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Foreword

Despite remarkable progress in HIV treatment, there were still an estimated 2.1 million new HIV
infections globally in 2015. Thus, a large number of individuals remain at substantial risk for
acquisition of HIV infection. These include key populations including sex workers (SW), men
who have sex with men (MSM), transgender persons (T'G), people who inject drugs (PWID) as
well as other priority populations such as young women in southern Africa. These realities
compel the need for continued efforts to expand access to effective HIV prevention
interventions while at the same time continuing the scale-up of access to HIV treatment
programs for individuals living with HIV.

Pre-Exposure prophylaxis (PrEP) is a new, efficacious HIV prevention intervention. It involves
the use of antiretroviral drugs (ARVs) by HIV un-infected persons to prevention acquisition of
HIV. Several clinical trials have demonstrated the efficacy of PrEP in MSM and transgender
women, serodiscordant couples, heterosexual men and women, and PWIDs. The efficacy of
PrEP has varied widely across trials, largely based on the level of adherence achieved with the
daily doses of tenofovir/emtricitabine (TDF-FTC). ‘Real wortld’ effectiveness of PrEP,
particularly given concerns about adherence and risk compensation, was demonstrated in the
PROUD study and also in several demonstration projects. Ultimately, PrEP works when it is
taken as prescribed.

It is important to note that across all clinical trials and demonstration projects, PrEP was
provided as a component of a package of HIV prevention interventions, including repeat HIV
testing, promotion and provision of condoms, screening and management of sexually
transmitted infections (STIs), adherence support, risk-reduction counseling, and harm reduction
interventions. Thus, there is global consensus that PrEP is an important tool in the “prevention
toolbox”, and that it should be offered to people at substantial risk of HIV infection as part of
combination HIV prevention approach.

These training notes for PrEP implementation was developed specifically for the use of PrEP for
health workers in clinical settings. The goal is to enable clinical providers to attain the skills
required to provide PrEP to appropriate candidates in an effective and safe manner. The training
provides information regarding the evidence for PrEP effectiveness, PrEP procedures, and
monitoring and it also includes a set of job aids. It is anticipated that adaptation of this training
material will be necessary to reflect specific contexts and to include evidence from new research
and experience in the use of PrEP.

PrEP offers a unique opportunity to confront the HIV epidemic, to prevent HIV acquisition by
individuals at risk for HIV, and to reach global targets.

We welcome feedback regarding this document.
ICAP at Columbia University

New York, December 2016
Web: http://icap.columbia.edu
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Trainer Notes Introduction
Section 1: Overview of the Training and Trainer Notes

About this Training

The goal of the Pre-exposure prophylaxis (PriEP) Training for Providers in Clinical Settings is to equip health
care providers with the knowledge and skills necessary to provide PrEP to appropriate candidates
and with high quality in order to decrease the risk of HIV infection.

Approach to the development of the training:

ICAP at Columbia University (ICAP) utilized a backward design approach to develop this training
program. First, content and training experts were identified. Together these experts developed a
series of competency statements (tasks or skills) that health care providers would need to be able to
perform in order to provide PrEP to appropriate candidates with the required level of proficiency.
Next, the team created learning objectives and assessment measures, which described what health
care providers should be able to achieve at the end of the training program. These learning
objectives were then sequenced, where appropriate, and grouped into four learning modules.
Thereafter, learning activities and support tools were created to enable achievement of each learning
objective. Finally, essential content and visuals were identified, organized and incorporated into a
comprehensive slide set that included talking points for most slides used in the training.

The core competencies health providers will learn during the training are to:
e Identify eligible candidates for PrEP

e Conduct an individualized risk assessment

e Educate and counsel PrEP candidates and users

e Conduct clinical and laboratory assessments during the initial PrEP visit
e Prescribe PrEP

e Conduct clinical and laboratory assessments during follow-up PrEP visits
e Review PrEP Monitoring and Evaluation tools for future local use

This training is primarily classroom-based and content-focused. The training covers:
e DPrEP basics

e PrEP screening and eligibility

e Initial and follow-up PrEP visits

e Monitoring and managing PrEP side effects, seroconversion, and stigma

The target population for this training is providers with existing knowledge and experience in HIV
prevention, care, and treatment, including:

e Physicians

e Medical officers
e C(linical officers
e Nurses

e Nurse midwives
e PrEP and HIV counselors
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Generic Training Program and Adaptation Process

This training program is generic. It was developed for adaption at the country, state/provincial, or
facility-level and based on the local epidemiology of the HIV epidemic and populations at risk. The
recommendations that form the technical content in this program are based primarily on those from
global organizations such as WHO and CDC. All of the tools, whether clinical or educational, need
local review and adaptation to ensure that they meet local needs and have the support of key
stakeholders and health providers, as well as that they reflect national guidelines and policies.

Components of this Training Package

You — the trainer and/or co-trainers — should familiarize yourself with all components of this
training package well in advance of the training. Key components to support implementation of
PrEP include these Trainer Notes, which includes the PowerPoint slides, trainer notes, and job
aids/tools.

Trainer Notes

The Trainer Notes were developed to supportt trainers and co-trainers to plan and implement the
one day program. Each of the four modules provides technical content and also guidance on how to
teach that content. In the PowerPoint slides included in each module, you will find the following:
module time, learning objectives, interactive exercises, trainer notes/instructions and references.
Suggested questions are also provided to help you engage and draw responses from participants.

Before facilitating the training, you should read through the introductory sections of the Trainer
Notes carefully. Then, study each of the four modules, read the technical content to ensure you
understand it (including any job aids/tools in the patticipant folder), review the clinical scenarios
closely, take note of exercises that require advance preparation (e.g. exercise to develop strategies to
minimize stigma), and try to anticipate participant questions.

PowerPoint Slides

The PowerPoint slide set was developed to facilitate the presentations and discussions throughout
the training. When conducting the training, use this Trainer Notes document for reference. This
documents contains all of the slides for beginning the training program, the four modules, along
with trainer notes/instructions for many of the slides and screen shots of various job aids/tools
(contained within the participant folder) and ending the training program.

Adapting to Specific Context:

There are a vatiety of reasons that may motivate the need to adapt a clinical scenatio/exercise that is

included in this document. For example:

e If you have simplified a session to suit the target group (possibly based on results of the pre-
program assessment), the clinical scenatio(s)/exercise(s) may also have to be changed.

® You may want to substitute a certain clinical scenario/exercise with one that is more relevant to
a specific context. However, make sure that all the points that the original scenario/exercise was
designed to illustrate are included in the replacement scenario/exetcise.

~J
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If you do choose to adapt, amend, or replace a clinical scenario/exercise, ask yourself the following
questions:

Is the task in the new scenario/ exercise clearly defined?

Is the new scenario/ exercise consistent with the content of the module?

Does the new scenario/ exercise achieve the same objective(s) as the original scenariof exercise?
Does the new scenario/ exercise fit in the time allotted?

Does the new scenario/ exercise contribute to the variety of scenarios/ exercises?

Will the new scenario/ exercise mafke participants think?

W hat advantages does the replacement scenario] exercise have over the original scenariof exercise?
What materials will be needed?

Do new PowerPoint slides need to be created for the new scenario/ exercise?

BN RSN

Training Program Schedule

PrEP Training for Providers in Clinical Settings was developed as a four module face-to-face training
program that should take one day (or two days) to complete.

Modules 1-4 should be taught sequentially. An illustrative training agenda is provided below.

Time ~ Moming
8:00-8:30 Registration and completion of pre-program assessment

8:30-10:00 Module 1

10:00-10:15 TEA BREAK

10:15-12:00 Module 2

12:00-12:30 LUNCH

12:30-14:30 Module 3

14:30-14:45 TEA BREAK

14:45-16:30 Module 4

16:30-17:00 Summary and completion of post-test and training evaluation form

Participant Registration

It is recommended that the trainer(s) set up a registration table at least 30 minutes before the
training program is scheduled to start. The registration table is where participants will stop before
they enter the training room for the first time. This is where they will:

e Register for the training or sign in, if already registered. The sign-in sheet may include spaces for
the following information: name, job title, place of employment, address of employer, work
phone number, cell phone number, and e-mail address.

e TFill in their name tags. Trainers and participants should wear their name tags throughout the
training to facilitate the learning of names and future networking.

Depending on the size of the group, it is probably sufficient if one trainer and one support person
staff the registration table. However, trainers should be available at this time to not only meet and

greet participants but also to troubleshoot any problems. Their presence will help ensure a positive
first impression and learning environment.
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Starting the Day

It is recommended that the training day begin with time to answer any questions and to review the
agenda for the day. You can also use this time to talk about topics unrelated to training, such as
participants’ morning commute to the training venue. This should take no more than 5-10 minutes.

Approach to the evaluation of the training

Pre-Program Assessment and Post-Test

The evaluation design for the training program is a post-test only design. However, a pre-program
assessment is strongly recommended. This pre-program assessment uses an open-ended response
format and is meant to give participants a sense of what they need to know and be able to do by the
end of the day-long training program. Because this type of pre-program assessment includes open-
ended questions, it eliminates guessing by participants. In addition, the participants’ responses will
give the trainer(s) a quick snapshot of what participants know and don’t know and areas in the
training program that may need more or less time. The pre-program assessment will not be graded
and will not be given back to participants.

Post-Test and Training Evaluation Form

At the end of the day, after completion of Module 4, the trainers will ask the participants to
complete a post-test and a training evaluation form. The post-test uses a close-ended, multiple-
choice format. The questions that are asked are the exact same ones that were asked in the pre-
program assessment. Both the pre-program assessment and the post-test are designed to assess
important knowledge and skills related to implementing PrEP prior to the start of the training and
then immediately after the training to determine knowledge and skills gained as a result of the
training.

A copy of the Training Evaluation Form is located in the participant folder. This evaluation form is
an important source of feedback and provides much information on how the training program
should be improved in the future so as to better meet participant training needs. Remember to only
distribute program completion certificates to participants after they have handed in their completed
post-tests and evaluation forms!
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Trainer Notes Introduction
Section 2: Trainer Roles and Responsibilities and Training
Tips

Roles and Responsibilities of the Trainer

1. Trainers and co-trainers are the standard-setters for the discussion. As the trainer, you
must stay focused, alert, and interested in the discussion and learning that is taking place. You
create the standards of communication by looking around the room at all participants, listening
closely, and encouraging contributions from everyone.

2. Trainers make the training environment a priority. You are in charge of deciding everything
— how the tables and chairs are set up, where small group exercises will take place, and all other
logistical issues. You are also responsible for judging how the physical environment of the
training affects the atmosphere and for making changes, as needed.

3. Trainers are mindful of keeping track of time. It is easy to over-schedule activities and not
incorporate enough “down time” for participants. Always allow for activities to take longer than
expected.

4. Trainers are responsible for explaining the purpose of each clinical scenario/exercise or
discussion and its significance to participants. It is important to clearly state the goal and
function of each activity. Also, let participants know the expected time that will be spent on each
activity.

5. Trainers make use of various techniques and tools to keep the discussion moving when
tension arises or discussion comes to a halt. You must be prepared with strategies to keep
participants engaged and learning.

0. Trainers are responsible for paying attention to participants’ behaviors. You should be
observant of verbal and non-verbal cues from participants and take appropriate actions to meet
both spoken and unspoken needs.

7. Trainers are responsible for ensuring confidentiality in the learning environment. During
the training, participants will share clinical scenarios as well as stories of how they, their
colleagues, or managers have handled different scenarios in the workplace setting. They may also
share stories about themselves or their friends — stories that are personal and not meant to be
discussed outside of the classroom. Typically, these stories are brought up to illustrate a lesson
learned or as an example of current practice. Encourage participants to feel safe sharing by
explaining to them that all such information needs to remain confidential. Also, ensure that you,
as a trainer, serve a role model in maintaining this confidentiality. Below is a Trainer Preparation
Checklist that will help you remember key tasks you need to accomplish before the training
program starts.
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Trainer Preparation Checklist

Table 1: Trainer checklist

v" Complete the following before starting the training program

Read the competency statements, learning objectives, technical content, discussion
questions, and clinical scenatios/exercises.

Prepate for each of the clinical scenarios/exercises according to the Trainer Notes/
Tnstructions.

Obtain and organize the materials needed for the participant folders.

Review the PowerPoint slides and become familiar with their content and note sections.
Practice using the computer and LCD projector and also practice presenting technical
content using the slides.

Consider how to explain group exercises or to draw responses from an audience. Be
prepared by thinking ahead and developing strategies. For complicated exercises or
discussions, consider co-facilitation.

Develop a plan and strategies for monitoring time and keeping to the schedule. For
example, where discussion questions are posed throughout the four modules you can
choose not to utilize such questions, or to utilize them but limit the time for discussion of
each question.

Familiarize yourself about the participants before the training (for example, their
worksites, roles, responsibilities, skills, and experiences). This effort should continue
throughout the training.

Training as a Team

When planning a module presentation with another trainer or co-trainer, utilize the following

questions to help clarify your roles:

o Which parts of the modules would you like to be responsible for?

o Which parts wonld you like your colleague to handle?

o What is your teaching style? How does your teaching style differ from that of your colleague? What challenges
might arise? How can you and your colleagne ensure that you will work well together?

o What signal conld be used by you and your colleagne for interrupting when the other person is presenting?

o How will you handle staying on task?

o How will you field participant questions?

®  How will you make transitions between each of your presentations?

