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HIV pre-exposure prophylaxis (PrEP)

- Ongoing use of antiretrovirals by HIV-negative
individuals, starting before an exposure and
continuing after

A potential HIV prevention option during periods
where a person is at “high-risk” of HIV infection

* PreP involves:

« The daily use of a pill containing tenofovir and
emtricitibine (Truvada)

« Regular visits with a service provider to test for HIV
and STIs, monitor side-effects and toxicity, and provide risk-
reduction and adherence support XCATIE .
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How well does PrEP work?
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How safe is daily oral PrEP?
~

e PrEP increased risk of side effects including
diarrhea, nausea, headache, fatigue and
dizziness

e Some participants experienced small
decreases in kidney and liver health and bone
mineral density

e Drug resistance was generally rare

* No evidence of risk compensation R CATI
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Moving PrEP into practice
N

e Guidelines
e Regulatory approval
o “Off-label” prescriptions

e Insurance coverage

e Demonstration projects and open label

extensions (OLES) R CATIE



PrEP guidelines

e CDC - Clinical practice guidelines |[preexpOSURE PROPHYLAXIS
for healthcare providers FOR THE PREVENTION OF HIV
INFECTION IN THE UNITED
STATES - 2014
° WH o - H IV prevention A CLINICAL PRACTICE GUIDELINE

programming guidelines

CONSOLIDATED GUIDELINES ON

: PURT : HIV PREVENTION,
* No national guidelines in Canada DIAGHOLIS, TREATWERT
* Quebec has developed provincial KEY"#RP%.E?&

QUidelineS JULY 2014




Regulatory Approval

e Truvada is approved for the
treatment of HIV in most
countries worldwide

EDA

e The Food and Drug Administration
(FDA) in the United States is the E(J GILEAD
only regulatory agency to approve
Truvada for the prevention of HIV

Health Santé
Canada Canada

18

e Truvada has not been approved
for use as PrEP by Health Canada



“Off-label” prescriptions
N

e Prescription of an approved drug for an
unapproved use
« Common for some types of drugs
 Legal in many countries, including Canada

e In general, a person in Canada can currently
access PrEP if they can find;

- a healthcare provider who is willing to prescribe Truvada
“off-label”

- a method of covering the cost (approx. $800/month)

 Available, but not accessible? XCATIE



Implementation questions
N

How to identify ‘optimal’ PrEP candidates?
How many people, and who, want to use PrEP?
How is PrEP used in a ‘real world’ setting?

What are the best ways to support adherence and
risk-reduction?

What impact does using PrEP have on overall health
and well-being?

What is the best setting for PrEP delivery?  RCATIE 4



Demo projects and OLEs
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Toronto-based demonstration cctul
project enrolling 50 MSM

We're looking for men who
have sex with men, 18 and
older, at high-risk for HIV

to participate in
atrial on the use of Truvada®
to reduce their risk.

Toronto area for a one-year PrEP study.
The study involves taking PrEP daily and
regular clinic visits for doctor checkups,
blood work and questionnaires.
Participants will be compensated for their
time.

e Evidence is beginning to
merge from these studies
iPrEX OLE and PROUD
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Integrating PrEP into our work

Improve awareness and knowledge of
PrEP

Support PrEP-related decisions

Facilitate access to PrEP

Support adherence and risk-reduction

Push for demonstration projects,
guidelines and regulatory approval




PrEP uptake in the United States

Regulatory approval and local/national guidelines
Awareness campaigns and PrEP resources
Widespread financial coverage

National PrEP telephone line for clinicians (PrEPline)
Community ‘navigators’ (San Francisco)

PrEP providers list (Seattle) R CATIE



The future of PrEP?

Intermittent use of Truvada pills

Use of oral pills containing other
antiretrovirals

Rectal and vaginal gels

Long-lasting injectables and
intravaginal rings &



Thank Youl!
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