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Introduction

PrEP Advisory Committee, October 2015

This document provides guidance for delivery of HIV preventive care that includes the
use of PrEP. This document includes information on service delivery and program
implementation and does not contain recommendations that are rated to indicate the
strength of the recommendation and the quality of the supporting evidence, as is
customary for NYSDOH AIDS Institute formal guidelines.On April 29, 2015, Governor
Andrew Cuomo unveiled the Blueprint to End AIDS Epidemic by 2020, which contained

the statewide task force’s recommended strategies to end the AIDS epidemic in New
York State by reducing the number of annual new HIV infections to 750 by the year
2020. The three-point plan calls for efforts to identify those with undiagnosed HIV
infection and to link and retain them in care, including providing antiretroviral therapy
to maximize viral suppression. The third point outlined in this plan is to provide access
to pre-exposure prophylaxis (PrEP) as part of a strategy to prevent HIV infection among
individuals at high risk. By including access to PrEP as a major element in this bold
initiative, New York State emphasizes the importance of PrEP as a safe and effective
method to prevent HIV infection, demonstrating the use of PrEP as a strategy that
should be adopted by all interested in ending the epidemic. It is the intention of this
guidance document to give all New York State providers the information needed to
successfully manage patients on PrEP.

= KEY POINT

Payment options for PrEP have been compiled by the New York State Department of
Health. The options include Medicaid, PrEP Assistance Program (PrEP-AP), the Gilead
Co-Pay Coupon Card, the Gilead Medication Assistance Program, the Patient Access

Network, and most private insurances.

http://www.hivguidelines.org/prep-for-prevention/guideline/# 1/33


http://www.hivguidelines.org/
http://www.hivguidelines.org/home/about/development-and-committees/prep-advisory-committee/
http://www.health.ny.gov/diseases/aids/ending_the_epidemic/
https://www.health.ny.gov/diseases/aids/general/prep/docs/payment_options.pdf
http://www.hivguidelines.org/
http://www.hivguidelines.org/prep-for-prevention/

4/18/2017 Guidance for Use of PrEP - AIDS Institute Clinical Guidelines
The Medical Care Criteria Committee is now developing an evidence-based, clinically
focused guideline for administration and management of PrEP for prevention of HIV
infection. As soon as the PrEP clinical guideline is finalized, it will be posted on this and
this guidance document will be archived.

New York State Summary on Pre-Exposure Prophylaxis to Prevent HIV Infection

The New York State Department of Health AIDS Institute (NYSDOH Al) and the Centers
for Disease Control and Prevention (CDC) [1,2] recommend pre-exposure prophylaxis
(PrEP) as an evidence-based intervention to prevent HIV transmission. Throughout its
history, the NYSDOH Al has been a leader in recommending biomedical interventions to
prevent HIV infection, beginning with establishing a standard of care for the prevention
of mother-to-child HIV transmission using antiretroviral agents during pregnancy, labor
and delivery, and as prophylaxis for the newborn. Since 1991, NYSDOH Al has
recommended a combination of antiretroviral agents for post-exposure prophylaxis
(PEP) to prevent HIV transmission in the context of occupational and non-occupational
exposures. NYSDOH Al recommends that antiretroviral therapy (ART) be initiated in all
patients with a diagnosis of HIV infection. This recommendation is based on increasing
evidence that patients with established HIV infection benefit from ART at all stages of
disease [3,4] and on data that demonstrate a dramatic reduction of HIV transmission
risk among ART-treated patients with viral suppression [5], which is a strategy

commonly known as “treatment as prevention.”

Several clinical trials have demonstrated the efficacy of PrEP [6,7]. In July 2012, the
Food and Drug Administration approved tenofovir + emtricitabine (TDF/FTC, Truvada)
for use as PrEP in adults. This regimen consists of one pill taken once per day; when
taken consistently, it has demonstrated a high level of protection against HIV infection.

New York State continues to promote effective use of this biomedical intervention
through this clinical guidance document, provider implementation protocols, and
ongoing educational programs. The NYSDOH Al recognizes that a comprehensive
system-wide approach is necessary to ensure that patients are effectively managed on
PrEP and that individuals throughout the State who will most benefit have access to
PreP. Key populations that are most at risk for HIV should be prioritized for outreach

and access to ensure that they are aware of PrEP and its benefits; such populations
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include men who have sex with men (MSM), injection drug users, and serodiscordant
couples, particularly couples with an HIV-infected partner who is not virally suppressed

or whose viral suppression is unknown.

Following is a summary of the key principles that are described in this document.
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= KEY PRINCIPLES

PrEP should not be offered as a sole intervention for HIV prevention.

= PrEP should only be prescribed as part of a comprehensive prevention plan.
PrEP may help protect the HIV seronegative partner in a serodiscordant

relationship during attempts to conceive.

PrEP is indicated for individuals who have a documented negative HIV test result
and are at ongoing high risk for HIV infection.

= A negative HIV test result needs to be confirmed as close to initiation of PrEP as
possible, ideally on the same day the prescription is given. Clinicians should wait to
prescribe PrEP until confirmation of a negative test result is available.