®  How will you get participants back from breaks in a timely manner?

Below is a Team Training Checklist that will help you remember key tasks you and your co-trainer
need to accomplish before the training program starts.
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Team Training Checklist

Table 2: Team training checklist
v' Preparation
Decide who will lead and teach each section of each module, including who will lead each
clinical scenario/exercise within each section.
Decide on a plan for staying on schedule, including how you and your colleague will
signal each other when time is up.

Decide together how to arrange the room.
v During training

Support your colleague while he or she is presenting by paying attention. Never correct
your colleague in front of the group.

Ask for help from your training colleague when you need it, such as when you do not
know the answer to a question or if you are not sure of something.

Sit somewhere so that you and your colleague can make eye contact, but also in such a
way that the person presenting has the spotlight.

A
Review the completed Training Evaluation Form and discuss what you thought went well
and what could have been done better. Take notes so that you will remember the next
tume.

Discuss ways to help support one another during future trainings.

Setting the Environment

To create an environment that supports participants, it is important to ensure that participants feel
safe, supported, and respected. Make sure you take the time to carefully plan the first part of the
training in a way that creates a psychologically safe and supportive environment.

Strategies for reducing early group discomfort and for fostering trust are:
e Arrange the seats so that participants can see each other as well as the trainer.

e Establish rapport with participants by greeting them warmly and being pleasant, knowledgeable,
and approachable.

Ask participants to introduce themselves at the beginning of the training program by stating
their name, organization, and position.

Knowing Your Audience

One of the most important assets that you, as trainer or co-trainer, have is to get to “know your
audience.” This means knowing something about the individuals who will be participants in the
training so you can tailor content and clinical scenarios/exetcises to their learning needs.

For example, you may want to know the following about the participants of an upcoming training:

Participant demographics (for example, age, sex, place of employment) — this will help with
planning logistics (venue and timing of the training) and with adapting clinical scenarios/exetcises.
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Education — knowing the educational background of participants can help you gauge the type of
language to use and to tailor it to their area of education and educational attainment.

Job/position — Knowing participants’ jobs ot positions will help you relate training competencies
and content to their work.

Knowledge, experience, and skills in HIV prevention, care, and treatment — Knowing the
knowledge, experience, and skill level of participants will help determine the level at which content
should be taught, the time and methods needed to teach content, and the best types of clinical
scenarios/exercises or learning methods for the group. Consider inviting participants with more
experience to contribute to the discussion, to model role plays, and — during small group work —
to pair up with participants who have less experience.

You can get some indication of participant baseline knowledge, experience, and skill by finding out
where participants work, their job positions, how long they have been in those positions, and
whether they currently see HIV positive and negative clients. The pre-program assessment will also
help determine participant knowledge and skill level related to implementing PrEP.

Attitudes — Knowing participant attitudes toward the training can give you a sense of issues that
will need to be addressed. Ask what participants are saying about the training. Are they looking
forward to it? Or do they see it as a waste of time? What is their attitude toward the topics to be
presented?

Ways to get to know your audience

There are many ways to learn about your audience, including:

e Asking participants to complete a training registration form that includes questions on current
job title, number of years in this position, educational background, number of months/years
working in HIV and details of the type of programs they have been engaged in e.g. pediatrics,
adolescent and/or adult HIV services, expectations and concerns they have regarding the
training.

e Having participants complete the pre-program assessment

e Talking with participants before the start of the training, during breaks and meals, and at the end
of the day

Ways to Manage Time

1. Know the content to be taught. Well in advance of the training, study the content to ensure you
understand it fully. If you need help, seek support from an expert or other resources. Find out
how the content can be shortened or lengthened, depending on participant learning needs.
Consider how the timetable can be adjusted to create time if it is needed. For example:

e Shorten breaks or lunch.

e Lengthen the day (for example, start 30 minutes earlier or end 15 minutes later).

e Shorten or skip presentations or clinical scenatios/exercises and/or discussion questions in
areas that participants know well.

2. Practice before the training. Practice exercise introductions, general content, and instructions out
loud, using the material that will be used for the actual presentation. Practice co-facilitating
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technical content and training scenarios/exetcises using this Trainer Notes and PowerPoint
slides.

3. Be flexible, but also use and follow the agenda. The agenda will let participants know how long
modules are expected to last.

4. Keep time. Place a clock or watch in a place where you can see it and where it will not distract
participants. Use signs (“5 minutes,” “1 minute,” and “stop”) that tell co-trainers and/or
participant presenters how much time they have left.

5. Keep the training focused on the learning objectives.

6. Use the “parking lot” for discussions that take too much time or are related, but not critical, to
the topic under discussion (see box below).

Parking Lot

The “parking lot” is a sheet of flip chart paper posted in the training room. The purpose is to
provide a place to document important, but currently tangential issues that are raised. For example,
when a discussion strays too far from a particular module’s objectives or when a discussion runs
over time, the trainer can record the topic or question being discussed on the “car park” flip chart.
The topic or question then remains in the “parking lot” until an agreed upon time, such as at the end
of the training, during a break, or during an upcoming, relevant module. At this time, the group
should revisit the topic or question and remove it from the “parking lot.”

Being an Effective Trainer

Trainers should always keep the following “dos and don’ts” in mind.?

DOs

e Do maintain good eye contact.

e Do prepare in advance.

e Do involve participants.

e Do use visual aids.

e Do speak clearly.

e Do speak loud enough.

e Do encourage questions.

e Do recap at the end of each module.

e Do bridge one topic to the next.

e Do encourage participation.

e Do write clearly and boldly.

e Do summarize.

e Do use logical sequencing of topics.

e Do use good time management.

e Do KIS. (Keep It Simple).

e Do give feedback.

e Do position visuals so everyone can see them.
e Do avoid distracting mannerisms and distractions in the room.
e Do be aware of the participants’ body language.

PREP TRAINING FOR PROVIDERS IN CLINICAL SETTINGS 14




e Do keep the group focused on the task.

e Do provide clear instructions.

e Do check to see if your instructions are understood.
¢ Do evaluate as you go.

¢ Do be patient.

DON’Ts
e Don’t talk to the flip chart.
e Don’t block the visual aids.
e Don’t stand in one spot—move around the room.
e Don’tignore the participants’ comments and feedback (verbal and non-verbal).
e Don’t read from the slides.
e Don’t assume everyone has the same level of baseline knowledge.
e Don’t assume everyone can read and write at the same level.

! Bonner Curriculum (updated). Facilitation 202: More technigues and strategies. Available at:
http://bonnernetwork.pbworks.com/w/page/13112080/Bonner-Training-Modules-(with-Descriptions)

2'The dos and don’ts of training were adapted from: Colton, T., Dillow, A., Hainsworth, G., Israel, E. & Kane, M. (20006). Community home-based care for
people and communities affected by HIV' | AIDS: A comprebensive training course for community health workers. Watertown, MA: Pathfinder International.

a1
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Registration, Completion of Pre-Program Assessment, and
Module 1: PrEP Basics

@ DURATION: 90 MINUTES (1.5 HOURS)

PrEP Training for

Providers in Clinical Settings

a
= ? N ICAP
PEPFAR W e o
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* Please sign the registration sheet.

* Please make a name tag for yourself.

* Please take a participant’s folder.

Any component of this document may be rcpmduccd or adnprccl without prior permission from 1CAP, pr()vidc(l
that: 1) ICAP 15 acknowledged: 2) appropriate attribution is given for all changes that are made; and 3) the material is
made available free of charge.

These materials were made possible by the US. President’s Emergency Plan for AIDS Relief (PEPFAR) through the
US. Centers for Disease Control and Prevention (CDC) under the terms of cooperative agreement number
U2GGHO00994. Tts contents are solely the responsibility of ICAP and do not necessarily represent the views of the
US. Government.
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Pre-Program Assessment

* Please remove the pre-program assessment questionnaire from
your participant folder.

* The purpose of this assessment is to determine what you know
about implementing PrEP. Your responses will help determine
if there is anything in today’s program that needs to be adjusted
in the future.

—  The assumption is that you know very little about PrEP, so please don’t
worry.

*  You have 20 minutes to complete the pre-program assessment
questionnaire.

* DPlease hand in your completed questionnaire when you are
finished.
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Pre-Program Assessment Debriefing

* How did you feel about the pre-program
assessment questions?

* Were the questions easy or difficult?

Answers to the questions will be provided after
you complete the post-test at the end of today’s
training.
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Introductions

* Take 1 minute (and only 1 minute, please!) to:

— State your name, organization and position.
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PrEP-Specific Competencies

After completing today’s training program, participants will be able
to:

* Identify eligible candidates for PrEP.
* Conduct an individualized risk assessment.
* Educate and counsel PrEP candidates and users.

* Conduct clinical and laboratory assessments during the initial
PrEP visit.

* Prescribe PrEP.

* Conduct clinical and laboratory assessments during follow-up
PrEP visits.

* Review PrEP monitoring and evaluation (M&E) tools.
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Training Overview

1 PrEP Basics

MORNING BREAK

ANl PrEP Screening and Eligibility

LUNCH

K3l Initial and Follow-up PrEP Visits

AFTERNOON BREAK
4 Monitoring and Managing PrEP Side Effects,

Seroconversion, and Stigma
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Module 1: Learning Objectives

After completing module 1, participants will be able to: @
*  Define PrEP . U
* Differentiate PrEP from PEP and ART. ‘ K
*  Discuss the need for PrEP.
* Identify people at risk and at substantial risk for HIV infection.
* Identify key populations (KP) for PrEP at the local level.

* Explain the relationship between PrEP effectiveness and
adherence.

*  Summarize evidence for PrEP.

*  Specify the PrEP regimens approved by WHO and within one’s
own country.

*  Discuss concerns rcgarding implementation of PrEP.

* Explain the risks and benefits of PrEP.
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Introduction

* HIV prevention needs change during a person’s
lifetime.

* Combination prevention is a mix of biomedical,
behavioral, and structural interventions that
decrease risk of HIV acquisition.

— Combining approaches may result in greater impact than
using single interventions alone.

* Antiretroviral drugs (ARVs) used as PrEP provide
an important additional prevention tool.

Speaker Notes:

Different people have different HIV prevention needs and, for a given individual, prevention
needs can change over time.

No single prevention intervention can fully address all prevention needs.

To prevent HIV infection, a combination of structural, behavioral, and biomedical interventions
are used.

The combination of prevention approaches used are based on both epidemiological and
demographic evidence of what is needed in a particular setting.

Combining approaches result in synergies with greater impact than single interventions alone.
Antiretroviral drugs (ARVs) are now used as additional tools in combination prevention. The use
of ARVs for HIV prevention is well established; we have been using ARVs to prevent mother-
to-child transmission of HIV (PMTCT) and for post- exposure prophylaxis (PEP) for many
years.
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Combination Prevention

* Policies * Education * HIV testing
o . * Condoms
* Laws * Counsellin :
- & « VMMC
* Regulatory * Stigma reduction . BAPGT
b el * Harm reduction Tresusen of ST
* Culture o Adherence « ARV
e (Cash transfers interventions . ;\ntirctr(z\-‘iml
therapy for
prevention (ART)

* Pre-Exposure
Prophylaxis (PrEP)

* Post-Exposure
Prophylaxis (PEP)

Speaker Notes:

Combination HIV prevention refers to the combination of structural, behavioural, and
biomedical interventions aimed at reducing new HIV infections.

Structural interventions aim to address social, economic, political, environmental, cultural, and
also organizational, community, legal, or policy factors that influence vulnerability and
predispose different groups of people to HIV infection.

Behavioral interventions support behavior change to reduce the risk of HIV infection.
Biomedical interventions are particular tools, commodities, or mechanisms that lower
infectiousness of HIV infected persons and/or susceptibility of HIV-negative persons to HIV.
Within biomedical interventions is the use of antiretroviral drugs for HIV prevention.

This training will focus on biomedical interventions, specifically the use of ARV for pre-
exposure prophylaxis (PrEP).
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What 1s Pre-Exposure Prophylaxis (PrEP)?
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Pre-Exposure Prophylaxis (PrEP)

PtEP is the use of ARV drugs by HIV-uninfected
persons to prevent the acquisition of HIV before
exposure to HIV.

* Before
* Activity that can lead to HIV infection

¢ Prevention

Speaker Notes:

e PrEP is a new biomedical prevention intervention where HIV-negative persons take ARVs to
prevent acquisition of HIV.

e PrEP is an ARV-based prevention intervention and is part of combination prevention.

e Itis the ongoing use of ARVs by HIV-negative individuals starting before an exposure and
continuing afterwards.

e The concept of providing a preventive drug before exposure to an infectious agent is not new,
we have been using this concept for other diseases (e.g., for malaria prophylaxis—taking anti-
malarial drugs before traveling to an endemic area to prevent infection).
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What are some similarities and differences between
Pre-Exposure Prophylaxis (PrEP) and Post-
Exposure Prophylaxis (PEP)?
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Comparing PrEP (Pre-Exposure Prophylaxis)

and PEP (Post-Exposure Prophylaxis)

Both are used by HIV uninfected persons
Both use ARVs to prevent HIV acquisition
Both are available from a clinical provider by prescription

Both are effective when taken correctly and consistently

PrEP is started BEFORE potential exposure and PEP is taken
AFTER exposure

PEP is taken for 28 days only. PrEP requires ongoing use as
long as HIV risk exists

Speaker Notes:
e Comparing pre- and post-exposure prophylaxis. Let’s look at what is similar and what is different.
e What’s the same?
o Both PrEP and PEP are used by HIV negative persons
o Both PrEP and PEP use ARVS to prevention HIV infection
o Both are available from a medical provider by prescription
o Both are effective when if taken consistently
e There are however differences between PrEP and PEP.
o PrEP is started BEFORE and PEP is taken AFTER the exposure
o PEP is taken only for 28 days. PrEP requires ongoing use of ARVs as long as HIV risk
exists.
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Differences Between ART and PrEP

* HIV treatment requires adherence to life-long therapy with
consistent, fully-suppressive dosing.
* PrEP is needed during “petiods” of high HIV risk.
— Both ART and PrEP require optimal adherence.

