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Webinar Objectives

After this webinar, participants will:

1. Have an understanding of what 2. Be able to engage in
pre- and post-exposure conversations and planning with
prophylaxis (PrEP and PEP) are, colleagues in their agency/office
for whom they are appropriate, about how their work can help
and the roles these HIV advance awareness and uptake of
prevention tools play in the PrEP and PEP in order to help
National HIV/AIDS Strategy. achieve national goals of reducing

the number of new HIV infections
and reducing HIV-related health
disparities.



PrEP: Pre-Exposure Prophylaxis

=

PrEP is a new prevention method in

which people who do not have HIV

infection take a pill daily to reduce
their risk of becoming infected.




PEP: Post-Exposure Prophylaxis

PEP involves taking anti-HIV drugs

el i oJe (o]l after a potential exposure

to prevent HIV infection
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+ Reducing new HIV
infections

Improving access to care
and health outcomes

i Reducing HIV-related
I health disparities

Achieving a more
coordinated national
response




Advances in 4 Key Areas
Are of Critical Focus through 2020

@ Widespread HIV testing and

0 linkage to care enabling people

0/ living with HIV to access treatment eazrly.
Full access to PrEP services

Q for those whom it is appropriate and desired,
with support for medication adherence
for those using PrEP.

Broad support for people
living with HIV to remain engaged
in comprehensive care, including support
for treatment adherence.

Universal viral suppression
among people living with HIV.




Federal Action Plan:
Raising Awareness about PrEP and PEP

8 action items related to PrEP and PEP

« HRSA, CDC, SAMHSA, VA are delivering technical assistance,
trainings, and information on PrEP implementation to staff and
award recipients.

* NIH, CDC are conducting research and disseminating lessons
learned to inform ways to make PrEP available to those for
whom it is appropriate and desired.

OHAIDP has convened a Federal workgroup to review Agency
activities on PrEP, identify gaps, and create a common delivery
model for PrEP.
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L esson Learned From
ARV-based Prevention Research

* The active agent must be at the site of exposure
In sufficient concentration for ample duration to
abrogate infection



HIV Prevention: Guiding Principles

= No one magic bullet for prevention, even PrEP

= HIV testing Is the entry point

= Effective delivery of HIV treatment is critical

= Know your epidemic and select prevention packages based
upon effectiveness and cost

= Prevention packages should create interest and demand for
HIV prevention in the target population

= Monitor and evolve prevention strategies with changes in
the epidemic



The Science of HIV/AIDS: Much to Do

Next Steps with Prevention
Interventions

Implement Proven Innovate New
Methods Methods



The Science of HIV/AIDS: Much to Do

Next Steps with Prevention
Interventions

Implement Proven Innovate New
Methods Methods



The Promise and Pitfalls of PrEP

* PrEP, as defined as a daily pill containing FTC/TDF, is the
FDA-approved biomedical prevention modality

= PrEP I1s amazingly effective, |IF the PrEP user adheres

= PrEP is not a magic bullet, must be delivered in the context
of comprehensive prevention packages

= Need to address adherence issue



Provider Awareness: Points to Consider

* Providers need to be clear on what PrEP is and is not — part
of a comprehensive prevention package

= Counseling on adherence

* Reminder that condoms prevent STls and HIV
e |If going condomless, bring the PrEP user back to test and treat STIs
* Reinforcement of adherence messages



“The bottom line 1s, PrEP works, but
doctors need more prep about PrEP”

Anne Schuchat, M.D.
Principal Deputy Director of CDC/ATSDR
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New PrEP Agents

= Broadly neutralizing antibodies
 Vectored immunoprophylaxis
= Microbicides
e Long acting rings, +/-contraceptive
e Other sustained release delivery systems
= Long-acting injectable agents:

 GSK 744LA (integrase inhibitor)
e Others in the pipeline



Optimistic, Long-Range Vision

= An HIV vaccine is within our grasp

= Microbicides and PrgP will fill a niche with sustained
release formulations

= Broadly neutralizing antibodies will be evaluated and may
prove to be important for prevention, treatment and cure

= As the therapeutic armamentarium improves, PrEP will
also evolve to 1-6 doses a year

= These tools will help control the HIV pandemic
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PrEP in Brief: A component of the
National HIV/AIDS Strategy
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% HIV Prevention Effectiveness

Daily Oral PrEP Effectiveness by

Adherence in Initial Randomized Trials
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CDC PrEP Guidelines Summary

Component ‘

Risk assessment

Recommendation

PrEP is indicated for adult MSM, heterosexually-active
women and men, and PWID who are at substantial risk for
HIV infection through ongoing exposures

Lab screen before .