Efficacy of PrEP is dependent on adherence. PrEP should only be prescribed to those

who are able to adhere to the regimen and express a willingness to do so.

Lack of use of barrier protection is not a contraindication to PrEP; consistent
condom use is a critical part of a prevention plan.

PrEP is contraindicated in individuals (1) with documented HIV infection, (2) with
creatinine clearance <60 mL/min, and (3) in those who are not ready to adhere to
daily Prep.

The first prescription of PrEP (Truvada 1 tablet PO daily) should only be for 30

days to allow for a follow-up visit to assess adherence, tolerance, and commitment.

= At the 30-day visit, a prescription for 60 days may be given

= The patient should then return for 3-month HIV testing and other assessments.

= After that visit, prescriptions can be given for 90 days, provided that the patient is
adherent.

Patients receiving PrEP require regular visits, at least every 3 months, to monitor

HIV status, adherence, and side effects.

» Follow-up and monitoring of patients receiving PrEP also includes prevention
services that are part of a comprehensive prevention plan, such as risk-reduction
counseling, access to condoms, STI screening, and mental health and substance use
screening, when indicated.
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For patients who receive a reactive HIV screening test result or for whom acute

infection is suspected, initiate fully active ART and see HIV Acquisition During PrEP.
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Methodology

October 2015

In September 2012, the New York State Department of Health convened a PrEP Advisory
Panel to develop clinical guidance on the use of PrEP. The Panel consisted of primary
care providers caring for high-risk populations, clinicians experienced in the treatment
of HIV, obstetricians, adolescent care providers, pharmacists, program administrators,
social workers, policy makers, representatives from the New York City Department of
Health and Mental Hygiene, and consumer representatives.*

The following document provides guidance for delivery of an HIV prevention program
that includes the use of PrEP. This guidance is based on the results of the clinical trials
of PrEP, a review of published data, and the guidelines of the Centers for Disease
Control and Prevention [1,2]. Available data are limited regarding the best practices for
monitoring the use of TDF/FTC in non-HIV-infected individuals in the clinical setting.
When there were no data on which to base recommendations, recommendations were
formulated based on both expert opinion and experience with use of these agents in the
HIV-infected population.

This PreP guidance document is intended for practitioners in all clinical practice settings
where PreEP will be prescribed and monitored, including primary care, HIV care, STI
clinics, and community-based centers. The information has been formatted as a series
of tables and checklists for ease of use at the point of care in a variety of settings. This
guidance document will be updated regularly as new data are published and more
experience is accumulated with the use of PrEP.

*Prior to participation, each panel member submitted a financial disclosure form in
accordance with the program’s conflict of interest policy. Two panel members reported
potential conflicts with Gilead, manufacturer of Truvada. JB-M, Speaker’s Bureau; AU,
Speaker’s Bureau.
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Background

October 2015

HIV prevention through PreP involves the use of antiretroviral medications by non-HIV-
infected individuals to reduce their risk of acquiring HIV. In July 2012, the Food and Drug
Administration (FDA) approved the use of tenofovir + emtricitabine (TDF/FTC) for HIV
PrEP in adults who are at high risk for becoming HIV-infected.

Use of tenofovir alone and tenofovir + emtricitabine as PrEP has been studied in clinical
trials in several populations, including men who have sex with men [1], heterosexual
discordant couples [2], heterosexual men and women [3-5], transgender women

[1], and injecting drug users [6]. All of the trials found PrEP to be safe. Four trials found
PrEP to be effective for preventing HIV infection when taken as prescribed. The FEM-
PrEP [4] and VOICE trials [5] did not show a benefit, likely because of poor adherence to
the daily PrEP regimen. Table 3 in the July 14, 2013 MMWR summarizes the results of a

variety of PrEP clinical trials.

Studies of other antiretroviral agents for use as PrEP, such as maraviroc, rilpivirine, and

dapivirine, are underway.

a’ RECOMMENDATION

= PrEP should be offered to adolescents at high risk for HIV infection.

To date, no efficacy or safety studies have been published on the use of PrEP in
individuals younger than 18 years of age, but studies in this population are underway.
Since the time of licensing for treatment of HIV in adolescents, TDF/FTC has been used
without any indication of unique toxicity in this population. Off-label use of TDF/FTC as
part of a PEP regimen is recommended for adolescents 13-18 years of age to prevent
HIV infection after a high-risk exposure. The CDC and the International Antiviral
Society-USA have now extended the use of TDF/FTC to include PrEP for adolescents in
sexual or other behavioral situations that put them at high risk for HIV infection

[7,8]. In addition to known concerns about renal complications associated with tenofovir
use, theoretical concerns from osteopenia have been proposed, particularly in younger

age groups.
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Providers should carefully weigh the potential benefits and risks, including acquiring HIV
infection, before prescribing PrEP to a younger adolescent and should make clear that
the efficacy of PrEP is highly dependent on strict adherence. Clinicians should refer to
their institution’s policy or consult with the institution’s legal department about consent
to care for adolescents under 18 years of age according to New York State law (for

additional information, see HIV Disclosure to Parents and Consent to HIV Treatment

Among Adolescents).