— Individuals taking PrEP require ongoing risk assessment and PrEP can be
discontinued if they:

* acquire HIV infection.
* are no longer at substantial risk for HIV infection.
* decide to use other effective prevention methods.
* Motivation for adherence is different: ART is taken by HIV-infected
persons who may have symptoms to remain healthy and prevent

onward transmission, while PrEP is taken by HIV uninfected persons
who are largely healthy to prevent acquisition of infection.

Speaker Notes:
e There are some differences between ART and PrEP.

e ART is taken by HIV infected persons for treatment.

e PrEP is used by HIV uninfected persons for prevention. There are alternative prevention
methods a person can use.

e HIV treatment requires life-long therapy with constant dosing;

e PrEP is needed during periods of high HIV risk. Clients can discontinue PrEP if they feel they
are no longer at risk (e.g. in a mutually monogamous relationship with HIV-negative partner).

e Orif they decide to use other effective prevention methods (e.g. consistent use of male or
female condoms).

e Motivation for adherence is different: ART is taken by HIV infected persons so they can remain
healthy, while PrEP is taken by HIV uninfected persons to prevent infection.
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Why We Need PrEP

* There are already several effective HIV prevention interventions
(e.g. condoms, harm reduction for people who inject drugs
(PWID)).

— However, globally there were more than 2 million new HIV
infections in 2015.

— HIV incidence among key and vulnerable populations
remains high (e.g. men who have sex with men (MSM), sex
workers (SWs), PWIDS, transgender persons, etc.).!

* PrEP provides an additional prevention intervention to be used
together with existing interventions (e.g. condoms).

— PrEP is not meant to replace or be a substitute for existing
interventions.

Speaker Notes:
e We have several effective HIV prevention interventions already (e.g. condoms, harm reduction
for PWID), why do we need another prevention intervention? Because...
o New HIV infections still occur despite prevention efforts
o New HIV infections among key populations are quite high
e PrEP will not replace or be a substitute for existing prevention interventions, but rather will be
an additional prevention tool.
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Local HIV Epidemiology

* Most new infections are happening amongst
<insert populations>, making these the
populations appropriate target for PrEP.

* In <insert country name> there are <insert
most recent incidence data> new infections
annually.

Speaker Notes:

ADD COUNTRY-SPECIFIC DATA TO THIS SLIDE

e Countries to add 1 or 2 slides to explain the HIV epidemiology, where most new HIV infections
are happening and the different KP targeted for PrEP use at a local level.
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Who are Key Populations (KPs) or other
populations tatgeted for PrEP at the local level?
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Evidence PrEP Works

* PrEP efficacy was measured in:
— 11 randomized control trials (RCT) comparing PrEP with placebo.
— 3 RCTs comparing PrEP with no PrEP (e.g. delayed PrEP or ‘no pill’).

— 3 observational studies.

* PrEP was found to be effective in reducing HIV
acquisition.
— PrEP was most effective in studies with high adherence, where HIV
infection risk was reduced by 70% (risk ratio 0.30, 95% CI: 0.21-0.45,
P<0.001).

— Quantifiable drug in plasma increased the efficacy estimates to 74% —
92%.

Speaker Notes:
e There have been several studies to assess the efficacy of PrEP.

e PrEP effectiveness was measured in several randomized control trials (RCT) comparing PrEP
with placebo and also in RCTs comparing PrEP with no PrEP (e.g. delayed PrEP or ‘no pill’),
and in observational studies.

e PrEP was found to be effective in reducing HIV acquisition.

e PrEP was most effective in studies when adherence was high.
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Key HIV PrEP Trials Using Oral Tenofovir (TDF) or Tenofovir-Emtricitabine (TDF-FTC)
Study

IPrEx
{Brazil, Ecuador, South Africa,
Thailand, US)

Partners PrEP Study
{Kenya, Uganda)

TDF2 Study
{Botswana)

FEM-PrEP
{Kenya, South Africa, Tanzania)

VOICE
{South Africa, Uganda,
Zimbabwe)

Bangkok TDF Study
{Thailand)

IPERGAY
{France, Quebec)

PROUD
{United Kingdon)

Study Population

2499 MSM and transgender
viomen

4147 heterosexual HIV
discordant couples

1219 heterosexual men and
women

2120 women

5029 women

2413 injection drug users

400 MSM

545 MSM and transgender
women

Study Randomization

Daily oral TDF-FTC or placebo

Daily oral TDF, TDF-FTC, or placebo

Daily oral TDF-FTC or placebo

Daily oral TDF-FTC or placebo

Randomized to daily oral TDF, TDF-
FTC, oral placebo, TDF vaginal gel, or
gel placebo

Randomized to daily oral TDF or
placebo

Randomized to “on-demand” TDF-
FTC or placebo

Randomized to daily oral TDF-FTC
immediately or delayed

iPrex- Grant RM, et al. N Engl J Med. 2010;363:2537-2590; Partners PrEP - Baaten JM, et alN. Engl J M.2012 :367 :399-410;
FEM PrEP -Van Damme L, et al. N Engl J Med 2012 :357 :411-422: TDF 2 - Thigpen MC, et al. N Engl J Med.2012 ; 367 :423-434
Bangkok TDF study- Choopanya K, et al. Lancet.2013 ;381 :2083-2090

HIV Incidence Impact

TDF-FTC: 44% W

TDF: 67% W
TDF-FTC: 75% W

TDF-FTC: 63% W

TDF-FTC: no protection

TDF: no protection
TDF-FTC: no protection
TDF gel: no protection

TDF: 49% ¥

TDF-FTC: 86% W

Immediate TDF-FTC: 86% ¥

Speaker Notes:

We have evidence of efficacy from several clinical trials among MSM, heterosexual men and

women, and people who inject drugs. For study participants with Truvada in plasma, efficacy

reached 92%.

There were disappointing results in the FEMPreP and VOICE trials which were discontinued

for futility.

References for some studies:
o iPrex- Grant RM, et al. N Eng/ ] Med. 2010;363:2587-2599

o O O O

Partners PrEP - Baeten JM, et al.N. Engl ] M.2012 :367 :399-410
TDF 2 - Thigpen MC, et al. N Eng/ | Med.2012 ; 367 :423-434
FEM PrEP -Van Damme L, et al. N Eng/ | Med.2012 :357 :411-422
Bangkok TDF study- Choopanya K, et al. Lance.2013 ;381 :2083-2090
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ARVs Used in PrEP Trials

* Oral daily tablet of TDF/FTC (300mg tenofovir
disoproxil fumarate/200mg emtricitabine)
* Oral daily tablet of TDF (300mg tenofovir disoproxil

fumarate)

* PrEP using TDF/FTC and TDF alone are both equally
safe and effective for heterosexual men and women.

TDF alone was also found to be effective in PWIDs.
— There is limited evidence on the use of TDF alone for PrEP
in MSM.

* TDF/FTC was approved for PrEP by the Food and
Drug Administration (FDA) in 2012.

Speaker Notes:

e Tenofovir/emtricitabine (TDF/FTC) was found to be safe and effective in MSM, transgender
women, and heterosexual men and women in several clinical trials.

e TDF/FTC was approved for PrEP by the FDA in 2012

A lot of countties already use TDF/FTC as part of their first-line HIV treatment regimen.
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iPREX study

the NEW ENGLAND
JOURNAL o MEDICINE

Preexposure Chemoprophylaxis for HIV Prevention
in Men Who Have Sex with Men

Study Design
- N = 2499 HIV-seronegative

men (or transgender women)

- Sexual orientation: sex with men
- All received risk reduction
counseling, condoms, & STT Rx

Regimens

- TDF/FTC (Truvada): 1 pill PO
daily

- Placebo: 1 pill PO daily

Result

- 44 % reduction in incident HIV in

the TDF/FTC arm

Speaker Notes:

e In 2010 we had the first results on pre-exposure chemoprophylaxis for HIV prevention among

MSM.

e The iPREX study was conducted in Brazil, Ecuador, South Africa, Thailand, and the U.S.
e The study enrolled HIV-negative men and transgender women.
e There was a 44% reduction in incident HIV in the TDF/FTC arm.
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PROUD: Immediate vs. Deferred PrEP in

High-Risk MSM in a “Real World” Trial

* Randomized, open-label trial of daily oral TDF/FTC PrEP
in MSM in 13 STT clinics in London:

— Immediate (n = 267) vs. deferred for 12 months (n = 256)

— Primary endpoint: HIV infection in first 12 months from
enrolment

— Results:
* Incident HIV infection: 3 in immediate arm, 20 in deferred arm
* Reduction 86%, 90% CI 64-96, p=0.0001

* Number needed to treat for 1 year to prevent 1 infection: 13 (90% CI: 9-25)

Speaker Notes:

e The PROUD study looked at immediate versus deferred PrEP in high risk MSM in London,
UK.

e The study was designed to mimic a “real world” environment. PrEP services were provided in
public Sexual Health Clinics. The clinics that took part in the PROUD study were able to
integrate PrEP into their routine HIV risk reduction package with ease. Participants
incorporated PrEP into existing personal risk reduction strategies, which included condom use.

e Results showed an 86% reduction in HIV risk in the immediate arm.
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ANRS IPERGAY: On-Demand Oral

PrEP in High-Risk MSM

* Randomized double-blind trial
* Event-driven oral TDF/FTC (n = 199) vs. placebo (n = 201)
— 2 tablets taken 2-24 hours before sex
— 1 tablet taken 24 hours after sex
— 1 tablet taken 48 hours after first event-driven dose
— Primary endpoint: HIV seroconversion
— Results:

* 86% reduction in risk seen in PrEP arm (95% CI: 40 -98, P = 0.002)
* Median of 16 pills taken per month in each arm

* Number needed to treat for 1 year to prevent 1 infection: 18

Speaker Notes:

e A second study - The IPERGAY trial - studied “on- demand” PrEP in high risk MSM in France
and Canada.

e Results showed 86 percent reduction in PrEP arm.
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Partners PrEP Demonstration Project

* Open label multi-country study

* Integrated delivery of PrEP and ART in sero-discordant
couples

* Sero-discordant couples:

— Oral daily TDF/FTC given as PrEP to HIV-uninfected
partner and continued six months beyond initiation of ART
for infected partner

* Interim analysis:

— 96% reduction in expected infections (all HIV infections)

Speaker Notes:

e A third study, the Partners PrEP demonstration project, studied the integrated delivery of PREP
and ART in high-risk sero-discordant couples.

e The study found that PrEP can provide protection for the HIV uninfected partner while the
HIV infected partner starts ART and achieves viral load suppression.
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PrEP Efficacy Depends on

Adherence
* PrEP works when taken as prescribed!

* Trials where PrEP use was more than 70%
demonstrated the highest PrEP effectiveness (risk
ratio = 0.30, 95% confidence interval: 0.21-0.45,
P<0.001) compared with placebo.!

* The figure on the next slide summarizes results
from the clinical trials to show that the higher the
percentage of participant samples that had
detectable PrEP drug levels, the greater the efficacy.

Speaker Notes:

e Across populations and PrEP regimens, PrEP significantly reduced the risk of HIV acquisition
compared with placebo. However, efficacy was strongly correlated to adherence.
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Effectiveness and Adherence in Trials of Oral

and Topical Tenofovir-Based Prevention

100 *7 T pis
i
wel -} i « CAPRISA 004 (tenofovir
! ! g gel, BAT-24 dosing)
e e g iPrEx
Z 4 .l s TOF2
8 : ; Partners PrEP (TDF)
g ne t » Partners PrEP (TOVFTC)
ﬁ ! i » FEM-PIEP
2 0.
b i i VOICE (TDF)
Te: - - = VOICE (TOFFTC)
T T T .,
e | . { ' 2 “ 4 | |
t 2 $ b & & A & ]
Per ge of participants’ ples that had d ble drug levels
(Cakcutations baswd on analyses smvolvng o subset of total sl parhicpans)
Pearson comelation = 0.86, p=0.003
Trials of oral and topical tenofovir-based PrEP show that these strategies reduce risk of HIV infection if Source: Salim S. Abdool
they are used correctly and consistently. Higher adherence is directly linked to greater levels of protection Karim, CAPRISA
Speaker Notes:

¢ You can see on the graph that when there was high level of PrEP drug in the blood (e.g,. for the
Partners PrEP study), effectiveness was high.

e However, when blood level of ARV was low (because of poor adherence) as in the Voice study,
PrEP was not effective.
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Defining Adherence

* Adherence to drug(s) means that an individual is
taking prescribed medications correctly and
consistently; it involves taking the correct drug:

— in the correct dose,

— at a consistent frequency (number of times per day),
and

— at a consistent time of day.

* Adherence with follow—up means patients attend al/
scheduled clinical visits/procedures, including:
— Clinic and lab assessments.