HIV test, test for acute HIV infection if symptomatic

prescribing * Adequate renal function (eCrCl > 60 mL/min)
Prescribin * 1 daily TDF/FTC tablet (Truvada)
& * Prescribe no more than 90 day supply
e Test for HIV and pregnancy every 3 months
e Test for sexually transmitted infections (STIs) every
6 months, even if asymptomatic
Follow-up

Discontinuation

Counsel on risk reduction and medication adherence
Test creatinine clearance at 3 months and then every 6
months

At least every 12 months, assess risk behavior, medication |

adherence, and need for continuing PrEP use




People at Substantial Risk of HIV Infection

(Meet Indications for PrEP)

MSM

Heterosexual Men
and Women

PWID

In the past 6 months:

* HIV-positive sexual partner

*Bacterial STI (esp. GC or syphilis)

* More than one sex partner not known to
have HIV infection

*Inconsistent or no condom use

« Commercial sex work

n the past six months
*HIV-positive injecting
partner
*Sharing injection
equipment

In high-prevalence area




Estimated percentages and numbers of adults with
indications for preexposure prophylaxis (PrEP), by
transmission risk group — United States, 2015

Transmission Risk Group % with PrEP  |Estimated no. (95% Cl)
indications*®
Men who have sex with men, 24.7 492,000 (212,000-772,000)
aged 18-59 yrs
Adults who inject drugs, 18.5 115,000 (45,000-185,000)
aged 218 yrs
Heterosexually active adults, 0.4 624 000 (404,000-846,000)
aged 18-59 yrs ’ ’ ’
Men 0.2 157,000 (62,000-252,000)
Women 0.6 468,000 (274,000—-662,000)
[otal — 1,232,000 (661,000-1,805,000)

Abbreviation: Cl| = confidence interval.

* Percentage of all estimated persons in each transmission risk group and demographic subset with PrEP

indications.




Why PrEP for Negatives and
ART for PLWHA

“ . | [
On ART, not virally suppressed | ‘ l ‘ ‘ ‘ |

In care, not on ART i-

Linked, not retained in care i-

Diagnosed, not linked to care im
Undiagnosed HIV+ iﬁ

0% 10% 20% 30% 40% 50% 60% 70% 80% 90% 100%

% of HIV-Infected persons




PEP, PrEP, or ART?

. If seroconversion
\



Primary Care Clinician
Experience Prescribing PrEP

* |n 2009
— 1% had ever prescribed PrEP
— 7% had ever prescribed nPEP
* By 2015
— 7% had prescribed PreEP
— 14% had prescribed nPEP

w N



%

Primary Care Clinician PrEP Awareness,
DocStyles, 2009-2015
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PrEP awareness and attitudes in the
general population
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Rates of HIV diagnoses among adults and
adolescents in the US in 2014, by state



Lifetime Risk™* of an HIV Diagnosis

“One in n”
MSM |Heterosexuals PWID
Female | Male Female [Male

All racel/ethnicities 6 241 473 23 36

Black/African American 2 49 86 6 9

Hispanic/Latino 4 242 390 21 21

Native Hawaiian/Pacific 7 395 2.706 45 62

Islander

American Indian/Alaska Native 12 493 1,116 19 43
Asian 14 910 1,760 223 178
“White 11 1,083 [2,914 4/ 103

*From age 13 years Source: Hess K, et al . CROI 2016, http://www.croiwebcasts.org/console/player/29467?mediaType=slideVideo&




Gilead Estimates of National PrEP Uptake,
by Quarter, 2012-2015



Impact of HAART Uptake

o Deoaths por 100 Porson Years
—o— % Patients on HAART

Source: Palella et al JAIDS. 2006;43(1):27-34



Dr. Dawn K. Smith
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404.429.0904

The United States will become a place where new HIV infections
are rare...

National HIV/AIDS Strategy

The findings and conclusions ip

represent the official positir




What’s Up with PrEP?
A Conversation with Federal Staff about Effectively Deploying the Newest Tool in the HIV
Prevention Toolbox to Help Reach National HIV/AIDS Strategy Goals

What About Post-Exposure Prophylaxis (PEP)?

CAPT Ken Dominguez, M.D., M.P.H. (USPHS)
Medical Epidemiologist
Division of HIV/AIDS Prevention
National Center for HIV/AIDS, Viral Hepatitis, STD, and TB Prevention
CDC



Updated Recommendations for Antiretroviral
Postexposure Prophylaxis (PEP) After Sexual,
Injection-Drug Use, or Other Nonoccupational
Exposure to HIV
in the United States

Kenneth Dominguez MD, MPH
Centers for Disease Control and Prevention (CDC),
National Center for HIV/AIDS, Viral Hepatitis, STD, and Tuberculosis
Prevention, Division of HIV/AIDS Prevention
Atlanta, Georgia, USA

June 2, 2016
Federal Staff Webinar
What's Up with PrEP?




What is PEP?

PEP (postexposure prophylaxis) : The provision of
antiretroviral medication after an isolated risky
exposure to HIV to prevent HIV infection

— Occupational PEP (oPEP) —for exposures during the
process of providing healthcare services

— Nonoccupational PEP (nPEP) — for isolated exposure to
sexual, injection drug use-related, or other type of
nonoccupational exposure.