@ RECOMMENDATION

= PrEP should not be offered as a sole intervention for HIV prevention. PrEP should

only be prescribed as part of a comprehensive prevention plan that includes

counseling and education about the following:

o Consistent and correct condom use

o Safer-sex practices and risk-reduction counseling

o Adherence to PrEP

o Importance of frequent HIV testing and screening for other sexually transmitted
infections (STIs) that can facilitate HIV transmission

o For individuals in serodiscordant relationships, the importance of suppressive

ART (treatment as prevention) for HIV-infected partners
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Candidates for PrEP

October 2015

PrEP is indicated for individuals who have a documented negative HIV test result and are
at ongoing high risk for HIV infection. A negative HIV test result needs to be confirmed
as close to initiation of PrEP as possible, ideally on the same day the prescription is

given (see Pre-Prescription Steps). PrEP should only be prescribed to those who are able

to adhere to the regimen and express a willingness to do so.

# RECOMMENDATION

= PrEP is not meant to be used as a lifelong intervention, but rather as a method of
increasing prevention during periods when people are at greatest risk of acquiring
HIV.

The length of use will depend on the individual’s behaviors, which may change over
time. Providers need to obtain a thorough sexual and drug use history and regularly
discuss risk-taking behaviors with their patients to assess candidacy for PrEP,
encourage safer-sex practices and safer injection techniques (if applicable), and assist in

the decision of when to use PrEP and when to discontinue use.

Potential candidates for PrEP: Clinicians should discuss PrEP with the following non-
HIV-infected individuals who have substantial and ongoing risk:

= Men who have sex with men (MSM) who engage in unprotected anal intercourse [1,2]

= Individuals who are in a serodiscordant sexual relationship with a known HIV-
infected partner

= Male-to-female and female-to male transgender individuals engaging in high-risk
sexual behaviors

= Individuals engaging in transactional sex, such as sex for money, drugs, or housing

= Injection drug users who report any of the following behaviors: sharing injection
equipment (including to inject hormones among transgender individuals), injecting
one or more times per day, injecting cocaine or methamphetamine, engaging in
high-risk sexual behaviors [3]

= Individuals who use stimulant drugs associated with high-risk behaviors, such as

methamphetamine [1,2,4,5]
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= Individuals diagnosed with at least one anogenital sexually transmitted infection in
the last year [6,7]

= Individuals who have been prescribed non-occupational post-exposure

prophylaxis (nPEP) who demonstrate continued high-risk behavior or have used

multiple courses of nPEP [8]

Other individuals may qualify for PrEP who may not fit within the above risk categories.
Decisions to initiate PrEP should be individualized by weighing patients’ personal risk of

acquiring HIV infection against the potential benefits and risks of TDF/FTC.

Individuals who do not necessarily have continued risk for acquiring HIV but may have
episodic exposures may be good candidates for non-occupational post-exposure
prophylaxis (nPEP) rather than PrEP. For example, nPEP may be a better option for an
individual who uses condoms regularly, but may experience an occasional broken
condom or lapse in use. These individuals should be educated about nPEP and the need
to receive medication within 36 hours of the exposure.

A 7-item screening index has been developed to identify MSM who are at risk of HIV
seroconversion (see the appendix, HIRI-MSM Index).

Use of PrEP to prevent HIV transmission during attempts to conceive: PrEP may be
one option to help protect the HIV seronegative partner in a serodiscordant relationship
during attempts to conceive. Risk of HIV transmission may be further reduced in
serodiscordant sexual relationships when the HIV-infected partner is receiving
suppressive ART. Data supporting treatment as prevention are strongest for
heterosexual couples based on the findings of HPTN 052 [9]. These data have been
extrapolated to MSM although primary data supporting “treatment as prevention” in
this population are lacking.
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Appendix: HIRI-MSM Index

October 2015

The following risk index was predictive of HIV seroconversion in
two large prospective cohorts of men who have sex with men in
the United States. The index can be used to prioritize patients for

PrEP and other intensive HIV prevention efforts.

S e Reprinted from Smith DK, Pals SL, Herbst JH, et al. Development
Figure 1: Click to enlarge of a clinical screening index predictive of incident HIV infection
among men who have sex with men in the United States.
J Acquir Immune Defic Syndr 2012;60:421-427. [PubMed]

http://www.hivguidelines.org/prep-for-prevention/guideline/# 14/33


http://cdn.hivguidelines.org/wp-content/uploads/20160817132605/Appendix-B.-HIRI-MSM-Risk-Index.jpg
http://www.ncbi.nlm.nih.gov/pubmed/22487585

4/18/2017 Guidance for Use of PrEP - AIDS Institute Clinical Guidelines

Contraindications and Considerations

October 2015

® RECOMMENDATION

= Although consistent condom use is a critical part of a prevention plan for all people

prescribed PreEP, lack of use of barrier protection is not a contraindication to PrEP.

Contraindications

Medical contraindications: 1) Documented HIV infection; drug-resistant HIV has been
identified in patients with undetected HIV who subsequently received TDV/FTC for PrEP.

2) Creatinine clearance <60 mL/min.