— Drug collection/repeat prescription.
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Planned, Ongoing and Completed PrEP Evaluation Studies (June 2015)

&3 @1 @2 Now Foatand

KEv € Ongoing (@) Planned (% Completed Data from demonstration projects and open-label extension studies
are beginning to come in. So far, the findings suggest that people

For the latest on these studies, visit www.avac.org/ want and will take daily oral PrEP correctly outside of a clinical trial

prep/track-research. setting. Expanded and faster rollout is key.

hitp:iwww.prepwatch.org/about-prep/research/#ongoingResearch 30
Speaker Notes:

e This slide shows planned, ongoing and completed PrEP studies. You can get updated
information on the PrEPwatch website.
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To Summarize

PtEP works when taken
CORRECTLY and CONSISTENTLY.

Speaker Notes:

e So what do we know about PrtEP? The evidence shows that PrEP works. PrEP works when
taken correctly and consistently.
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Potential PrEP Agents and Regimens

How are the antiretrovirals used?

How often can antiretrovirals for PrEP
be used?

How many antiretrovirals are used?

Oral pill(s)

Topical gel (microbicide)

o Recral
o Vaginal
Injection
Intravaginal ring
Daily
Intermirtently
Coirally (before and after sex)
Single

Combinartion

What antiretrovirals are used/being Oral PrEP - (TDF/FTC) or TDF alone
studied? Other ARV are being studied
Speaker Notes:

e PrEP can be used as oral pills, a topical gel and by injection.

e PrEP can be taken daily, intermittently, or at the time of sex.

e  Orally, a single ARV (tenofovir) as well as a combination of two ARVs (tenofovir/emtricitabine)

have been used in several studies.

e Tor this training we focus on daily oral PrEP.
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ARVs Recommended for Oral PrEP

* The WHO recommends that oral PrEP regimens
should contain tenofovir disoproxil fumarate (TDF).

* According to the WHO, the following regimens should
be considered for use as PrEP:

Combined tablet of emtricitabine (FTC) 200 mg / tenofovir disoproxil fumarate (TDF) 300 mg PO
Daily

Combined rtablet of lamivudine (3TC) 300 mg / tenofovir disoproxil fumarate (TDF) 300 mg PO
daily

Single-agent tenofovir disoproxil fumarate (TDF) 300 mg PO daily*
(*Limited evidence on the use of TDF alone for PrEP for MSM)

Speaker Notes:
e ADD COUNTRY-SPECIFIC DATA TO THIS SLIDE
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Concerns about PrEP

* Is PrEP safe?
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PrEP Side Effects: Reports from RCTs

* In clinical trials, approximately 10% of
participants experienced side-effects.

— The side-effects were mild and short-term, and did
not persist beyond the first month.

Side effects may include:

— Gastrointestinal (GI) side-effects (nausea/vomiting/
abdominal pain).

— Creatinine elevation (typically reversible).

— Loss of bone mineral density; recovers after

stopping PrEP.

Speaker Notes:

There have been some concerns about PrEP.

One concern is around safety - Is PrEP safe?

PrEP showed no evidence of increased proportion of adverse events. Analysis of results of
many PrEP studies show that 90 percent of participants had no side-effects!

PrEP is safe!

Approximately 10 percent in clinical trials experienced mild, short-term side-effects like nausea,
tiredness, gastrointestinal symptoms (flatulence) and headache.
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Side-effects Reported from iPREX Open-Label

Extension (iPREX OLE): Observational study

* iPREX OLE multi-site PrEP cohort taking daily oral TDF/
FIC:
— 39% of participants reported any PrEP-related (mainly mild)
side effects.
— A “start-up syndrome” has been reported:

* Gl symptoms (nausea, flatulence, diarrhea, abdominal pain, vomiting), headaches,
skin problems /itching,

* The “start-up syndrome” is transient but can influence
adherence:
— Side-effects among PrEP users peaked around month one
and symptoms resolved by month three.

* Adherence counseling should focus on the transient nature of a
“start-up syndrome”.

Speaker Notes:

e The Open-Label Extension (PREX OLE) was an observational study, which is a term used to
describe the situation when both the researcher and the participant in a research study know the
treatment the participant is receiving,

e Participants in the study reported a “start syndrome” with GI symptoms, headaches and some

skin problems. This start—up syndrome was TRANSIENT and it is important to counsel clients
about this.
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Will PrEP users engage in more

risky behaviors?

* Wil PrEP encourage people to use condoms less often
or to have more sexual partners — 1.e. “risk
compensation”?

— There was no evidence of this in clinical trials.:

— The PROUD study showed that for participants
who were at high risk before initiating PrEP, sexual
behavior remained unchanged whether or not
participants received PrEP.

Speaker Notes:
e Another concern is risk-compensation.

e Will PrEP encourage people to use condoms less often than before, or to have more sexual
partners - “risk compensation”?

e There was no evidence of risk compensation in clinical trials.

e PrEP users were people with high risk behaviors. The PROUD study showed that participants

were at high risk before PrEP and sexual behavior remained unchanged whether or not
participants received PrEP.
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Will PrEP lead to more

HIV drug resistance (HIVDR)?

* HIVDR in PrEP users was rare in clinical trials!
— HIVDR occurred mostly in cases where the person had
undiagnosed HIV infection at the time of starting PrEP.
* When adherence to PrEP is high and HIV
seroconversion does not occur, HIVDR will not occut.

* If adherence is suboptimal and HIV infection occurs
while on PrEP, there can be a risk of HIVDR.

* Optimal adherence to PrEP is crucial.

— Health providers must support and monitor adherence and
teach PrEP users to recognize signs/symptoms of acute HIV
infection.

Speaker Notes:
e Wil PrEP lead to more HIV drug resistance?

e When adherence to PrEP is good and HIV infection does not occur — there is no risk of
HIVDR.

e If adherence is suboptimal and HIV infection occurs while on PrEP, there is a risk of HIVDR.
e However, HIVDR was rare in clinical trials.

e Optimal adherence to PrEP is crucial. Health providers must support and monitor adherence.
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Does PrEP protect against other STI?

* Only condoms protect against STI and pregnancy.

* PrEP protects against HIV and also against herpes
simplex virus type 2 in heterosexual populations.1

* PrEP does NOT protect against syphilis,
gonorrhea, chlamydia, or human papilloma virus
(HPV).

* PrEP should be provided within a package of
prevention services, including STI screening and
management, risk reduction counseling, condoms,
contraceptives, etc.

Speaker Notes:

e PrEP does not protect against most STIs, which is why PrEP should be provided within a
package of prevention services including: STT screening and management, risk reduction
counseling, condoms, and contraceptives.
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Module 1 Summary

What we know about PrEP:

PrEP can be used by HIV uninfected persons to reduce
the risk of HIV acquisition.

Daily oral PrEP with TDF- containing regimens is
currently recommended.

PrEP should be taken as an additional prevention
intervention.

PrEP is effective if taken correctly and consistently.

PrEP can be used by at risk populations, including
heterosexual men and women, MSM, SWs, PWIDs, and
transgender women among others.

PrEP is safe and has minimal side effects.

Speaker Notes:
e In summary, what do we know about PrEP? We know...
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MORNING BREAK
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MODULE 2: PrEP Screening and Eligibility

DURATION: 105 MINUTES (1 HOUR, 45 MINUTES)
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Module 2: Learning Objectives

After completing module 2, participants will be able to:
*  List eligibility criteria for PrEP. ' |

*  Use the standard medical screening form for -
PrEP eligibility and substantial risk. N

*  Discuss the contraindications for PrEP.

* Explain how to exclude acute HIV infection.
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WHO Recommendations

Oral PrEP containing TDF should be
offered as an additional prevention
choice for people at substantial risk of
HIV infection as part of combination
HIV prevention approaches.!

Speaker Notes:

e WHO recommends Oral PrEP containing TDF should be offered as an additional prevention
choice for people at substantial risk of HIV infection as part of combination HIV prevention
approaches.
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» Who should receive PrEP?

* What are the eligibility criteria for initiating
PrEP?
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Eligibility for PrEP

Eligibility criteria include:

* HIV seronegative

* No suspicion of acute HIV infection

At substantial risk* of HIV infection

* Creatinine clearance (¢GFR) >60ml/min**

Willingness to use PrEP as prescribed

* Defined later
** eGFR: estimated glomerular filtration rate. Waiting for creatinine result should not
delay initiation of PrEP
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Exclude HIV infection

before starting PrEP

* PrEP 1s a prevention intervention for people
who are HIV uninfected.

* All persons at substantial risk for HIV and who
may be eligible for PrEP should be offered HIV
testing prior to PrEP initiation

* HIV testing must be done using national
guidelines and algorithms.
— Ideally use rapid HIV tests at point of care.

— Promptly link clients who test HIV positive to HIV
treatment and care services.

Speaker Notes:

PrEP is a prevention intervention for people who are HIV-uninfected.

All people at substantial risk for HIV and who may be eligible for PrEP should be offered HIV
testing;

HIV testing must be done using national algorithm and ideally rapid HIV tests at point of care
should be used.

Providers should counsel and promptly link clients who test HIV positive to treatment and care
services.
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National HIV Testing Algorithm

>>Add country-specific text here <<

Speaker Notes:
e Countries should add their national HIV testing algorithm.
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What is acute HIV infection?
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Acute HIV Infection

* Acute HIV infection (AHI) is the early phase of HIV

disease that is characterized by an initial burst of viremia.
* AHI infection develops within two to four weeks after
someone 1s infected with HIV.
* Approximately 40% to 90% of patients with AHI will
experience “flu-like” symptoms.
— These symptoms are not specific to HIV, they occur in many
other viral infections.
— Remember that some patients with AHI can be asymptomatic.
* The figure on the next slide depicts some of the presenting
signs and symptoms of AHIL

* Do NOT start PrEP in clients with suspected AHI.

Speaker Notes:
e Acute HIV infection is the phase of HIV disease immediately after infection that is
characterized by an initial burst of viremia.

e AHI infection usually develops within two to four weeks after someone is infected with HIV
and is often characterized by “flu-like” symptoms.
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Main symptoms of

Acute HIV infection

Systemic: A 71

- Fever ,
- Weight loss I f:;':l:;e
- Headache
- Neuropath
Pharyngitis =
Mouth: Lymph nodes:
- Sores - Lymphadenopathy
- Thrush
Esophagus:
- Sores Skin:
- Rash
Muscles:
- Myalgia
Liver and Gastric:
spleen: -Nausea
- Enlargement -Vomiting

ree: Medical gallery of Mikael Haggsirom 2014

Speaker Notes:
e An estimated 40-90 percent of patients with acute HIV infection will experience ‘flu-like”
symptoms which usually appear days to weeks after exposure and include:
o Fever
Fatigue
Anorexia
Rash (often erythematous maculopapular)
Pharyngitis
Generalized lymphadenopathy
Mucocutaneous ulceration
Headache
Aseptic meningitis
Radiculitis, myelitis
o May present with OI, thrush, zoster (if CD4 depressed)
e These symptoms are not specific to HIV, they occur in many other viral infections.

O O O OO OO O0O0

e Remember that some patients with acute HIV infection will be asymptomatic.

PREP TRAINING FOR PROVIDERS IN CLINICAL SETTINGS



Diagnosis of Acute HIV Infection

* During AHI, antibodies might be absent or be
below level of detection.

— Serological testing using rapid test might be negative.

* AHI can be diagnosed using “direct” viral tests like
HIV RNA or HIV antigen testing.

* In the absence of HIV RNA and antigen testing,
PrEP should be deferred for four weeks if AHI is

suspected.
— Repeat HIV serological test after four weeks to reassess
cligibility.
Speaker Notes:

e During acute HIV infection antibodies might be absent or still be below the limit of detection —
the HIV serological test will be negative

e Acute HIV infection can be diagnosed using “direct” viral tests like HIV RNA or antigen tests.

e In the absence of HIV RNA and antigen testing — PrEP should be deferred for four weeks if
acute HIV infection is suspected.
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Substantial risk for HIV infection

(based on history in the past six months)

*  Client who is sexually active in a high HIV prevalence population (clther in the gcncml population or key
population group) PLUS reports ANY of the following in the

= Vaginal or anal intercourse without condoms with more than one partner, OR
= Sex parter with one or more HIV risk, OR
=  History of an STI (based on lab test, syndromic STI treatment, self-report), OR

= History of use of post-exposure prophylaxis (PEP)
(/ e ‘\\\,
S
*  Client who reports history of sharing of injection matesial/equipment with another person in

the past six months, —
T OR )

*  Client who reports having a sexual partner in the past six months* who is HIV positive AND who has not
been on effective HIV treatment.
*(On ART for less than six months, or has inconsistent or unknown adherence
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Screening for Substantial Risk

* Screening questions should be framed in terms
of people’s behavior rather than their sexual
identity and should refer to a defined time
petiod (six months, etc.).

* Itis important for PrEP providers to be
sensitive, inclusive, non-judgmental, and
supporttive.

* Be careful not to develop a screening process
that might discourage PrEP use.

Speaker Notes:

e Asking questions should not be seen as a way of rationing PrEP or excluding people from PrEP
services.

e Screening questions can be used to introduce the consideration of PrEP and to offer PrEP to
people who are attending services but had not presented specifically to access PrEP.
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General Screening Questions

Consider PrEP if a client from a high prevalence population
or in a high prevalence setting answers yes to any of the
following questions:

“In the past six months,”:

* “Have you had sex with more than one sexual
partner?”

