the wmmmmmmmmm
most affected

racial/ethnic

group with a

lifetime HIV 1 IN 2 1 IN 20

risk of: for African American for African American men

gay/bisexual men

Knowing your
status is key to
preventing the
spread of HIV

AFRICAN AMERICANS

died of HIV/AIDS in
2013, accounting for

MORE THAN HALF

of all deaths attributed to
HIV/AIDS that year

DO YOUR PART:

NUMBER OF DEATHS OF BLACK PERSONS DIAGNOSED WITH HIV, 2013

AIDSVU.ORG SOURCE: US CENTERS FOR DISEASE CONTROL & PREVENTION AIDSVua



The NEW ENGLAND JOURNAL of MEDICINE

OCTOBER 4, 2018

Being PrEPared — Preexposure Prophylaxis
and HIV Disparities

Robert H. Goldstein, M.D., Ph.D., Carl G. Streed, Jr., M.D., and Sean R. Cahill, Ph.D.




How do we prevent HIV?

e A = Abstinence
e B =Be Faithful
e C=Condomize

* D =Drug to prevent HIV

— U = U (Undetectable = Untransmittable)
* Prevention with positives

— PrEP
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What is PrEP?

* Pre — Exposure Prophylaxis
e Tenofovir DF-Emtricitabine
* 1 tab daily

* Side effects:

- GlI, usually 2-3 weeks
- Renal




How Effective is PrEP?

Trial Efficacy Adherence
iPrex’ Oral daily Truvada: 42% | 51%
Partners PrEP® | Oral daily tenofovir: 67% | 83%

Oral daily Truvada: 75% | 81%
TDF2? Oral daily Truvada: 62% | 81%
FEM-PrgEP™ Oral daily Truvada: 24%

No Protection




PrEP Works if You Take It

PrEP Works if You Take It — Effectiveness and Adherence in Trials
of Oral and Topical Tenofovir-Based Prevention

100 » CAPRISA 004 (tenofovir

gel, BAT-24 dosing)
« FEM-PrEP
« IPERGAY (TDF/FTC)
o iPrEx
e Partners PrEP (TDF)
» Partners PrEP (TDF/FTC)
o PROUD (TDF/FTC)
o TDF2

VOICE (TDF)

k | « VOICE (TDF/FTC)

VOICE (tenofovir gel,
0 daily dosing)
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Fernany 2006

Source: Salim S. Abdool Karim, CAPRISA




NNT to prevent 1 infection

® 1partner
95
754 ® Insertive anal intercourse without a condom
-
o
=4
:é‘ ................................................................................................
3 ® 2-5 partners @ >5 partners
o
g 557
& Receptive anal intercourse
8 - without a condom with a
E HIV-positive partner partner of unknown serostatus
z
® Self-reported STI o
35+ L
" Receptive anal intercourse
® Syphilis without a condom (combined)
® Receptive anal intercourse without a condom with an HIV-positive partner
15— ® Receptive anal intercourse without a condom with an HIV-negative partner
|® Cocaine
I I 1 1 1 | I 1 1
0 10 20 30 40 50 60 70 80

Population-attributable fraction (%)

Buchbinder, Lancet 2014




Developing Policies and Protocols

2T Pre-Exposure Prophylaxis (PrEP): A primer for primary care providers

US Public Health Service

PREEXPOSURE PROPHYLAXIS
FOR THE PREVENTION OF HIV
INFECTION IN THE UNITED
STATES - 2014

A CLINICAL PRACTICE GUIDELINE




Developing Policies and Protocols

Policy and Procedure Manual
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Christ Community

HIV Department Policy

POLICY NUMBER: HIV Clinical-10

TOPICOF POLICY: Pre-Exposure Prophylaxis (PreP)
DATE APPROVED: October 2015

LAST REVIEW /REVISION DATE: October 12, 2015

1.0 PURPOSE
Daily emtricitabine/tenofovir (Truvada®) is safe and effective for reducing the risk of
HIV acquisition in sexually active men and women and injection drug users. This policy
gives guidance to providers who are interested in prescribing pre-exposure prophylaxis
(PrEP) of HIV for high-risk patients.