Lack of readiness to adhere to a daily PrEP regimen: Efficacy of PrEP is dependent on

adherence to ensure that plasma drug levels reach a protective level.

Considerations When Prescribing PrEP

The considerations outlined below are not absolute contraindications to prescribing

PreP. Clinicians should consider these factors and proceed with caution.

Does the patient have chronic active hepatitis B virus (HBV) infection? TDF/FTC is

active against HBV infection.

= Although not FDA-approved for the treatment of HBV, TDF/FTC may be used
simultaneously as treatment for HBV infection and as PrEP.
= Discontinuation of TDF/FTC requires close monitoring in patients with chronic

hepatitis B infection because of the concern for rebound viremia.

Is the patient pregnant or attempting to conceive? PrEP may be one of several
options to help protect the HIV seronegative partner from acquiring HIV infection in

serodiscordant couples during attempts to conceive.

= If a woman is pregnant when starting PrEP or becomes pregnant while on PrEP,
discuss the known risks and benefits of taking TDF/FTC during pregnancy (see Pre-
Prescription Steps)

= After discussing the potential risks of TDF/FTC, recommend continuation of PrEP
during pregnancy or breastfeeding for those with ongoing risk for HIV
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= Providers should report information regarding use of PrEP during pregnancy to the

Antiretroviral Pregnancy Registry

Is the patient an adolescent? To date, no studies have been published on the use of
PrEP in individuals younger than 18 years of age, but studies in this population are
underway. In addition to the use of TDF/FTC in HIV treatment, and PEP for adolescents
13-18 years of age, the CDC and the International Antiviral Society-USA have now
extended the use of TDF/FTC to include PrEP for adolescents at high sexual or other
behavioral risk for HIV infection [1,2].

= Consider PrEP for adolescents at high risk for HIV.

= Carefully weigh the potential benefits and risks, including acquiring HIV infection,
before prescribing PrEP to a younger adolescent. In addition to known concerns about
renal complications associated with tenofovir use, there are theoretical concerns from
osteopenia, particularly in younger age groups.

= Make clear that the efficacy of PrEP is highly dependent on strict adherence.

= Refer to the institution’s policy or consult with the institution’s legal department
about consent to care for adolescents under 18 years of age according to New York
State law.

Is the patient at risk for chronic kidney disease (>65 years of age, black race,
hypertension, or diabetes)? Discuss possibility of kidney disease with individuals who

have pre-existing risk factors.

Is the patient taking concomitant nephrotoxic drugs or drugs that have
interactions with TDF/FTC? Obtain a thorough medication history

Does the patient have osteopenia/osteomalacia/osteoporosis? There may be a risk of

bone loss associated with tenofovir.

= Discuss risk of bone loss with individuals with pre-existing risk factors or

demonstrated osteoporosis/osteomalacia/osteopenia.
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Pre-Prescription Steps
October 2015
Following is a series of tables, formatted as checklists, that outline what this Panel

believes are the essential assessments, patient education, and laboratory tests that need

to be performed before a prescription for PrEP is given.

Pre-Prescription Assessments

Once it is decided that the patient is a candidate for PrEP according to the criteria listed
in Candidates for PrEP, further assessments (listed below) are needed to clearly

understand the prevention needs of the individual patient and whether initiation of PrEP
is an appropriate option. Patient education is critical to shared decision-making and the
success of PrEP as part of the prevention plan. The basis from which shared decision-
making about initiation of PrEP can occur are listed below, providing the clinician with
the opportunity to educate the patient about risks, benefits, and options, while
providing the patient with the opportunity to discuss preferences, needs, and individual
circumstances. Medication adherence may be improved when patients participate in

treatment decisions [1].

Pre-Prescription Assessment Checklist

Symptoms of acute HIV infection: Febrile, “flu”-, or “mono”-like illness in last 6

weeks
Medication list: Evaluate for potential drug-drug interactions

Substance use and mental health screening: See the following quick-reference guides:
Mental Health Screening and Substance Use Screening. Substance use and mental health

disorders are not exclusionary criteria. Identifying these disorders allows the clinician to
provide appropriate referrals and offer a tailored prevention plan. Substance use and
mental health disorders may be barriers to adherence.

Knowledge about PrEP: Patient understanding of PrEP, misconceptions about PrEP,
health literacy in general. For patients who ask to receive PrEP, ask: Why do you want
PrEP? What is your understanding of what it will do for you?

http://www.hivguidelines.org/prep-for-prevention/guideline/# 18/33


http://www.hivguidelines.org/prep-for-prevention/guideline/candidates/
http://www.hivguidelines.org/hiv-care/diagnosis-treatment/acute/
http://www.hivguidelines.org/mental-health/mental-health-screening-quick-reference-guide/
http://www.hivguidelines.org/substance-use/substance-use-screening-quick-reference-guide/

4/18/2017 Guidance for Use of PrEP - AIDS Institute Clinical Guidelines

Readiness and willingness to adhere to PrEP: Potential barriers to daily adherence
Primary care: Does the patient have a primary care provider? If not, provide referral.