What is the scientific basis for PEP?

e Highest level of evidence in humans is a
case-control study —

e demonstrated 81% reduction in HIV transmission
risk for health care workers with percutaneous

exposures who received oPEP with zidovudine.

1485-1490.

~ \ /]
UV LJIV

care workers after percutaneous exposure. New Engl J Med. 1997;337(21):




Updated CDC nPEP Recommendations
(2016)

e [ast e Updated version

recommendations released April 18,
published by CDC in 2016
2005

https://stacks.cdc.gov/view/cdc/38856




CDC oPEP Recommendations (2013)

https://stacks.cdc.gov/view/cdc/20711




Key Changes in
Updated nPEP Recommendations

e Reviews additional evidence

 from animal studies, human observational studies
* Use of new antiretroviral medications as nPEP

eNew preferred and alternative 3-drug
antiretroviral nPEP regimens

e|ncludes pediatric nPEP regimens




CDC nPEP Recommendations

eHealthcare providers should rapidly
evaluate persons for nPEP when care is
sought within 72 hours after a potential
nonoccupational exposure that presents a

substantial risk of HIV acquisition




CDC nPEP Recommendations

e All persons considered for nPEP should undergo HIV

testing, preferably with a combined rapid HIV antigen-
antibody or antibody blood test.

e |f a rapid HIV test is unavailable and nPEP is
indicated

* nPEP should be initiated without delay and

* nPEP can be discontinued if the patient is later
deterimined to be HIV-uninfected.




CDC nPEP Recommendations

eNPEP is recommended when

— the source of the body fluid is known to be HIV-
positive and

— the reported exposure would present a substantial risk
of transmission.




Substantial risk for HIV Infection

Exposure of vagina, rectum, eye, mouth, or other
mucous membrane, nonintact skin, or percutaneous
(e.g., needlestick or cut through skin) contact with

Blood, semen, vaginal secretions, rectal secretions,
breast milk, or any body fluid that is visibly
contaminated with blood

 When the source is known to be HIV positive




CDC nPEP Recommendations

e A case-by-case determination about nPEP
use is recommended when the:

— HIV infection status of the source is unknown
and

— exposure would present a substantial risk of
transmission if the source was HIV-infected .




CDC nPEP Recommendations

*nPEP is not recommended when

* the reported exposure presents no substantial risk of
HIV transmission

e careis sought > 72 hours after potential exposure.




CDC nPEP Recommendations

e All persons offered nPEP should be
prescribed a 28-day course of a 3-drug
antiretroviral regimen




CDC nPEP Recommendations

e Preferred regimen for otherwise healthy
adults and adolescents

— tenofovir DF (300 mg) with emtricitabine (200
mg) once daily plus

— raltegravir 400 mg twice daily or dolutegravir 50
mg once daily

e Regimens are also provided for children,
pregnant women, and persons with
decreased renal function

Note Preferred oPEP regimen is tenofovir DF + emtricitabine
[once daily] + raltegravir [twice daily]




CDC nPEP Recommendations

e As a part of evaluation for nPEP, should provide
any indicated prevention, treatment, or
supportive care for other exposure-associated
health risks and conditions such as
— bacterial sexually transmitted infections
— traumatic injuries
— viral hepatitis B or C infections
— pregnancy




CDC nPEP Recommendations

e Provide risk-reduction counseling and
intervention services to persons who report
behaviors or situations that place them at risk for
future HIV exposures such as
— injection drug use
— sex without condoms
— receipt of one or more courses of nPEP




National Clinicians’ Consultation Center
http://nccc.ucst.edu/

* Healthcare providers who plan to use
other than the preferred or alternative
NPEP regimens should consult an expert.

« National Clinicians’ Consultation Center
provides consultative services for
— Postexposure prophylaxis
— Preexposure prophylaxis
— Perinatal transmission
— General HIV management




Accessing nPEP Medications

Insurance coverage (if prescription drug coverage
included)

— Private
— Public - Medicaid, or Medicare (benefits dffer by state)

Crime Victims Compensation

— http://www.ovc.gov/map.html
Patient assistance programs of the drug manufacturers

— http://www.pparx.org/en/prescription_assistance programs/
list of participating programs
— https://www.nastad.org/sites/default/files/PrEP-and-PEP-PAP-fact-
sheet.pdf
Other means- Massachusetts HIV Drug Assistance
Program - nPEP service (for Massachusetts residents)

— http://crine.org/hdap/npep/npep-enrolled-sites/
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EXAMPLES OF FEDERAL AGENCY ACTIONS FROM
NATIONAL HIV/AIDS STRATEGY FEDERAL ACTION PLAN
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Implementing PrEP:
Examples from a Physician
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PrEP & PEP Resources

Compilations of selected PrEP & PEP resources from Federal
partners to be shared with all webinar participants.
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Webinar Evaluation

Please tell us what you thought of
this webinar:

https://www.surveymonkey.com/
r/PrEP_webinar

We’'ll share this URL in a follow-up
email.

We’d be grateful for your
thoughts!



AIDS.gov & blog.AIDS.gov






Looking Ahead
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