Eligibility Criteria

* Men who have sex with men (MSM)
— who engage in condomless receptive anal sex
— with multiple anal sex partners
— with syphilis or rectal STDs (e.g. Ng/Ct)

— with one or more HIV-positive sex partners,
particularly if the HIV-positive partner is not in care or
does not have an undetectable viral load

e Heterosexual men and women with one or more
HIV-positive sex partners

* |njection drug users




Informal Eligibility Criteria

* Men who have sex with men (MSM)

— who are sexually active or likely to become sexually
active

e Heterosexual men and women with
— HIV-positive sex partner

— Frequent STDs and multiple partners or with high-risk
partner

* Injection drug users

* Anyone who is sexually active and believes that
they are at high risk




More Slides needed here

* Including CCHS data
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Patient Assistance Program

ADVANCING ENROLLMENT FORM  race10F3

ACC E SS"C PHOME: 1-800-226-2056 FAX: 1-800-216-68357
1. REQUESTED PATIENT SUPPORT (REQUIRED) CHECK ALl BOXES THAT APPLY
Benefits Investigation Prior Authorization and Appeals Information Co-pay Coupon Program Enrcliment

Patient Assistance Program (PAP) or Medication Assistance Program (MAP) Eligibility Screening

2. GILEAD MEDICATION PRESCRIBED (REQUIRED)

Product Name: mg:

If requesting TRUVADA, please indicate for: Treatment PrEP/Prevention

3. PATIENT INFORMATION (REQUIRED)

First Mame: Last Mame: M.IL: Preferred Language:

Address: Apt. Unit # City:

State: Zip Code: Phone #: | S5N# (Last 4 digits):

Email: DOoB:

Alternate Contact Name: Phone #: | Relationship:

CONTACT AUTHORIZATION

| | authorize Advancing Access to leave a detailed message, including the name of my prescription, if | am unawvailable when they call. Yes Mo |

Patient is insured (Please fill out all of the applcable Insurance iInformation Patient is uninsurad (. no health nsurance through any public or private payen
below. Attach copy—front and back— of patient card.) SEE OFTIOMAL “PATIENT FIMANCIAL INFORMATION™ SECTION 9 BELOW

Primary Insurance: Is this a Medicare Part D plan? Yes Mo




Same Day Start

* Need a negative HIV test

* Exclude patients with known CKD, HBV,
pregnancy, acute infection symptoms

 Make sure labs are drawn
* Make sure you have good contact numbers

e Patient walks out of clinic with a prescription




Adherence in young adults is a challenge

Project PrEPare 2 (ATN 110), Oct 2012 - Feb 2015 1822

years old

Monthly visits Quarterly visits
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Hosek 5, et al. IAS Vancouver 2015.




Adherence in teens is a bigger challenge

Project PrEPare 3 (ATN 113), Aug 2013 — Mar 2016 1517

years old
Monthly visits Quarterly visits
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Hosek S, et al. |IAS Vancouver 2015.




CDC Fact Sheet

Pre-exposure Prophylaxis (PrEP)

for HIV Prevention May 2014

Fast Facts
» Pre-exposure prophylaxis, or PrEP, is a way to help prevent HIV by taking a pill every day.

» People who are at substantial risk for HIV should talk to their doctor about PrEP.

* PrEP must be taken every day to be most effective.

Pre-exposure prophylaxis, or PrEP, is a way for people who do not have HIV to help prevent HIV infection by taking a pill every day.
The pill contains two medicines that are also used, in combination with other medicines, to treat HIV. When someone is exposed
to HIV through sex or injection drug use, PrEP can help stop the virus from establishing a permanent infection.

When used consistently, PrEP has been shown to greatly reduce the risk of HIV infection in people who are at substantial risk.
PrEP is much less effective when it is not taken consistently.