* “Have you had sex without a condom?”

* “Have you had sex with people whose HIV status you
do not know?”

* “Are any of your partners at risk of HIV?”

* “Have you had sex with a person who has HIV?”
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Serodiscordant Couples

PrEP can protect the HIV uninfected partner in a heterosexual
serodiscordant relationship with an HIV-infected partner if:
*  The partner with HIV has been taking ART for less than six
months.
— ART takes three to six months to suppress viral load.
— In studies of serodiscordant couples, PrEP has provided a
useful bridge to full viral suppression during this time.

* The uninfected partner is not confident of the partner’s adherence
to treatment or has other sexual partners besides the HIV-infected
partner on treatment.

* There is awareness of gaps in treatment adherence by HIV-
infected partner or the couple is not communicating opcnlv about
treatment adherence and viral load test results.

Speaker Notes:

e ART that suppresses viral load is highly effective for preventing transmission to partners.

e PrEP may provide additional protection to serodiscordant couples in a number of situations.

e In addition, any sign of intimate partner violence (IPV), controlling behaviour, or anger or fear

in response to questions about HIV treatment should prompt discussion about PrEP as a way to
control risk for HIV.
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For a Person Who Has a Partner with HIV:

The following questions will help to ascertain whether that
person would be a good candidate for PrEP:

* “Is your partner taking ART for HIV?”

* “Has your partner been on ART for more than six
months?”’

* “Do you discuss your partner’s adherence to HIV treatment
every month?”

* “Do you know your partner’s last viral load? What was the
result? And when was it done?

* “Do you desire having a child with your partner?”

* “Are you and your partner consistently using condoms?”
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Additional Factors to Ask About:

“Are there aspects of your situation that may indicate higher risk for
HIV? Have you...”

* “Received money, housing, food or gifts in exchange for sex?”
* “Been forced to have sex against your will?”

* “Been physically assaulted, including assault by a sex partner?”
* “Taken PEP to prevent HIV infection?”

* “Had a sexually transmitted infection (STT)?”

* “Injected drugs or hormones using shared equipment?”

* “Used recreational/psychoactive drugs?”

* “Been required to leave your home?”

* “Moved to a new place?”

* “Lost your job?”

* “Had less than 12 years schooling or left school early?”
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Creatinine and

Estimated Creatinine Clearance

* TDF can be associated with a small decrease in
estimated creatinine clearance (eGFR) eatly during
PrEP use and usually this does not progress.

* PrEP is not indicated if eGFR* is < 60ml/min.

*eGFR: estimated glomerular filtration rate using Cockroft-Gault equation:
Estimated CrCl = [140-age (years)] x weight (kg) x f where f=1.23 for men and 1.04 for women Serum
creatinine (umol/L)

Speaker Notes:

e TDF can be associated with a small decrease in estimated creatinine clearance (eGFR) early
during PrEP use and usually this does not progress.

e DPrEP is not indicated if eGFR is <60ml/min.

¢ You can calculate eGFR by using the Cockcroft-Gault equation. All of you should be familiar
with this equation.
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Online Cockcroft-Gault Calculator

Creatinine Clearance Estimate by Cockcroft-Gault Share
Equation
Input:
Result:
Sex © Maie (1)
Female (0.85) Creat Clear mU/min s
- ¥ $ Decimal Precision: 2§
Serum Creat mg/dL s
Weight kg s
Formula Notes References
CreatClear = Sex * (140 - Age) / (SerumCreat)) * (Weight / 72)

Speaker Notes:
¢ You can also use an online calculator to calculate the eGFR
e Use example of a 26 year old woman with a weight of 55Kg and serum creatinine is 6.9 umol/L
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Is PrEP safe during pregnancy ?
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PrEP use During Pregnancy

* TDF appears to be safe in pregnant women, however,
evidence comes from studies of HIV infected women on
ART.!

* Among HIV uninfected pregnant women, evidence of TDF
safety comes from studies of hepatitis B (HBV) mono-
infected women.?

* PrEP benefits for women at high risk of HIV acquisition
appear to outweigh any risks observed to date.

* WHO recommends continuing PrEP during pregnancy and
breastfeeding for women at substantial risk of HIV.

— ere 1s however a need for continued surveillance for this
There is | ] f tinued 1l for th
population group.

Speaker Notes:

Several systematic reviews have evaluated TDF safety in pregnant women with chronic hepatitis
B (HBV) and TDF safety in pregnant women living with HIV.

FEM-PrEP and Partners PrEP also evaluated effects of PREP on adverse pregnancy-related
events, however study drug was discontinued for women once pregnancy was confirmed across
trials; therefore, the effect of PrEP throughout pregnancy duration was not assessed.

TDF appears to be safe in pregnancy, and while the safety data are reassuring, most are not from
the population of interest — HIV-uninfected women.

PrEP benefits in women at high risk of HIV acquisition appear to outweigh any risks observed
to date.

As PrEP in women of childbearing age is implemented, it will be important to continue
surveillance of maternal, pregnancy and infant outcomes to confirm the safety that reviews to
date suggest.
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Recap Eligibility Criteria

HIV seronegative

No suspicion of acute HIV infection

Substantial risk of HIV infection

Creatinine clearance (eGFR) >60ml/min

Willingness to use PrEP as prescribed

Speaker Notes:
e Let’s quickly recap eligibility criteria.
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Willingness to Use PrEP as Prescribed

* Clients should not be coerced into using
PrEP.

* Clients should be given information and
supported to make an informed choice.

Speaker Notes:
e After education and counseling, clients should be willing to use PrEP.

e C(lients should not be coerced into using PrEP.

e Clients should be supported to make an informed choice.
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Sample of PrEP Screening Form

* Use of a standard form can ensure that
screening is done in a consistent manner and 1s
well documented.

* Please refer to the tool Pre-exposure Prophylaxis
(PrEP) Screening for Substantial Risk and
Eligibility in your participant folder that can be

adapted for use to record key elements in the
sexual history needed to screen for PrEP
eligibility.
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Pre-exposure Prophylaxis (PrEP) Screening for Substantial Risk and Eligibility*

*See PriP M&E Tool Package for full document

Pre-Exposure Prophylaxis (PrEP) Screening for Substantial Risk and Eigibility

Faokty Name

Date of wunal cent taet
dd) v 1

[ Pacon Compltng Foon

Chient Informatior

Fust Nu=e

ALddlie Nasa | Suename

Addees)

Taaphome ®

Urague Chent 1D noeber

Chent dhrue 1D nuesiboa

Wt was your sex ot bisd?

O e B Femae B Othe

What s your current gendes?

T Male B Female T Tanigeade mae to famale
Teansgendes (famale to cxale) [} Othec

What is your age?

Clients are at wabueansial risk if they

Screening for Sebsantial Risk for HIV infaction

Eatr eamier of jers

promps for p

belong to any of the theee
balow:

1) 16 thay are senually active in &
high HIV prevalence population
BLLUS report ANY ome of the below
in e lair sis months

Have you besn seraally active i the last sx monti?

[ Report vaginal ocanal
witacc e MO R coedoms
with moes than coe patnec

] Hare & v pactonr vt ane o4
mom HIV sk

how many people did you heve vagemal oc anal sex in the last six

Loty deugy

Hat vez with men

I+ a transgendes pecsca
14 4 ven wodes

Hat yon with mubuple patman without condoms’

B Histoer of & sexcully
teanrezatted o foction
based on self-ewpoct, Lib
syodesane STT taastmen

Hare you had an STT i the last s moathy

B Mustoer of ma of p
propirias PEP.

ot

Hure 100 tahen poitenpor e
wxporine 1o HIV i the last 1oz o

ophylans PEP) followwng 4 potental
nths
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Clinical Scenario for Discussion

Joseph is a 22 year-old man who presents to the clinic because he is
interested in starting PrEP. He reports using condoms sometimes
during sex with his HIV-positive male partner. His partner is healthy
and has been on ART for 4 years and his most recent HIV viral
load from “a few months ago” was reported as 1200 copies/mL.
Their last unprotected intercourse was last week. Joseph is in good
health, taking no medications, and his rapid HIV antibody test
today is negative.

* Please turn to the person beside you and over the next few minutes
discuss the following:

— Is Joseph a candidate for PrEEP?
— If so, what are the considerations?

* Refer to the sample PrEP Screening for Substantial Risk and
Eligibility tool.

Speaker Notes:

¢ Instruct participants to refer to the PrEP Screening for Substantial Risk and Eligibility tool in
their participant folder. Ask them to turn to the person beside them and while referring to the

tool, discuss the following over the next few minutes:
o Is Joseph a candidate for PrEEP?
o If yes, what are the considerations?

e After a few minutes, ask for a show of hands as to who thinks Joseph is a candidate for PrEP.
Then ask for a show of hands as to who thinks Joseph is not a candidate for PrEP. Ask each
group what they considered in making their determination.

* Examples of things they should have considered were:

O Joseph’s substantial risk and eligibility

O Joseph's partner viral load

o Rapid HIV antibody test window period
o Other issues
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Module 2 Summary

PrEP Eligibility, Screening, Side Effects, and Contraindications

* Providers should inform and counsel potential PrEP users and conduct an
individualized risk assessment.

* Eligibility for PtEP includes:

— At substantial risk of HIV infection

— HIV seronegative

— No suspicion of acute HIV infection

— No contra-indications to ARVs used in PrEP regimen

— Willingness to use PrEP as prescribed
* PrEP screening questions should be framed in terms of a person’s behavior.
* Side effects in clinical trials were rare and when they occurred they were mild.
* Contraindications for PtEP include:

—  Current or suspected HIV infection

—  Renal impairment as defined by estimated creatinine clearance of <60 ml/
min

Speaker Notes:

* In summary, what do we know about PrEP?
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MODULE 3: Initial and Follow-Up PrEP Visits

DURATION: 120 MINUTES (2 HOURS)
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Module 3: Learning Objectives

By the end of Module 3, participants will be able to:
*  Specify the procedures for the initial PrEP visit.

*  Demonstrate knowledge of national HTS
guidelines and local algorithms for HIV testing,

*  Describe the rationale and content for brief counseling during
the initial/first PrEP visit.

*  Practice using the Integrated Next Step Counseling (iNSC)
process to counsel clients on sexual health and PrEP adherence.

*  Specify the suggested procedures for follow-up PrEP visits.

*  Describe the rationale and content for follow-up counseling at
each visit.
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Initial PrEP Visit:

Suggested Procedures

HIV test *  Assessment of HIV infection status

{using algorithm in national  *  Symptom checklist for possible acute HIV infection
HTS guidelines)

Serum creatinine *  To identify pre-existing renal impairment

Hepatitis B surface antigen ¢ To identify undiagnosed hepatitis B (HBV) infection

(HBsAg) * To identify those eligible for vaccination against heparitis B
RPR * To diagnose and treat syphilis infection
STI screening * To diagnose and treat STI
* Syndromic or diagnostic ST testing, depending on local guidelines
Pregnancy testing * To ascertain pregnancy
Brief counseling * To assess whether the client is ar substantial risk for HIV
* To assess HIV prevention options and provide condoms and lubricants

* To discuss desire for PrEP and willingness to take PrEP
* To develop a plan for effective PrEP use, sexual and reproductive health

Speaker Notes:
* Here are the suggested procedures for the initial PrEP visit.
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Initial PrEP Counseling

* Initial counseling should focus on:
— Increasing awareness of PrEP as a choice.
— Helping the client to decide whether PrEP is right for them.
— Preparing individuals for starting PrEP.
— Explaining of how PrEP works.
— Providing basic recommendations.
— The importance of adherence and follow-up visits.
— Potential PrEP side effects.
— Recognizing symptoms of acute HIV infection.
— Building a specific plan for PrEP.
— Discussing sexual health and harm reduction measures.

Speaker Notes:
* Before starting PrEP, the client should be counseled and the initial counseling session should
focus on:
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Initial PrEP counseling (cont.)

* Assess client’s understanding that the protection
provided by PrEP is not 100%.

* Explain need for repeat clinic visits and repeat
blood tests.
* Additional information for women:

— PrEP does not affect the efficacy of hormonal
contraceptives.

— PrEP does not protect against pregnancy.

— PrEP can be continued during pregnancy and
breastfeeding.
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PrEP Counseling

During the counseling session “Assess client
understanding that the protection provided by PrEP
is not complete, and does not prevent other STTs or
unwanted pregnancies, and therefore PrEP should
be used as part of a package of HIV prevention
services (inclusive of condoms, lubrication,
contraception, risk reduction counseling and ST1
management).”’
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Key Initial Visit Counselling Messaging:
PrEP Efficacy

PrEP works when taken!

PrEP reaches maximum effectiveness after seven daily doses.

PrEP does not prevent most sexually transmitted infections
other than HIV. Condoms used with every act of sexual intercourse

provides some protection against many of these infections.

PrEP does not prevent prcgnancy Use effective contraception unless

you want pregnancy,

76
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Key Initial Visit Counselling Messaging:
Supporting Adherence

Taking PrEP each day is easiest if you make taking the tablets a
daily habit, linked to something else that you do every day without
fail.

If you forget to take a tablet, take it as soon as you remember.

PrEP tablets can be taken any time of day, with food or without
food.

PrEP is safe and effective even if you are taking hormonal

contraceptives, sex hormones or non-prescription drugs.
* Drinking alcohol will not affect the safety or effectiveness of PrEP. But
drinking alcohol could make you forget to take the PrEP tablets.

