
The HIV Prevention Pill: 
The State of PrEP Science 

and Implementation

James Wilton
Coordinator, Biomedical Science of HIV Prevention

CATIE
December 11th, 2014



Overview

2

1. The Basics

2. A review of the science

3. An update on implementation

4. The future of PrEP

5. Questions



The Basics

3



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 4
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Study name Year Population Type of PrEP
Overall 

reduction 
in HIV risk

How well does PrEP work?
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Study name Type of PrEP
Overall 
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Partners PrEP Truvada
Tenofovir

75%
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Study name Type of PrEP
Overall 

reduction 
in HIV risk

Percentage
with drug in 
their blood

Partners PrEP Truvada
Tenofovir

75%
67% 82%

TDF2 Truvada 62% 80%

Bangkok 
Tenofovir Study Tenofovir 49% 67%

iPrEX Truvada 44% 51%

FEM-PrEP Truvada 0% <30%

VOICE Truvada
Tenofovir

0%
0% <30%
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Study name Type of PrEP
Overall 

reduction 
in HIV risk

Percentage
with drug in 
their blood

Risk-reduction
among consistent 

users

Partners PrEP Truvada
Tenofovir

75%
67% 82% 86%

90%

TDF2 Truvada 62% 80% -

Bangkok 
Tenofovir Study Tenofovir 49% 67% 70%

iPrEX Truvada 44% 51% 92%

FEM-PrEP Truvada 0% <30% -

VOICE Truvada
Tenofovir

0%
0% <30% -



How safe is daily oral PrEP?

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

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

• Drug resistance was generally rare

• No evidence of risk compensation
14
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Moving PrEP into practice

• Guidelines

• Regulatory approval

• “Off-label” prescriptions

• Insurance coverage

• Demonstration projects and open label 
extensions (OLEs)
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PrEP guidelines

• CDC - Clinical practice guidelines 
for healthcare providers

• WHO - HIV prevention 
programming guidelines

• No national guidelines in Canada
• Quebec has developed provincial 

guidelines 
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Regulatory Approval

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

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

• Truvada has not been approved 
for use as PrEP by Health Canada
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“Off-label” prescriptions

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

• 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? 19



PrEP uptake in Canada

• Survey of 160 staff at Canadian ASOs in 2012 
• 11% knew of a person who had used PrEP
• 64% felt their organization did not have enough current 

knowledge about PrEP

• Survey of 86 Canadian healthcare providers in 
2012-2013 
• 45% willing to prescribe PrEP; 13% had prescribed

• Survey of 426 Toronto MSM testing for HIV in 2013
• None had used PrEP
• 27% aware of PrEP; 51% willing to use 20



PrEP uptake in Canada
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Source: PrEP pops up on cruising sites – Marc-André LeBlanc (PositiveLite.com, 
originally published in French on The Warning’s website)
http://www.positivelite.com/component/zoo/item/prep-pops-up-on-cruising-sites 
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Implementation questions

• 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? 24



Demo projects and OLEs

• Over 20 demonstration projects 
and OLEs currently 
ongoing/planned world wide
• Over 15,000 participants
• Range of different settings, 

contexts, and populations
• Toronto-based demonstration 

project enrolling 50 MSM

• Evidence is beginning to 
emerge from these studies
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iPrEX OLE

• Uptake was high

• Adherence was generally low
• Drug levels equivalent to taking four to seven pills 

a week were only present at 33% of study visits

• Risk behaviour did not increase
• Based on self-reported sexual risk behaviours and 

rate of syphilis infections

• PrEP reduced the rate of HIV infection by 49%
• No HIV infections among those with drug levels 

equivalent to taking 4-7 pills a week 26
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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 28



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)
29



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
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jwilton@catie.ca
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• To unmute your line for the question and 
answer period, press #6

• To mute your line, press *6

• Email questions to 

Questions?



Thank You!
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Please evaluate this webinar!