Partner information: Determine whether partners are known to be HIV-infected. For
patients with an HIV-infected partner, ask: Is partner(s) receiving ART? Is a resistance

profile available?

Domestic violence screening: See New York State Office for the Prevention of Domestic

Violence

Housing status: Housing status and contact information should be closely monitored

for patients with unstable living situations

Means to pay for PrEP: Does the patient have insurance? If not, assess eligibility for
Medicaid and refer to case worker for assistance with obtaining insurance. For payment
assistance, refer to NYSDOH Payment Options for Pre-Exposure Prophylaxis (PrEP), the
PrEP Patient Assistance Program (PrEP-AP), and Truvada for PrEP Medication

Assistance Program

For women—reproductive plans: Is the patient currently using contraception? If not, is
the patient interested in using hormonal contraception or other effective method of
contraception in addition to condoms? Is the patient trying to conceive? Provide
preconception counseling when indicated. Is the patient currently pregnant? Is the
patient currently breastfeeding?

Pre-Prescription Education

Patients need to understand how PrEP works, including risks and benefits, the need for
strict adherence to maintain protective drug levels, and what it will and will not do for
them. Explanations should be given in the patient’s native language and should be easy

to understand. For example:

The pill Truvada has two drugs in it that are commonly used to treat HIV in persons who
are HIV-positive. When taken daily by people who are HIV-negative, they can block HIV
from infecting the body. The pill needs to be taken every day in order for the body to build
up sufficient drug levels to block HIV. It cannot be expected to work if it is only taken just
before or just after sex. PrEP reduces but does not eliminate HIV transmission risk. You still
need to use condoms even if you are taking PrEP because PrEP does not protect against
other sexually transmitted diseases.
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Pre-Prescription Education Checklist

How PrEP works: Explain how in language that is easy to understand AND explain how

PrEP works as part of a comprehensive prevention plan

Limitations of PrEP: 1) Efficacy is dependent on adherence; 2) PrEP reduces but does
not eliminate HIV transmission risk; 3) PrEP does not protect against other STls

PrEP use: Dosing, need for daily adherence, and the number of sequential doses

required to achieve protective effect.

= Available data suggest that it takes less time to accumulate protective drug
concentrations in the rectum than in the female genital tract [3-5].

= Based on modeling, 7 days of daily dosing is needed to achieve protective
concentrations for receptive anal sex and 21 days of daily dosing is needed for
receptive vaginal sex.

= There are no data for injection drug use or insertive vaginal or anal sex.

= What to do when doses are missed, and reinforcement of condom use in period

following missed dose

Common side effects: Headache, abdominal pain, weight loss; side effects usually
resolve or improve after first month.

Long-term safety of PrEP: 24-month follow-up data suggest clinical safety of oral
TDF in non-HIV-infected individuals. Although long-term safety has not been
established in non-HIV-infected individuals, TDF/FTC has been used safely in HIV-
infected individuals since 2004. 24-month follow-up data show clinical safety of oral
TDF in uninfected MSM [6].

Baseline tests and schedule for monitoring: Tests needed before PrEP is prescribed
(see below) and elements of and schedule for follow-up monitoring (see Follow-Up and

Monitoring), including HIV testing at least every 3 months.

Criteria for discontinuing PrEP: 1) Positive HIV test result; 2) development of renal
disease; 3) use of medication for unintended purposes; 4) non-adherence to medication
or appointments; 5) change in risk behaviors (ie, PrEP is no longer needed).
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Possible symptoms of seroconversion: Instruct patients to contact their healthcare
provider if they experience any of the following symptoms: fever, rash, joint pain, oral
ulcers (mouth sores), fatigue, night sweats, sore throat, malaise, pain in muscles, loss of
appetite.

For women—potential benefits/risks if pregnancy occurs during use of PrEP:

Benefits: Decreased risk of acquisition of acute HIV infection during pregnancy, which
is a significant risk factor for mother-to-child HIV transmission [2]

Potential toxicity: Available data suggest that TDF/FTC does not increase risk of birth
defects; however, there are not enough data to exclude the possibility of harm

Note: For women who become pregnant while using PrEP, continuation of PrEP
during pregnancy is an individualized decision based on whether there are ongoing

risks for HIV during pregnancy

Pre-Prescription Laboratory Tests

Baseline HIV test: Obtain 4th generation (recommended) or 3™ generation (alternative)
rapid HIV test. Perform nucleic acid amplification test (NAAT, viral load) for HIV for:

1) Patients with symptoms of acute infection; and 2) Patients whose antibody test is
negative but who have reported unprotected sex with an HIV-infected partner in the
last month [1]

Basic metabolic panel: Do not initiate PrEP in patients with creatinine clearance <60

mL/min

Urinalysis: Proteinuria is an early warning sign of tenofovir toxicity; baseline urinalysis

is necessary to identify pre-existing proteinuria

Serology for viral hepatitis A, B, and C: Immunize against hepatitis A and B in non-

immune patients

Screening for sexually transmitted infections: NAAT for gonococcal and chlamydial
infection at test sites of exposure (genital, rectal, pharyngeal), and rapid plasma reagin
(RPR) for syphilis

Pregnancy test: If a woman is pregnant when starting PrEP or becomes pregnant while
on PrkP, discuss the known risks and benefits
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Note: Drug-resistant HIV has been found in patients with undiagnosed HIV who were
using TDF/FTC as PrEP.