77
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What are some common reasons for poor

adherence?
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Common Reasons for

Poor Adherence to ART

Forgetting doses

Being away from home
Changes in daily routines
Depression or other
illness

Limited understanding of
treatment benefits

Lack of interest or desire
to take the medicines
Substance or alcohol use
Absence of supportive
environment

Fear of stigma and
discrimination

Adverse events
Complexity of dosing
regimens

Pill burden

Dietary restrictions
(PrEP will require taking
just one tablet daily and
there are no dietary
restrictions)

Distance to health
services

Access to pharmacies

Long waiting times to
receive care and obrtain
refills

Burden of direct and
indirect costs of care

Speaker Notes:

* Reasons for poor adherence can be related to the client, the ARV drug regimen, or the health

system.
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Understanding Voluntary vs. Involuntary

Non-Adherence

Not convinced PrEP is needed
Does not believe PrEP works or is
working

Does not like taking pills

Has experienced side-effects

Has experienced stigma while taking
PrEP

Forgot to take pill

Forgot to refill prescription

Has competing priorities (e.g.
employment, child care)

Has difficulty with personal
organization and scheduling
Affected by depression or other
mental illness

Can not afford PrEP (in settings
where clients pay for PrEP services)

Speaker Notes:
* Itis helpful to think about non-adherence in relation to voluntary and involuntary non-

adherence in order to better target adherence support strategies.
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Adherence:

Lessons from ART Programs

* Health providers can positively influence adherence by:

— Facilitating accurate knowledge and understanding of
medication benefits and requirements.

— Preparing for and managing side-effects.
— Monitoring of adherence.

— Identifying social support.

— Encouraging medication optimism.

— Building self-efficacy for adherence.

— Developing a routinized daily schedule in which to integrate
regular dosing.

— Maintaining an open line of communication with PrEP users.

Speaker Notes:

The health provider can help support adherence by learning from ART programs in order to use

some of the general strategies that have been shown to positively influence adherence including
(see slide).
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Approaches to PrEP Medication

Adherence Support

Support Issue: Provider Options:

Adequate and accurate Briefly explain or provide materials about:

PrEP knowledge L : s

o Indications for medication.

o The anticipated risks and benefits of raking medication.

o How to take it (one pill per day).

o What to do if one or more doses are missed.

* Assess for misinformation.

Preparing for and * Educarte about whart side effects to expect, for how long, and how to manage
managing side effects :

them.
* Educare about the signs and symptoms of acute HIV infection and how to
e obtain prompt evaluation and care.
Foster self-efficacy * Foster discussion of personal perception of HIV risks.

* Recommend or provide medication-adherence tools:
o Pill boxes
o Phone apps, pager, or SMS reminder services

iscuss how to integrate daily dose with other daily events and whar to do
Routinized daily « Discuss how to integrate daily d h other dail  what to d
schedule g ’ :

when away from home.
Speaker Notes:

* Related to PrEP medication adherence, the provider can use each of the options/strategies on
the right side of the table to address each of the specific support issues listed on the left side of
the table. For example...
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roaches to PrEP Medication

dherence Support (Cont.)

Support Issue:  Provider Options:
Provider * Regularly assess adherence.
support 3 . 2
PP *  Ask for a patient self-report.
* Complete the prescription/visit record.
* Use new rechnologies (text reminders).
*  Offer allied clinical support services (e.g., pharmacist).
Social Support  «  Discuss privacy issues for PrEP user.
*  Offer to meet with partners or family members if they are supportive.
Mental health * Consider screening for depression or substance-abuse problems.
and substance S : e
abuse * Provide or refer ro indicated mental health or substance-abuse treatment and
relapse-prevention services.
Population * Consider additional medication-adherence support for:
challenges o Adolescents.
o People with unstable housing.
o Transgender women.
o Others with specific stressors that may interfere with medication
adherence.
Speaker Notes:

* Here are additional options/strategies that the provider can use to address additional PrEP

specific medication adherence support issues listed on the left side of the table. Examples of

these options include...
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Adherence Assessments

* Ask about adherence at each visit:

— Encourage the PrEP user to self-report in order to
understand what they believe about their adherence.

— Ask about adherence over the last three days (short
recall)

— Avoid judgment to encourage a realistic and honest
description.
* Additional methods to monitor adherence:
— Pharmacy refill history
— Pill-count
— Blood level of drugs*
— Hair sample to test drug-level*

Speaker Notes:
* At each visit health providers should ask about adherence. There is no gold standard for
adherence measurement, the provider can use:
o Self-report (easy, cheap but not always reliable)
o Pharmacy refills
o Pill-count

* More expensive options: measuring drug level in blood and hair sample.
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Promoting Adherence

* Several approaches can be used to promote
adherence:
— Motivational interviewing
— Informed Choice Counselling (ICC)
— Next Step Counseling (see next slides)

— And others
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Integrated Next Step Counseling (iINSC)

* Integrated next step counseling iINSC) was used in the
iPrEx OLE study to counsel individuals on sexual

health promotion more generally, with specific
emphasis on PrEP adherence for individuals on PtEP.

* Implementation of iNSC is positioned with delivery of
negative HIV test results and serves as pre/post-test
HIV counseling as well as adherence counseling in one
brief, targeted, tailored conversation.
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FIGURE 1: INSC Process Discussion Flow

INTRODUCE

>
EXPLORE i

TAILOR

IDENTIFY

it}

AGREE

SEXUAL
HEALTH PLAN

CLOSE
DOCUMENT
e

Speaker Notes:

e This is the recommended flow for a step-by-step counseling process that leads to clear strategies and

formal plans for PrEP use and non-PrEP-related sexual health.
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Introduce the
counseling session

Review client’s
experiences

Explore contexe of
client-specitic
facilitators and
barriers

‘Tailor the
discussion to focus
on increasing case

Explain what you're talking about and why
Get permission to proceed

Ask about what the client already knows about
PrEEP and how they learned it

Use open-ended questions to explore factors
or situations that help make pill-taking a litle
casier; and those that make it harder or a litde
more difficult

This is a pause to allow the provider/
counsellor to consider what information
gathered in carlier steps is used to tailor the

of pill-taking nexe question

Identify adherence- ¢ Guide the conversation towards identfying

related needs participant perceptions of what would help to
best integrate PriiP use into their daily life

Strategize with the  *  Work with participant so that they identify one

participant on the or a few viable strategies for increasing

nexe step cffective PriEP use.

Agree on which *  Ask participant which strategy(ies) they are

strategy will be tried willing to try or continue using

next

Close/document *  Provide a summary of the discussion and
thank the patient

K RA, McMahan V, Goicochea P, et al. Supporting study product ese and accuracy

and neurral asse

. AIDS and behavior. Jul 2012:16(3):124

Y

1 would hke to take a few minutes to check in with you
abour your goals and how to meet them. Is thar okay?

Thank you. Can you tell me a licde abour what you have
heard about PrEP and about your experiences with
PrEP?

Whar scems to make PrEP casy to take or harder to take?

Ler me think for a moment abour what you have said.

Given everything going on right now, what would need ro
happen for it to feel a little casicr ro work this regimen
into your daily life?

How could that happen?
Whar are some ideas tor how you could approach that?

Of the things that we have tlked abour, which mughr vou
be willing to try berween now and the next time we meet?

Whar I'm hearing is that would really make ir feel
casicr to work PrEP into your life and that you'll give it a
ry berween now and the next ime we meet. Thank you
for walking with me and 1 look forward ro ralking again.

in self-repore in the iPrEX study: next step counseling 88
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Provider Checklist for Initial PrEP Visit

O] HIV test (using algorithm in natonal HIV Testing guidekines)
o A of HIV infection status

] Exclude acute HIV infectdon

© Ask about last potential exposuce to HIV
o Awk/look for ‘flu-Eke’ srmptoms

[} Screen for substandal HIV risk

Serum creatinine (cakulte ¢GFR)
© Toidentify pre-existing renal impairment

[0 Hepadds B surf: tigen (HBsAg) — if available

© Toidentfy undisgnosed Hepatts B (HBV) inf
© Todentfy those ebghle forv agamst Hep B
[ STI screening

© Perform synd or etiological STI testng (depending on local guideknes)
© Rapid Plasma Reagin test (RPR) for syphikis (if svadable

Pregnancy test
©  Ask about last Ipenod (perform pregr test if needed)

Conduct risk reducton counselling
©  Chentsy willbe iwfeurnd bared o spentic needs i e rooul ruppont, haem ceduction, gendecbared
wiolencs programs, ete

[ Provide informadon on PrEP and conduct adhe ling

Provide condoms and lubricants
Provide (or refer w) reproductive health services (as needed)

Schedule next

(provide appo card)

"
Ll

*Please adapt this checklist 10 align with national guidelines on PrEP*

Speaker Notes:

e Please look in the participant folder for this checklist. Countries can customize this checklist to

align with national guidelines.
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Key Initial Visit Consideration:

Drug Supply

* Providing an extra month’s supply of medication at
the first visit will assure an adequate supply for daily
dosing until the next visit.

* This 1s important in case the follow-up visit 1s
delayed for any reason.

Speaker Notes:
e Ensure that PrEP users have an adequate supply of drugs.
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Clinical Scenario for Role Play

Anne is a sex worker and is interested in starting PrEP. She
uses condoms during sex with commercial clients but not
with her “stable” partner of unknown HIV status. She had a
negative HIV test 6 months ago and wants to avoid HIV
infection as she would like to have baby in the coming year.
She is using injectable hormonal contraceptive as she used
to forget to take oral contraceptives on a daily basis.

* Think about how would you use the INSC to have a
client-centered conversation to focus on PrEP adherence.

* Please observe the following role play and use the copy of
the previous slide in your participant folder to check off
the INSC steps that are being addressed and specific
example prompts that are being used.
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PrEP Follow-up Visits

* Clients on PrEP require regular visits with the health
provider.

* Programs should decide on the optimal frequency of
visits for monitoring PrEP use.

* It is suggested to have a follow- up visit:
— one month after initiating PrEP, and
— thereafter every three months.

* Outside regular monitoring visits, clients should also
consult if they have severe adverse events or signs/
symptoms of AHI.

Speaker Notes:
e PrEP requires frequent follow up visits.
e Programs should decide on the optimal frequency of visits for monitoring PrEP use.

e Itis suggested to have a follow- up visit:
o 1 month after initiating PrEP
o Thereafter, every three months
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Follow-Up PrEP Visits:

Suggested Procedures

Confirmation of * Every three months (consider also testing at one month if
HIV-negative status HIV RNA or antigen testing was not performed before
starting PrEP)

Address side-effects ¢ Every visit

Brief adherence * Every visit
counseling

Estimated creatinine ¢ At least every six months, or more frequently if there is a
clearance history of conditions affecting the kidney, such as
diabetes or hypertension

* Provide STI screening, condoms, contraception as needed.
* Counselling regarding symptoms of acute HIV infection, and to come back as
soon as possible for evaluation if these symptoms occur.

Speaker Notes:
e During the follow-up visit repeat the HIV test to confirm HIV-negative status. We need repeat
HIV testing to inform decisions on whether to continue or discontinue PrEP.
o Repeat HIV testing:
o One month after starting PrEP
e Every three months thereafter
e Countries should use HIV testing algorithms in line with their national guidelines.
e Itis useful to remember that the limitation of serological tests is the window period (time from
HIV infection to detection of antibodies), also exposure to ARVs can decrease sensitivity of
serological tests.
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Repeat HIV Testing

* Repeat HIV testing is needed to inform decisions on whether to
continue or discontinue PrEP.

* Repeat HIV testing (using national guidelines):
— One month after starting PrEP.
— Every three months thereafter.

* Remember the limitation of serological tests during AHI in the
window period (time from HIV infection to detection of
antibodies), and also that exposure to ARVs can decrease
sensitivity of serological tests.

* Stop PrEP if AHI is suspected.

PREP TRAINING FOR PROVIDERS IN CLINICAL SETTINGS 110



Follow-Up PrEP Counseling

* FPollow-up counseling should focus on:

Checking in on the cutrent context of sexual health.

The patient’s desitre to remain on and assessment of continued
tisk of PrEP.

Facilitators & barriers to PrEP use.
Additional non-PrEP related sexual health protection strategies

(condoms, etc.).

Dosing requirements for highest protection.

What to do if a dose is missed.

Common adherence strategies.

Reasons for ongoing monitoring while on PrEP.

How to recognize symptoms of acute HIV infection.
Side-effects & side-effects management.

