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EXECUTIVE SUMMARY

EXECUTIVE SUMMARY

In the absence of a cure for HIV, the development of vaccines and other new

prevention technologies (NPTSs) to prevent HIV infection offers one of the greatest
promise s for slowing the epidemic. Throughout 2010 -2011, biomedical prevention
technologies have begun to show great promise as several large efficacy trials

recently demonstrated proof -of-concept or established efficacy for vaccines, oral

pre -exposure prophylaxis,  microbicides , and treatment -as-prevention .' While some
of these products (i.e. , vaccines, vaginal microbicides) are not currently available
anywhere outside of clinical trials, other NPTs (i.e. , treatment -as-prevention, pre -
exposure prophylaxis) are currently available to Canadians. Though current levels
of awareness and access vary greatly, these technologies have the potential to

considerably reduce the impact of HIV in Canada and around the world.

Public health has been identified as a central mechanism in the effective and

efficient delivery o f NPTs nationwide. However, m ore needstobe done to fimobil i z
resources and develop the public health guidance, provider training and public

health education needed to ensure rapid implementation of new prevention

me t h o.d $heé public health workforce ne eds not only to build its own

preparedness, knowledge and capacity, but also to engage more meaningfully in

NPT research, policy and planning. The success of NPTs in Canada will be

measured by how they are intro  duced, communicated and adopted.

Thisdocument examines public healthoés kmoesyl edge, inf
opportunities, challenges and capacity to introduce and deliver NPTs in Canada . The

report presents the findings of various data collection methods including

consultations, a literature se arch/review, key informant interviews and a nationwide

online survey of public health stakeholders. There was considerable convergence of

the data across the  information -gathering approaches.

Public health perceptions. Throughout the project consultations , it was widely
agreed among public health participants that not only was the introduction and
delivery of NPTs the responsibility of public health but asot hat Apublic health

should be engaged with new HIV prevention technol
consultation).  Inthe CPHA survey, 97.8% of public health unit respondents agreed

or strongly agreed that NPTs will play an important role in reduc ing the spread of
HIV in Canada. Interestingly , the perceptions with regardto the urgency of
address ing NPTsw eremixed and seemed to depend on the infor meé

about how soon the technol ogi eworwodud du sbee anreda doyn ftoh
level of knowledge  about NPTs .

Public health experience. Canadian public health  is seen by key informants and

consul tation participants as a credible authority that has extensive experience

understands the demographics, and has the resources and infrastructure  in place to

deliver NPTs. Many of the systems that are in place for the introduction of other

interventions an d vaccines were seen as helpful for public health deliver y of NPTs.

Public healthés role in the delivery of other sex:

' Please see Table 2 in Chapter 3 for further information on trial design and efficacy
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technologies such as the Hepatitis B vaccine, HPV vaccine and condoms makes it
uniquely qualified when consider ing the delivery of NPTs. The value of public health
rests in its extens ive experience in promoting other prevention and treatment
technologies , and its knowledge of how other interventions  have been received by
communities from  the perspectives of  educati on, usability and marketing . Public
health can leverage its substantial experience and infrastructure in delivering sexual

and reproductive health and infectious disease prevention programs.

Knowledge, education and training. In order to prepare for the roll -out of NPTs
public health needs a clear understanding of existing information and policies, of

their effectiveness, and of ongoing research around NPTs. The public health
community has identified the need for further knowledge through education and

training and for a knowledge tran  sfer and exchange system among federal,

provincial and regional levels of public health that will sy nthesize, translate  and
distribute information about ongoing HIV prevention clinical trials. Perceptions of

the potential im pact and importance of NPTs, and the sense of urgency to

incorporate them into HIV prevention efforts were closely linked to NPT  literacy
levels . M aking relevant research information available and accessible to
stakeholders for use in practice , planning an d policy -making is necessary to prompt

public health action on NPTs.

Leadership, policy and guidance. Leadership is essential to spur action when
discussing a sensitive public health issue like HIV. The public health community has
indicated that there is a need to re -energize HIV prevention in Canada, specifically
highlighting the importance of leadership around the implementation of NPTs.

Increased public health leadership will strengthen government collaboration at the
federal, provincial/territorial and regional level s and will ensure a clearer vision and
a harmonized approach , and possibly achieve consensus. Public health stakeholders
have called on the federal government to demonstrate leadership and commitment

to comprehensive HIV prevention by streng thening existing policies and developing
new policies relating to NPTs. Public health informants and consultation participants

have highlighted the need for timely guidance around NPTs that will maximize their

benefits as they are proven to be effective an d become available, and minimize the
harm that may be caused by improper or off -label use.
Resources, capacity and research. Addressing the procedures, policies,

structures and practices of organizations is required to optimize and expand their
response t o HIV. Public health stakeholders identified the need for increased
capacity to deliver both existing and new HIV prevention interventions in a timely

and equitable manner. Integrating NPTs into existing HIV prevention, sexual health
and clinical care prog rams will be challenging due to competing priorities and will be
ineffective if existing delivery challenges are not addressed first. P ublic health
stakeholders understand the i mportance of working collaboratively with community
partners which are often be tter situated to reach key populations, and of identifying
and taking advantage of opportunities for synergy in order to make efficient use of
limited resources and capacity. These partnerships are especially helpful in
extending publ i c h esihalizedpspulatiens. tJhderstamding the
specifics of each NPT is critical for planning how to approach their implementation.
Preliminary decisions on the availability of NPTs should largely be based on
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research, modeling and planning around the public h ealth impact of specific NPTs,
to identify scenarios, plans and recommendations for their use as well as
monitoring and evaluation of their impacts.