Reference:

1. Grant RM, Lama JR, Anderson PL, et al. Preexposure chemoprophylaxis for HIV
prevention in men who have sex with men. N Engl ) Med2010;363:2587-2599.
[PubMed]
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Prescribing PrEP

October 2015

= PrEP Prescribing Recommendations

= A prescription for PrEP should not be given until the patient is confirmed to
have a negative HIV test result: If a negative result is not immediately available, a
follow-up phone call to discuss test results may be necessary with the option for
the clinician to either call in the prescription or schedule another visit

= First prescription: 30-day supply with no refills

= Second prescription given at 30-day visit: 60-day supply with no refills

= 3-month HIV test is needed before a 90-day supply can be given

= Recommended regimen: Truvada 1 tablet PO daily (Tenofovir 300 mg +
Emtricitabine 200 mg). PrEP with antiretroviral agents other than TDF/FTC cannot
be recommended at this time.

= Common side effects: Headache, abdominal pain, weight loss but side effects

usually resolve or improve after first month

The recommended regimen for TDF/FTC when used for
a PrEP indication is provided below. The first
prescription should only be for 30 days to allow for a
follow-up visit to assess adherence, tolerance, and

e e commitment. At the 30-day visit, a prescription for 60
T —————————————— days may be given; the patient should then return for

e 3-month HIV testing and other assessments (see

e e e S e e Follow-Up and Monitoring). After that visit,

L L | prescriptions can be given for 9o days, provided that
m the patient is adherent.

, , Figure 1 provides a general guide for the schedule of
Figure 1: Click to enlarge

visits and follow-up assessments in the first year of
receiving PrEP.
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Follow-Up and Monitoring

October 2015

Elements of a Follow-Up Visit

Patients receiving PrEP require regular visits, at least every 3 months, to monitor HIV
status, adherence, and side effects. Follow-up and monitoring of patients receiving PrEP
also includes prevention services that are part of a comprehensive prevention plan, such
as risk-reduction counseling, access to condoms, STI screening, and mental health and

substance use screening, when indicated.

At each visit: Assess adherence, provide risk-reduction counseling, offer condoms, and
manage side effects.

Follow up 2 weeks after initiation to assess side effects (in person or by phone).

HIV testing: 4th generation (recommended) or 3rd generation (alternative) HIV
screening test* (every 3 months, and whenever there are symptoms of acute

infection [serologic screening test + HIV RNA test]).

STI screening: Ask about symptoms every visit. Use NAAT to screen for gonorrhea and
chlamydia, based on sites of exposure; rapid plasma reagin (RPR) for syphilis; and

inspection for anogenital lesions.

= Frequency: At least every 6 months, even if asymptomatic (monogamous discordant
couples may not need STI screening as frequently), and whenever symptoms are
reported.

Hepatitis C screening: Hepatitis C 1gG (at least annually for injection drug users, MSM,

and those with multiple sexual partners).

Renal function: Serum creatinine and calculated creatinine clearance (3 months after
initiation, then every 6 months), and urinalysis (annually).

Pregnancy testing: Every 3 months.

Adherence and Retention in Care

In all studies of PrEP, efficacy is highly dependent on adherence. For patients who
report intermittent use, more frequent visits may be necessary to reinforce adherence.
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Some providers use patient contracts to reinforce adherence to medication and
appointments. Some providers may contact the pharmacy to confirm that medication is
being refilled at time intervals consistent with adherence (e.g., every 30 days if 30-day
supply given). If patients are consistently unable to adhere to the regimen, PrEP should

be discontinued, and tailored risk-reduction messages should be delivered.

For patients who are not receiving routine primary care, PrEP is an opportunity for
engagement and retention in care. Engagement in primary care should be strongly
encouraged, and health maintenance, such as immunizations and standard age-
appropriate prevention screening should be offered. Clinicians should partner with
providers within or outside of their organization to provide services, including
subspecialty services, mental health and substance use treatment, case management,
navigation and linkage services, housing assistance, and income/benefits assessments.
Referrals should also be made to support groups if indicated. See the NYSDOH HIV
Patient Resources Directory for services listed by region.

Risk-Reduction Counseling

Discussions about risk reduction should be tailored according to the patient’s individual
needs. Clinicians should provide condoms at every visit, and should discuss use of
effective contraception and desire to use contraception. PrEP users should be counseled

to continue use of condoms while using PrEP.

For patients in serodiscordant relationships with HIV-infected partners who are not
receiving ART, clinicians should recommend treatment for the HIV-infected partner and
should reinforce this message at each visit.

For injection drug users, clinicians should make referrals for substance use treatment
and should prescribe clean syringes and needles and refer to needle-exchange
programs. New York State’s two syringe access initiatives are the Expanded Syringe

Access Demonstration Program and Syringe Exchange Programs.