How to safely discontinue and restart PrEP as appropriate.
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Provider Checklist for Follow-up PrEP Visits

Brief counseling (evesy visit)
©  Remew mk sbowt ugn and rmptoms of acute HIV infection
© Check on cament context of sexual health
0 Detiens to seman o6 PEP
© Faoltaton & bamen to PEP uwe

Adherence counteling (every vist)
© Montoradbesence ‘secall, pdl count, etz
© Boef adhesnnce sosmsding
© Ducuss smpomtanceof effectre vse of PEEP

O a and " of side-effects (every visit)
© Asksboutand manage sude-effects
B Confirmas cegasive ded frequenci
©  Repeat HIV test 1 moath afte stacting POEP (specally i HIVRNA oz antipen testing was not
pedfozmed befoa stamng PEP

0 Evey 3 months thaaite:

B Calul v 3 e 2 («GFR) ded frequenci
O At lesst evesy § mocths
0 OR more Segoently  theee o Bistory of conditions affacting the lndner (e g, disbeter,

" Ssamy & phsopathy
(] STIscreening
O Risk reduction counseling
© Cheats willbe sefeced based 02 specfic needs, s e socal suppost, haem seduction, gendes-based
Tolence progmms, e
O Provisionof condoms and kubricanes
B Provisionof. ont Sad)
© Pedoem pagnancy test f needed
B Provisonolh op p ipGion for PrEP
.LA--d_'." ‘rJ“I'" dy

If a clent using PrEP tests positive for HIV, scop PrEP and link prompuly to weatment and care

*Please adape this checkisz to align with national guidelines on PtEP*

[£<}
[~

Speaker Notes:
e DPlease look for this checklist in the participant folder. Countries can modify the checklist to align
with national guidelines.
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PrEP Clinical Pathway

P

*  Pedoom apid HIV tust accoed ) gosdelioes  alpoeith
o LinkHIV-p = :

P  pa 4

Chent who is sexually active in a high HIV prevak .
Wnlmhnauhym;h.a.mﬂm"oad.\‘)’dlhm
2t 6 monthy:

o the
* Vigsaleeamal thout condomn vatk thae | parenee, OR
®  Saxparoes vtk ooe of mone HIV dsk, OR
®  Maoer of s STI (based oo Lk tast, yyndeceas STT enasmene, slf-capoct), OR
*  Hutorr of use of post-axporuce prophyiaxis (PEP)

OR
Chent who mpons history of sharing of mjects 1/ equip wuh
anocherpenon m the pasté menths

Chant who having a vexual parmer in the past 6 monthy® whe » HIV
puho.imhu b flectve HIV
“Ou ART for iess thaw & mowshs, ov bas iogasicom: or sakoese adberea

Chnmd,hhn{ﬂnmm&umhbr
HIV Negative;

*  Acs anubimmetal sk of HIV)

* Havewo iger /mmproms of aoute MIV infaction;

* Have conatininn clescnore (#GFI » 60 ml aun

o Puovide s o0 PUED, g of adh potemnal vde effeen
followsup sehedule, ngor mq-undmnm\ wfoction

* Sersen manage STI

o Do sk sedu ling s0d peovide condoms Jub

* Do sdbessace covnraling

¢ Pusscabe PEP

¢ Gove appotment foe follovsup vine

.

m-mdmummﬂ chant developt sa00Us wde affects o
ugersrmpeoms of acute HIV wfection

*  Phae followup vain | moeth afted itarneg PeEP and every ) moaths theceaftec

At folovop tity

Repear HIV tast

Ask about de-effect

Suppont mMn

Do nsk sadk g and pronde condom
Seowen foe STI

Rapeat «GFR aftes & months on PEP
Schedule aext e

Peoesd 4 2ain 34 £
P

97

Speaker Notes:

®  You will see this in the participant folder. You can customize it to reflect local practices.
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Clinical Scenario for Discussion

Jonathan has been on PrEP (TDF/FTC) for the
last nine months. At the follow-up visit he is in
good health and his repeat HIV test is negative.
Jonathan reports recently starting a monogamous
relationship with a man who tested HIV negative
last year and feels he might no longer need PrEP.

How would you manage this case?

Speaker Notes:

e PrEP can be started and stopped as needed.

e Pecople can move through periods of substantial risk (change in sexual practices, change in

relationship status...).

o

o O O O

Clients can choose to discontinue PrEP if they are no longer at substantial risk of HIV:
Clients should inform the provider of their wish to stop PrEP.

Provider should document HIV test result at the time of stopping PrEP.

Providers should counsel about other prevention methods.

Clients wishing to restart PrEP later should undergo HIV testing and other baseline tests
(see Module 2).

e Please note that PrEP is also discontinued if:

o

Client tests HIV positive (in which case you would refer for treatment and care).

o There is suspicion of acute HIV infection.

o Increase in creatinine clearance >60ml/min.

e Discontinuation of TDF containing PrEP in patients with active hepatitis B virus can cause

exacerbations of hepatitis B (hepatic flare).
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Module 3 Summary

* Prescribe PrEP as part of a comprehensive HIV
prevention strategy.

* Confirm a negative HIV test immediately prior to
initiating PrEP.
* Ensure there are no contra-indications to PrEP.

* Ensure clients have correct information about
PrEP.

* Develop an adherence support plan with the client
and monitor adherence at each visit.

* Conduct risk-reduction counseling at each visit.
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AFTERNOON BREAK
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MODULE 4: Monitoring and Managing PtEP Side Effects,
Seroconversion, and Stigma

@ DURATION: 105 MINUTES (1 HOUR, 45 MINUTES)

Module 4

4 Monitoring and Managing PrEP Side Effects,

Seroconversion, and Stigma
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Module 4: Learning Objectives

By the end of module 4, participants will be able to:
* Explain how to manage creatinine elevation.

* List additional causes of creatinine elevation.

. Explain how to manage seroconversion.
*  Develop strategies to minimize PrEP stigma.
*  Give examples of gaps in knowledge about PrEP.

*  Think about how M&E tools can be adapted for local use.
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Monitoring Creatinine Elevation

* Approximately 1 in every 200 PrEP users may
dcvclop an elevation of serum creatinine.

— Defined as a 50% increase above baseline or an elevation
above the normal range.

— Reminder: Renal impairment is defined as having an
estimated creatinine clearance of <60 ml/min.
* Creatinine elevations have usually reversed after
stopping PrEP.

* It is important to monitor transient creatinine
elevation and for signs of chronic ot severe renal
insufficiency.

Speaker Notes:
e Ideally, clients should have eGFR measured at baseline and after six months of PrEP.
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How would you manage increase in creatinine

clearance?

PREP TRAINING FOR PROVIDERS IN CLINICAL SETTINGS 120



Managing Creatinine Elevation

* Discontinue PrEP if creatinine elevation is confirmed on a separate
specimen and if estimated creatinine clearance decreases to <60 ml/
min.

* After PrEP is stopped, creatinine should be checked for another one
to three months and PrEP restarted if eGFR returns to > 60 ml/min.

* Additional causes and management of creatinine elevations should be
considered if:
— Creatinine elevations are more than 3x the baseline.
— Renal function or creatinine elevations do not return to normal levels
within three months after stopping PrEP.
— Creatinine elevations progress at one month or more after stopping PrEP.
* Common causes of chronic or severe renal insufficiency include:

diabetes mellitus, uncontrolled systemic hypertension, hepatitis C
infection, liver failure, and pre-eclampsia during pregnancy. 105
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Seroconversion on PrEP

* PrEP works when taken. In clinical trials, the level of protection
was strongly correlated with adherence.

* New HIV infections can be prevented with consistent use of PrEP.

* HIV seroconversion after prescribing PrEP can occur if PrEP is
not used correctly or consistently, or if HIV infection was
undiagnosed at the time of PrEP initiation.

* Part of counseling should include information to help PrEP users
recognize signs/symptoms of AHI, which should prompt a clinic
visit without delay.

Speaker Notes:

e In clinical trials there were very few cases of seroconversion on PrEP.
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How would you manage seroconversion on PrEP?
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Managing Seroconversion

* If a person using PrEP tests positive for HIV,
PrEP should be stopped immediately and the
person referred for prompt initiation of HIV
treatment.

* Transitions from PrEP to HIV treatment
without a gap avoid the risk of resurgence in
viral load, immunological injury, and secondary
transmissions.

Speaker Notes:

e How would you manage seroconversion on PrEP?
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PrEP “Special Situations”

Hormonal
Contraception

Pregnancy and
breastfeeding

Hepatios B
infection

Management of
Recent HIV

Exposure with PEP

PrEP does not affect the efficacy of hormonal contraceptives and
hormonal contraceptives do not affect PrEP efficacy.

PrEP may be continued during breastfeeding in women who are at
substantial risk for HIV acquisition.

Hepatitis B vaccination is appropriate for people at substantial risk for
HBV or HIV infection.

People who have been exposed to HIV in the past 72 hours should be
offered post-exposure prophylaxis (PEP).

WHO recommends PEP consisting of TDF/3TC (or FTC), preferably

combined with a boosted protease inhibitor, for 28 days (use national
guidelines).

PEP should be transitioned to PrEP after 28 days if the HIV test
remains negative and there is substantial ongoing risk of HIV
acquisition.
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Minimizing PrEP Stigma

* Confidentiality is essential in PrEP services.

* People may face stigma if their PrEP use becomes known.

* PrEP use can exacerbate stigma if others mistakenly
consider PrEP use to be evidence of irresponsible behavior
or mistakenly think that PrEP is HIV treatment.

— Such stigma will decrease PrEP uptake and adherence among
people who would otherwise benefit from it.

Speaker Notes:

e Key populations usually face stigma and discrimination. Will use of PrEP add more stigma?
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What strategies can you think of to minimize
PrEP stigma?

Speaker Notes:

e This could be turned into a group exercise with a report-back component, depending upon time.
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Current Gaps in Knowledge and Need

for Continued Surveillance

* Current gaps in knowledge related to implementation of PrEP
include:
— Renal safety of FTC/TDF PrEP in people with diabetes mellitus and
uncontrolled systemic hypertension has not been evaluated.
— Although 3TC is equivalent to FTC for HIV treatment, use of 3TC in
combination with TDF for PrEP has not been studied.
— Compatison of daily vs. on-demand PrEP regimens is still limited.

— Effectiveness of on-demand oral PrEP regimens for women has not been
evaluated.

— Although cases of dlinical HBV rebound when stopping FTC/TDF PrEP
have not been observed among people with current HBV infection in clinical
trials, most trials excluded such individuals.

* Need for continued surveillance:

—  The benefits of PrEP in women at substantial risk of HIV acquisition
appear to outweigh any risks observed to date, however, there 1s a need for
continued surveillance of maternal, pregnancy and infant outcomes to
confirm the safety that studies to date suggest.

Speaker Notes:

e The evidence for PrEP efficacy and safety presented in theses slides are based on current
knowledge. There are ongoing PrEP studies and knowledge will evolve.

e There are still gaps in knowledge related to PrEP safety, especially among pregnant women.
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PrEP M&E Tools

* Refer to your participant folder for a:
— Facility-held card
— PrEP register
— PrEP monthly report form
— Substantial Risk and Eligibility Assessment

* Begin to think about how these M&E tools can be
adapted for your country/facility.

* Additional onsite training will be provided for
adapting M&E tools.
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Module 4 Summary

* PrEP users should be informed about how to recognize signs
and symptoms of acute HIV infection.

* If person using PrEP tests positive for HIV, stop PrEP
immediately and start ART as soon as possible, without a gap
after PrEP is discontinued.

* If confirmation of positive HIV test result is delayed for more
than a few hours, transition to fully suppressive ART (three
ARVs as per national treatment guidelines).

* Ideally, blood creatinine (eGFR) should be measured before

starting PrEP and at least every six months after PrEP is started.

— Initiation of PrEP should not be delayed while waiting for
creatinine result.
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PrEP Cascade

| Community/Patient | I Provider I
1. At ask for HIV ' 1. Providing health care
m fection to high nsk
populations
2 Ideatified a: PEP 2. Educated about PEP
candidates
PrEP 1s more than just a

| 3. Intecested in P<EP | | 3. Wiking to provide P<EP . . . .
| $Le biomedical intervention.

— Success will also depend on

pre structural and behavioral
interventions.

5. Initiated P<EP

6. Retained in P<EP
program

7. Achieve and mamtan i
medication adhetence

Speaker Notes:
e PrEP is a biomedical intervention but it is more than just prescribing a pill. Success will also
depend on the implementation of structural and behavioral interventions.

e There is a need for concerted efforts at each step of the cascade in:
o Creating demand for PrEP
o Linking potential PrEP clients to services
o Starting PrEP
o Retaining clients on PrEP
o

Achieving and maintaining good adherence
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What are concerns you have about implementing
PrEP?
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PrEP Resources for Providers

*  htp:/ /wwwwhoint/hiv/pub/arv/arv-2016/en/

*  hup://wwwwhoint/hiv/topics/prep/en/

*  hup://wwwunaids.org/sites/default/files/media_asset/UNAIDS_JC2764 en.pdf

*  hup://www.prepwatch.org/

*  hup://www.ede.gov/hiv/risk/prep/

*  Glidden, DV, Amico, KR, Liu AY, et al. Symptoms, side effects and adherence in the
iPrEx open-label extension. Clin Infect Dis. 2016;62(9):1172-7.

* Fonner, VA, Dalglish, SL, Kennedy, CE, et al. Effectiveness and safety of oral HIV
preexposure prophylaxis for all populations. AIDS 2016;30(12):1973-1983.

* The Fenway Institute. Pre-exposure prophylaxis clinical study data sheet.
htp:/ /www.projectinform.org/pdf/prepstudydata.pdf . Accessed October 5, 2016.

*  World Health Organization. Review: Safety of tenofovir PrEP in pregnant and
breastfeeding HIV-uninfected women and their infants.
htp:/ /emtct-iatr.ore /wp-content /uploads /2016 /08 /WHO-TDF-pregnancy-Lyvnne-

Mofenson.August-21-2016.pdf . Accessed October 5, 2016.
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PrEP Resources for PrEP Users

¢ htp:/ /www.whatisprep.org

¢  htp:/ /www.PleasePrEPMe.org/ resources

¢ htp://wwwiwantprepnow.co.uk

¢ htp:/ /www.edc.gov/hiv/pdf/risk PrEP_TalkingtoDr_ FINALcleared.pdf

¢ htrps:/ /www.facebook.com/groups/PrEPFacts/
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Post-Test,
Training Evaluation,

and Closing
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PrEP Specific Competencies

After completing today’s training program, participants
will be able to:

Identify eligible candidates for PrEP.