PrEP is a powerful HIW prevention tool, and can be combined with condoms and other prevention methods to provide even

greater protection than when used alone. People who use PrEP must commit to taking the drug daily and seeing their health
care provider every 3 maonths for HIV testing and other follow-up.

https://www.cdc.gov/hiv/pdf/PrEP_fact_sheet_final.pdf




HIV Providers vs. Primary Care Providers

AIDS and behavior

Author Manuscript _ HHS Public Access

PrEP Awareness, Familiarity, Comfort, and
Prescribing Experience among US Primary Care
Providers and HIV Specialists

Andrew E. Petroll, Jennifer L. Walsh, [...], and Jeffrey A. Kelly




HIV Providers vs. Primary Care Providers

HIV providers
PCPs

98% | 76% 83% 28%

Heard of PrEP Di Discussed PrEP ~ " Prescribed PrEP
(1 Year)




e DS Taught Me Sex Was Deadly.
APill Changed That.

by JOSEPH OSMUNDSON

NOVEMBER 29, 2016

“Iruvada might be a step toward a new sexual
liberation—sex parties, singles and swingers,
threesomes even for committed couples—and away
from the condoms that made our sex safer not just
physically but culturally. No wonder it makes people,
gay and straight alike, uncomfortable.”




Risk Compensation

* Hypothesized that PrEP availability will lead to

more high-risk sex and STls
— Increase in # of CAS acts with casual partners but not # of
partners, Hoornenburg (Amsterdam)

— Increase in # of CAS acts while on PrEP, highest rate of CAS
was in PrEP non-adherent partners, Newcomb (Chicago)

— Increase incidence of rectal chlamydia and syphilis after
initiation of PrEP, Beymer (Los Angeles)

— Increase in condom use among adolescents in South Africa




Risk Compensation

“Clinicians should continue to support PrEP as a
supplement rather than replacement of
condoms”

- Samuel Jenness, Emory University

PLoS One, 2017
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ORIGINAL ARTICLE

Prevention of HIV-1 Infection with Early Antiretroviral
Therapy

A Linked H lv Transm ission Myron S. Cohen, M.D., Ying Q. Chen, Ph.D., Marybeth McCauley, M.P.H., Theresa Gamble, Ph.D., Mina C. Hosseinipour, M.D., Nagalingeswaran Kumarasamy,

M.B., B.S., James G. Hakim, M.D., Johnstone Kumwenda, F.R.C.P., Beatriz Grinsztejn, M.D., Jose H.5. Pilotto, M.D., Sheela V. Godbole, M.D., Sanjay Mehendale,
M.D., et al., for the HPTN 052 Study Team™
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PrEP Conclusions

* HIV risk is huge in the MidSouth, and
astronomical in our gay and bi- African
American men

* PrEP works . .. if you take it

* You, too, can prescrbe PrEP
* PrEP needs to be a primary care thang




stig-ma

[ stigma/




stig-ma

[ stigma/

1. A mark of disgrace that
sets a person apart

2. Visible sign or
characteristic of a disease




stig-ma

[ stigma/

1.

A mark of disgrace that
sets a person apart

Visible sign or
characteristic of a disease
Marks corresponding to

those left on Jesus’ body
by the Crucifixion




DIRTY. oo

DYING HELPLESS
BEING PUNISHED

AMONESICK HIV
A STEREOTYPE POSITIVE

AWHORE GUILTY

SILENCE

” &

DISCRIMINATION IGNORANCE

HIV / AIDS

| 2




Reaching out to the church
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| John 4:18

There is no fear in love,

But perfect love drives out fear. ..




2014 2015 Further
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commisioning published in Shanasrriy PrEP in UK
PrEP UK

HIV cases
per year in
the UK

2010

Grant et al
publishes novel
study on use of
Truvada as PrEP

2015
Thai Red Cross
launches major
PrEP awareness
campaign with
‘Adam’s Love’
social media site

2016
Over 25,000
people in the

US now using
PrEP

Jan 2016 2016

France Australia
licences and approves
funds PrEP use of PrEP




RESEARCH AND PRACTICE

HIV Preexposure Prophylaxis as a Gateway to

Primary Care

Julia L. Marews, PRD, MPH, Kenneth Levine, MPH, Chris Grasso, MPH, Douglas 8, Krakewer, MD, Victoria Powell, MPH, Kyle T, Bemsiein,
PhD, Stephen Boswell, MD, and Kenneth H. Mayer, MD