HIV Testing

Routine HIV testing is an integral component of safe use of PrEP. Frequent screening is
meant to prevent the development of resistance in PrEP users who become HIV-infected
while using PrEP, as well as protect transmission to HIV-negative partners. Quarterly

testing with a 4™ generation (recommended) or 374 generation (alternative) HIV
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screening test is recommended (see HIV Testing for available 3™ and 4™ generation HIV
tests).

HIV testing should also occur whenever patients present with symptoms consistent with
acute HIV infection. If acute HIV infection is suspected, an HIV serologic screening test
should be used in conjunction with a plasma HIV RNA assay; a fourth-generation HIV
antigen/antibody combination test is the recommended serologic screening test if
available. Detection of HIV RNA in the absence of serologic evidence of HIV infection
should be considered a preliminary positive result. More detailed recommendations for
testing for acute HIV infection are available (see Diagnosis and Management of Acute
HIV Infection).

For information about what to do when the HIV test of a patient receiving PrEP is
positive, see HIV Acquisition During PrEP.

Side Effects

The most common side effects of TDF/FTC are headache, abdominal pain, and weight
loss; however, these side effects usually resolve or improve after the first month. Two
weeks after initiation of PrEP, clinicians should follow up either in person or by phone to
assess side effects. Standard measures, such as antidiarrheal agents, anti-gas
medications, and antiemetics, should be used to alleviate gastrointestinal side effects as
needed.

Use of TDF/FTC in HIV-infected patients has shown that side effects, such as renal
impairment or bone density loss, can occur. Although uncommon, regular laboratory
monitoring for these parameters is necessary (see above). If a decrease in serum
creatinine and calculated creatinine clearance is observed, potential causes should be
evaluated.

Pregnancy Screen and Management

Pregnancy tests should be obtained at each follow-up visit for women. Clinicians should
discuss the known risks and benefits of taking TDF/FTC during pregnancy. Continuation
of PrEP during pregnancy is an individualized decision based on patient preference and
whether there are ongoing risks for HIV during pregnancy. The patient’s obstetrical
provider should be informed of the use of TDF/FTC during pregnancy.
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Discontinuation of PrEP

October 2015

® RECOMMENDATION

= When discontinuing PrEP in patients who have chronic hepatitis B virus, close
monitoring for rebound hepatitis B viremia is recommended.

Discontinue PrEP if patient receives a positive HIV test result and:

= offer ART in consultation with a provider with extensive experience in HIV treatment
= obtain genotypic testing; adjustments may be made to the ART regimen once
resistance results are available

Discontinue PrEP in patients who:

= develop renal disease

= are non-adherent to medication or appointments after attempts to improve
adherence

= are using medication for purposes other than intended

= reduce risk behaviors to the extent that PrEP is no longer needed

= request discontinuation, with referral to risk-reduction support services and
documentation of referral

= IMPORTANT NOTE

= Discontinuation of TDF/FTC in patients with chronic active hepatitis B virus can
cause exacerbations of hepatitis B.
= For women who become pregnant while using PrEP, continuation of PrEP during

pregnancy is an individualized decision based on whether there are ongoing risks
for HIV during pregnancy.
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HIV Acquisition During PrEP

October 2015
For patients who receive a reactive HIV screening result while on PrEP:

= |nitiate fully active ART or consult with a provider experienced in HIV treatment to

discuss treatment
» Perform supplemental diagnostic testing according to the CDC’s HIV testing

algorithm; ART should be initiated while awaiting confirmatory results
= Assess for interruption in medications and duration of such interruption, and discuss
any access or adherence barriers
= |f supplemental laboratory testing confirms HIV infection
o Perform HIV RNA testing (if not already obtained as part of the diagnostic
algorithm for suspected acute HIV infection) to measure viral load
o Perform HIV genotypic resistance testing; adjustments to the current ART regimen
can be made once genotypic resistance results are available or when considering
side effects (see current ART guidelines regarding treatment)

= If supplemental laboratory testing does not confirm HIV infection, PrEP may be

resumed

For patients who present with symptoms of acute retroviral illness (see Pre-
Prescription Steps) and for whom acute HIV infection is suspected:

= A plasma HIV RNA assay should always be performed in conjunction with an HIV
screening test (refer to the guideline Diagnosis and Management of Acute HIV

Infection for testing)

= For patients who receive a reactive HIV screening result, manage as described above
for reactive screening

= For patients who receive a nonreactive screening result with HIV RNA 25,000
copies/mL:

o Initiate fully active ART and perform HIV genotypic resistance testing; adjustments
to the current ART regimen can be made according to genotypic resistance results
or side effects (see current ART guidelines regarding treatment)

o A presumptive diagnosis of HIV infection can be made (If a presumptive diagnosis

of HIV infection is made on the basis of HIV RNA testing alone, a new specimen
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should be collected 3 weeks later and HIV diagnostic testing should be repeated
according to the CDC HIV testing algorithm.)