Conduct an individualized risk assessment.

Educate and counsel PtEP candidates and users.

Conduct clinical and laboratory assessments during the
initial PrEP visit.

Prescribe PrEP.

Conduct clinical and laboratory assessments during follow-
up PrEP visits.

Review PrEP M&E tools.
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Training Post-Test

* The objective of this post-test 1s to find out what you
know about implementing PrEEP and how much your
knowledge and skills have improved since the pre-test
assessment.

* Results of the pre-program assessment and post-test
will help improve future trainings.

* Remember to write your name on your post-test.

* You have 15 minutes to complete the post-test.

* You will receive a copy of the correct answers as you
leave the training,

Speaker Notes:

e Distribute copies of the post-test to all participants.
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Training Evaluation Form

Training Evaluation Form What was the best past of thas trasnsng? |
Nasme (optonal)
Your posticn (optiensl)
Healds faciliey whese you werk (optioaal
INSTRUCTIONS: Pl s sy folowmme tment we £ 20 o | &
| | Sasm °
St | Domgw | e | Apw | Sesepr
e = g Apre
| The oy chyonons woen e ? 2 ) ‘ '
I T 1 T T How conld we snaprove this trmnang?
1 Thes treweg met sy enpectmes ' ) ‘ '
i '
The sl v of ther Wy o1 appuryesse ) ' '
+
S Yuemg vV Ay : 2 ) ' '
+
g ey ' ) ‘ '
¢ - . s
\ +
Wiy, #% I
e o wghn ' ) ‘ ) J
Other commentsi
How b sem cad of e sy madacs & o nd e vt [ e bte pufl et o e 4 e
e .
[ T e T o
£ Vet
- tegre
‘ $
ey b P
Modde ) lud MEP Vs & Fallow-Lp Ve i ) ‘ '
Wb 4 Mg e Comemieng HED i R T
| Bffnen, Sexocomreruce, sed Segrs Thank you for your participation and for your commetmment to smplementng PcEP! 22
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Training Evaluation

(See Participant Folder: Training Evaluation
Form.)

* We welcome your honest feedback to improve
future trainings.

* Your evaluations are confidential — you do not
have to include your name.

PREP TRAINING FOR PROVIDERS IN CLINICAL SETTINGS 139



Thank you for

your participation!
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Appendices:

Pre-Test Assessment

. Post-Test Assessment

. Post Test Answer Key

. Training Evaluation Form

Materials Needed for Participant Folders
Certificate of Participation

. PrEP Clinical Pathway

L O @ &0 9 0 % p

. Screening for Substantial Risk of HIV infection

!-'l

Provider Checklist for Initial PrEP Visit

J. Provider Checklist for Follow-up PrEP Visit
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A. Pre-Test Assessment for PrEP Training for Providers in
Clinical Settings

Please answer the following questions:

1) What is Pre-Exposure Prophylaxis (PrEP)?

2) How is Pre-Exposure Prophylaxis (PrEP) different from Post-Exposure Prophylaxis
(PEP) and from antiretroviral treatment?

3) Who is eligible for starting PrEP?

4) Which antiretroviral drugs are recommended for PrEP?

5) When should PrEP be stopped?
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B. Post- Test Assessment for PrEP Training for Providers in
Clinical Settings

Please tick the correct answers to each multiple choice question below:

1. Pre-Exposure Prophylaxis (PrEP) is the use of antiretroviral drugs (ARVs):
(select all that apply, if applicable)

)
b)
9
d

To prevent mother-to-child transmission of HIV

To prevent HIV infection after potential exposure to HIV
By HIV-negative persons to prevent HIV acquisition

To treat HIV infection in men who have sex with men

2. Which of the following statements is true?
(select all that apply, if applicable)

a)
b)

9
)

Antiretroviral therapy (ART) has not been shown to have prevention benefits
Pre-Exposure Prophylaxis (PrEP) and antiretroviral therapy (ART) are both used by
HIV infected persons

Post-exposure prophylaxis (PEP) and Pre-Exposure Prophylaxis (PrEP) are both used
by HIV negative persons to prevent HIV acquisition

Pre-Exposure Prophylaxis (PrEP) should be used by health care workers after needle

stick injuries to prevent HIV infection

3. Pre-Exposure Prophylaxis (PtEP) should be used:
(select all that apply, if applicable)

2)

b)

0
d)

As part of a comprehensive HIV-1 prevention strategy that includes other preventive
measures

In individuals who have a confirmed negative HIV test

Only by key populations

Only by non-pregnant women

4. The following antitetroviral drugs can be used for Pre-Exposure Prophylaxis (PtEP):
(select all that apply, if applicable)

a)
b)
)
d)

Tenofovir/emtricitabine ( TDF/FTC)
Tenofovir/emtricitabine + Efavirenz (TDF/FTC) +(EFV)
Tenofovir/lamivudine ( TDF/3TC)
Zidovudine/lamivudine (AZT/3TC)

5. Pre-Exposure Prophylaxis (PtEP) should be discontinued if:
(select all that apply, if applicable)

3
b)
9
)

The client falls pregnant

The estimated glomerular filtration rate (¢GFR) decreases to <60 ml/min
The client reports headaches and stomach upset

The client tests HIV positive
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C. Post Test Answer Key:
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D. Training Evaluation Form

Name (optional):

Your position (optional):

Health facility where you work (optional):

Instructions: Please rate the following statements on a scale from 1 to 5.

® Neither ©
Strongly | Disagree |agree nor| Agree | Strongly
Disagree disagree Agree
1. The training objectives were clear. 1 2 3 4 5
2. This training met my expectations. 1 2 3 4 5
3. The techmcal level of this training was 1 2 3 4 5
appropriate.
4. 'The pace of this training was appropriate. 1 2 3 4 5
5. The facilhtators were engaging (i.e., 1 5 3 4 5
interesting).
6. The information I learned in this training
: 1 2 3 4 5
will be useful to my work.
7. Tam confident that after this training, my
facility will be able to implement PrEP for 1 2 3 4 5
all eligible candidates.

Instructions: How helpful were each of the training modules to you and your work? If you have
specific comments, please write them on the next page.

® ©
Not Very
helpful helpful

Module 1: PrEP Basics 1 2 3 4 5
Module 2: PrEP Screening and Eligibility 1 2 3 4 5
Module 3: Initial and Follow-up PrEP Visits 1 2 3 4 5
Module 4: Monitoring and Managing PrEP 1 2 3 4 5
Side Effects, Seroconversion, and Stigma
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What was the best part of this training?

How could we improve this training?

Other comments:

Thank you for your participation and for your commitment to implementing PrEP!
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E. Materials Needed for Participant Folders

Each participate folder should include the following:
1. Copy of the PrEP Training for Providers in Clinical Settings PowerPoint slide set
2. Pre-Test Assessment
3. Post-Test Assessment
4. Training Evaluation Form
5. PrEP Clinical Pathway
6. Screening for Substantial Risk of HIV Infection Chart
7. Provider Checklist for Initial PrEP Visits
8. Provider Checklist for Follow-up PrEP Visits
9. PrEP M&E Tool Package, which includes:
a. PrEP Screening for Substantial Risk and Eligibility
b. PrEP Facility Record
c. PrEP Patient Register
d. PrEP Monthly Summary Form

e. PrEP Quarterly Cohort Report
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F. Certificate of Participation

(Attached separately as a Word document for adaptation)

—_— ? *? !Lucsnﬂzgn ACTION,
PEPFAR Maimn S

Mailman Scllnnl ni P blic Health

Certiticate ot Participation

Participated in the Workshop

PrEP Training for Providers
in Clinical Settings
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G. PrEP Clinical Pathway

Confirm HIV
Negative Status

e Perform rapid HIV test according to national guidelines/algorithms

e Link HIV-positive persons promptly to care and treatment services

2

Screen for
Substantial Risk
of HIV

4

Client who is sexually active in a high HIV prevalence population (either in the
general population or key population group) PLUS reports ANY of the following
in the past six months:
®  Vaginal or anal intercourse without condoms with more than one partner, OR
= Sex partner with one or more HIV risk, OR
=  History of an STT (based on lab test, syndromic STT treatment, self-report), OR
=  History of use of post-exposure prophylaxis (PEP)
OR
Client who repotts history of sharing of injection material/equipment with
another person in the past six months

OR

Client who reports having a sexual partner in the past six months* who is HIV
positive AND who has not been on effective HIV treatment

*On ART for less than six months, or has inconsistent or unknown adberence

Establish
Eligibility

2

Start PrEP

2

Clients are eligible if they fulfill ALL the criteria below:
e HIV negative;

o Are at substantial risk of HIV;

e Have no signs/symptoms of acute HIV infection;

e Have creatinine clearance (¢GFR) >60 ml/min

e  Provide information on PrEP, importance of adherence, potential side effects,

follow-up schedule, signs/symptoms of acute HIV infection
e  Scteen/manage STI
e Do risk-reduction counseling and provide condoms/lubticants
e Do adherence counseling
e Prescribe PrEP
e Give appointment for follow-up visit

e  Stress importance of returning to the clinic if client develops serious side effects or

signs/symptoms of acute HIV infection

PrEP Follow-up
Visits

e Plan follow up visits one month after starting PrEP and every three months

thereafter

At follow-up visits:

e  Repeat HIV test

o Ask about side-effects

e  Support/monitor adherence

e Do risk reduction counseling and provide condoms
e Screen for STI

e  Repeat eGER after six months on PrEP

e Schedule next visit

e Provide reminder card with appointment and contact information




H. Screening for Substantial Risk of HIV Infection

SCREENING FOR SUBSTANTIAL RISK of HIV INFECTION
(Based on history in the past six months)

Clientwho is sexually active in a high HIV prevalence population (either in the general population or key
population group) PLUS reports ANY of the followingin the past 6 months:

= Vaginal or anal intercourse without condoms with more than 1 partner, OR

= Sexpartnerwith one or more HIV risk, OR

»  History ofan STl (based on lab test, syndromic STl treatment, self-report), OR
= History of use of post-exposure prophylaxis (PEP)

Client who reports history of sharing of injection material/equipment with another personin

the past 6 months

Clientwho reports having a sexual partnerin the past 6 months* who is HIV positive AND who has not
been on effective HIV treatment

*On ART for less than 6 months, or has inconsistent or unknown adherence
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I. Provider Checklist for Initial PrEP Visit

Provider Checklist for Initial PrEP Visit

[] HIV test (using algorithm in national HIV Testing guidelines)
o Assessment of HIV infection status

[ ] Exclude acute HIV infection
o Ask about last potential exposure to HIV

o Ask/look for ‘flu-like’ symptoms

Screen for substantial HIV risk

O

Serum creatinine (calculate eGFR)
o To identify pre-existing renal impairment

[] Hepatitis B surface antigen (HBsAg) — if available
o To identify undiagnosed Hepatitis B (HBV) infection
o To identify those eligible for vaccination against Hepatitis B

[ ] STI screening
o Perform syndromic or etiological STT testing (depending on local guidelines)

o Rapid Plasma Reagin test (RPR) for syphilis (if available)

[ ] Pregnancy test
o Ask about last menstrual period (perform pregnancy test if needed)

[

Conduct risk reduction counseling
o Clients will be referred based on specific needs, i.e. social support, harm reduction, gender-

based violence programs, etc.
Provide information on PrEP and conduct adherence counseling
Provide condoms and lubricants

Provide (or refer to) reproductive health services (as needed)

OO 0O 0

Schedule next appointment (provide appointment card)

*Please adapt this checklist to align with national guidelines on PrEP*
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J. Provider Checklist for Follow-up PrEP Visits

Provider Checklist for Follow-up PrEP Visits

[] Brief counseling (every visit)
o Review/ask about signs and symptoms of acute HIV infection

0 Check on current context of sexual health
o Desires to remain on PrEP
o Facilitators & barriers to PrEP use

[] Adherence counseling (every visit)
o Monitor adherence (recall, pill count, etc.)

o Brief adherence counseling
o Discuss importance of effective use of PrEP

[] Assessment and management of side effects (every visit)
o Ask about and manage side-effects

[] Confirmation of HIV-negative status (recommended frequencies)
o Repeat HIV test one month after starting PrEP (especially if HIV RNA or antigen

testing was not performed before starting PrEP)
o Every three months thereafter

[] Calculation of estimated creatinine clearance (eGFR) (recommended frequencies)
o At least every six months

o OR more frequently if there is history of conditions affecting the kidney (e.g.,
diabetes, hypertension, or any chronic nephropathy)

[

STI screening

[ ] Risk reduction counseling
o Clients will be referred based on specific needs, i.e. social support, harm reduction,

gender-based violence programs, etc.
[ ] Provision of condoms and lubricants

[] Provision of contraception (as needed)
o Perform pregnancy test if needed

[] Provision of follow-up prescription for PrEP

[] Scheduling of next appointment (provide appointment card)

If a client using PrEP tests positive for HIV, stop PrEP and link promptly to treatment
and care services. Start suppressive therapy for HIV infection (ART) immediately.

*Please adapt this checklist to align with national guidelines on PrEP*
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