Objectives. To determine whether HIV preexposure prophylaxis (PrEP) use is associ-
ated with use of non-HIV-related health care.
Methods, We conducted a cross-sectional study of potential PrEP candidates at

a

Re: Of 5857 PrEP candidats

ton, Massachusetts, community health clinic during 2012 to 2016, comparing the
propartion of PrEP users and non-PrEP users receiving primary care
2047 (35%) were pres

cribed After adjustment

for demographics and number of visits, more PreP users received influenza vaccina

(prevalence ratio [PR]=1.28; 95% confidence

terval [CI]=1.20, 1.37), tebacco

screening (PR=1.06; 95% Cl=1.02, 1.09), and depression screening (PR=1.07; 95%

Cl=1.04,

1.11) compared with non-PrEP users, After addit

ent For diabetes,

hypertension, and overweight or obesity, more PrEP users received glucose testing

(PR=1.64; 95%
95% Cl=0.71,09
Conclusions. PrEP use wa:

Cl=1.56, 1.72) but Fewer received hemoglobin Alc testing (PR=0.81;
3) compared with non-PrEP users,

s associated with receipt of influenza vaccination, tobacco

and depression screening, and glucose but not hemog!

bin Alc testing. Among PrEP

users receiving routine care, the benefits of PrEP may extend to behavioral health,
mental health, and prevention and treatment of ather infectious and chronic diseases,

(Am S Publ
AJPH.Z018.304561)

Daily' oral preexposure prophylaxis (PrEP)
using emtricitabine and tenofov

highly protective againse HIV infection, ™
Clinical monitoring among PrEP users fi-

cilitates sdentification and treatment of other

.

infections, including hepatitis C and bactenal
sexually transmitted infections (STIs). " PrEP
may also provide a gateway to other rypes
of health care for men who have sex with
men and other individuals at risk for HIV
infection, just as family planning clinies

5
provide a gateway to care for many women,

However, to our knowledge, no studies
have evaluated whether PrEP use is associated
with increased receipt of non-PrEP-related
health care.

METHODS
We conducted a cross-sectional study at

Fenway Health, a community health center

Published online ahead of print July 19, 2018 AJPH

Health. Published online ahead of print July

9, 2018: e1-e3. doi:10.

in Boston, Massachusetts, specializing in
care for sexual and gender minorities.”

Fenwa
record, which supports preventive care by
prompting clinicians about recommended
vaccinations and screenings. For each

1y Health uses an electronic health

vear during 2012 to 2016, we included
HIV-uninfected patients tested for rectal
STls, indicaring HIV risk and thus eligibilicy
for PrEP. We assessed PrEP prescriptions

and receipt of primary care during each

calendar year.
We measured 4 primary care outcomes: (1)
influenza vaccination, which is recommended

ABOUT THE AUTHORS

annually for almost everyone & months and
older; (2-3) screening for tobacco use and
depression, which are clinical performance
measures for federally qualified health cen-
ters; and (4) hemoglobin Ale or glucose tests
for diabetes sereening or monitoring. Di-
abetes screening is recommended for over-
weight or obese adults older than 40 years
and for younger adults with diabetes risk
factors; these 2015 guidelines updated pre-
vieus recommendations to screen adults
with hypertension

We used the % test and the ¢ test to
compare characteristics of PrEP users and
nonusers, We used Poisson models to obtain
prevalence ratios (PRs) comparing the pro-
portions of PrEP users and nonusers wha
receved each primary care outcome, Because
patients could be included in the data set more
than once if tested for rectal STk in multple
years, we used generlized estimating equations
to account for repeated measures. Adjusted
madels included age, gender, race/ethnicity.
msurance type, year, and annual number ofkept
medical visis, Models for hemoglobin Alc or
glucose testing addidonally included diabetes
and hypertension, as noted on the clinical
problem hst during the same vear as the rectal
STl test, and overweight or obesity, as noted on
the problem list or on the basis of a recent
bady mass index of 25 kilograms per
metens squared or greater,

We conducted analyses in SAS version
9.4 (SAS Institute, Cary, NC), Tests were
2 sided and the cutoff for statistical signifi-
cance was [*< .05,

_Ju(m L. Muaseus is with the Department nf]’u,m]m.'w Medicine, Harvard Medical School and Harv, mJ J’Hlnm Health
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