= For patients who receive a nonreactive HIV screening result but detectable low-level
HIV RNA (<5,000 copies/mL), repeat HIV RNA to exclude a false-positive result; ART
may be offered as described above while awaiting results from repeat HIV RNA
testing

» If diagnostic laboratory testing does not confirm HIV infection, PrEP may be resumed

Clinicians should be vigilant for signs of potential HIV seroconversion in patients
receiving PrEP (see Section VI: Pre-Prescription Assessments, Education, and Laboratory
Tests for a list of signs and symptoms of acute seroconversion). For information
regarding testing and diagnosis of acute HIV infection, see Diagnosis and Management

of Acute HIV Infection for guidance on screening for acute infection.
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Resources

August 2016
New York State Department of Health:

= Payment Options for Pre-Exposure Prophylaxis (PrEP)
= PrEP/PEP Voluntary Provider Directory
= PrEP for Sex website

New York City Health:

= Pre-Exposure Prophylaxis (PrEP)
= A User’s Guide to PrEP
= Where to Get PrEP and PEP in New York City

AIDS Vaccine Advocacy Coalition (AVAC) website: Pre-Exposure Prophylaxis

Centers for Disease Control and Prevention (CDC) guidelines for the use of daily pre-
exposure prophylaxis (PrEP) for the prevention of HIV infection:

= Preexposure prophylaxis for the prevention of HIV infection in the United States —

2014: A clinical practice guideline. Atlanta: Department of Health and Human

Services, 2014.

= Preexposure prophylaxis for the prevention of HIV infection in the United States —

201¢4: Clinical providers’ supplement. Atlanta: Department of Health and Human

Services, 2014.

Gilead: Truvada Risk Evaluation and Mitigation Strategy (REMS) Materials

Greater Than AIDS Website: Find a PrEP Provider Near You

World Health Organization (WHO). Guidance on oral pre-exposure prophylaxis (PrEP)

for serodiscordant couples, men and transgender women who have sex with men at

high risk of HIV: Recommendations for use in the context of demonstration projects;
July 2012.

PreEP Watch: Clearinghouse for PrEp data
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All Recommendations

PrEP Advisory Committee, October 2015

Ef ALL RECOMMENDATIONS: PrEP GUIDELINE

Key Principles

PrEP should not be offered as a sole intervention for HIV prevention. PrEP should
only be prescribed as part of a comprehensive prevention plan.

PrEP may help protect the HIV seronegative partner in a serodiscordant relationship
during attempts to conceive.

PrEP is indicated for individuals who have a documented negative HIV test result
and are at ongoing high risk for HIV infection. A negative HIV test result needs to
be confirmed as close to initiation of PrEP as possible, ideally on the same day the
prescription is given.Clinicians should wait to prescribe PrEP until confirmation of a
negative test result is available.

Efficacy of PrEP is dependent on adherence. PrEP should only be prescribed to
those who are able to adhere to the regimen and express a willingness to do so.
Although consistent condom use is a critical part of a prevention plan, lack of use
of barrier protection is not a contraindication to PrEP.

PrEP is contraindicated in individuals with documented HIV infection or creatinine
clearance <60 mL/min, and in those who are not ready to adhere to daily PrEP.
The first prescription of PrEP (Truvada 1 tablet PO daily) should only be for 30 days
to allow for a follow-up visit to assess adherence, tolerance, and commitment. At
the 30-day visit, a prescription for 60 days may be given; the patient should then
return for 3-month HIV testing and other assessments. After that visit,
prescriptions can be given for 90 days, provided that the patient is adherent.
Patients receiving PrEP require regular visits, at least every 3 months, to monitor
HIV status, adherence, and side effects. Follow-up and monitoring of patients
receiving PrEP also includes prevention services that are part of a comprehensive
prevention plan, such as risk-reduction counseling, access to condoms, STl
screening, and mental health and substance use screening, when indicated.

For patients who receive a reactive HIV screening test result or for whom acute
infection is suspected, initiate fully active ART and see HIV Acquisition During PrEP.
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Background

= PrEP should be offered to adolescents at high risk for HIV infection.
= PreP should not be offered as a sole intervention for HIV prevention. PrEP should
only be prescribed as part of a comprehensive prevention plan that includes
counseling and education about the following:
o Consistent and correct condom use
o Safer-sex practices and risk-reduction counseling
o Adherence to PrEP
o Importance of frequent HIV testing and screening for other sexually transmitted
infections (STIs) that can facilitate HIV transmission
o For individuals in serodiscordant relationships, the importance of suppressive

ART (treatment as prevention) for HIV-infected partners

Candidates for PrEP

= PrEP is not meant to be used as a lifelong intervention, but rather as a method of
increasing prevention during periods when people are at greatest risk of acquiring
HIV.

Contraindications and Considerations

= Although consistent condom use is a critical part of a prevention plan for all people
prescribed PrEP, lack of use of barrier protection is not a contraindication to PrEP.

Pre-Prescription Assessments, Education, and Laboratory Tests

= |t is imperative that a negative HIV test result is confirmed as close to initiation of

PrEP as possible, ideally on the same day the prescription is given.

PrEP Follow-Up Management and Monitoring
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= In all studies of PrEP, efficacy is highly dependent on adherence.

Discontinuation of PrEP

= When discontinuing PrEP in patients who have chronic hepatitis B virus, close
monitoring for rebound hepatitis B viremia is recommended.
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