In describing some of the opportunities and challenges public health currently is
facing , we beginto app reciate some of the issues that will be encountered in

delivering NPTs in a timely and equitable manner as they are proven to work, are
approved and become available. Whil e Canadads r ehasprealizedgreato HI V
successes in reducing the spread of HIV.  , pub | i ¢ husmdpdredriess to
capitalize on the success of recent research is concerning. This report is designed to

provide guidance for public health and civil society organizations working in HIV

prevention to develop policies, resources and progr ams that address issues of

equity and accessibility of new HIV prevention technologies by identifying clear
roles that public health should be assuming in a number of areas of action to

prepare for NPTs in Canada.

Areas for Public Health Action

1. Buildi ng Awareness: Public Health Knowledge, Information and
Education around NPTs

1.1 Develop Appropriate Education and Training Opportunities

Develop and deliver an ongoing education and training strategy for public health workers

to raise their awareness of the state of NPT science and its implications for Canadian HIV
prevention efforts  in order to reinforce existing prevention approaches, and to promote
combination prevention. This strategy includes:

o Developing and delivering training opportunities for th e public health workforce,
offered as professional development through workshops, in -person oronli nee-
learning courses, webinars and making use of existing conferences and training
opportunities.

o Provide public health with ongoing opportunities in their everyday practice to interact
with new HIV prevention education materials through information and resource
access such as listservs, mailing lists and newsletters.

1.2 Ensure the Application of Information and Evidence

Public health should actively supp ort the development of a knowledge exchange working
group for federal, provincial and regional levels of public health. Possible distribution
mechanisms include the Canadian Microbicides Action Plan (CMAP) Implementation

Committee, or the MAG  -Net listserv.  This working group would include public health
representation and would:

o Regularly review, translate and distribute relevant trial information, and stimulate
dialogue, to improve knowledge exchange around NPTSs.

o Develop knowledge synthesis tools for pa rt ners and clients that identify best
practices and lessons learned in the roll -out of sexual and reproductive health
technologies , identifying sub -topics such as delivery preparedness, messaging,
communicating efficacy, and counseling to avoid risk compen sation.
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2. Creating an Enabling Environment: Public Health Leadership, Polic ies
and Guidance Regarding NPTs

2.1 Provide Leadership for a Harmonized Approach

i. Inresponse to calls from stakeholders for a strengthened national response, and
consistent wit h its mandate, public health at the national level should provide timely
leadership around NPT delivery. This includes:
- Establishing priorities
- Developing policy and guidance
- Provincial/Territorial coordination
- Allocating resources
- Scenario planning
- Engag ing stakeholders

i. The F/P/T-AIDS Committee should engage in discussions to understand jurisdictional roles
and responsibilities with respect to NPTs, and to support uniform guidance and
coordination between jurisdictions.

2.2 Support Necessary Policy Deve lopment

iii. The federal government should adjust, update and develop key documents and
commitments to more explicitly refer to and integrate NPTs as part of a comprehensive
HIV prevention approach (e.g., the Federal Initiative, Leading Together).

iv. Public heal th stakeholders and other partners should ensure public policy/decision -makers
are well informed about HIV and NPTs to facilitate timely development of supportive policy
and funding decisions.

2.3 Provide Timely Evidence -Based Guidance

v. Develop and dissem inate evidence -based and timely public health guidance for NPT
implementation, including interim guidelines in advance of regulatory approval. This
guidance should be i nitiated at federal levels, and subsequently adapted to provincial and
regional levels.

vi. Full guidelines should be immediately developed for non -occupational post -exposure
prophylaxis andt he use of treatment  -as-prevention and interim guidelines should be
developed for pre -exposure prophylaxis to build inter -jurisdictional consistency in NPT
awareness and access.

3. Preparing for Delivery: Public Health Resource Capacity and Planning
around NPTs

3.1 Build Organizational and Resource Capacity

i. In anticipation of NPT availability, the public health sector should make a case for
dedicated fund ing, additional infrastructure and human resources to avoid overstretching
the existing public health system as NPTs are integrated into comprehensive HIV
prevention programs.

ii. Public health should optimize existing public health programs to ensure appropr iate
resource distribution , and:
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o0 Extend service delivery points (e.g., pharmacies, harm reduction programs,
HIV/STI testing clinics, etc.) to key populations at high risk to ensure NPT access.

o Further address stigma, discrimination and issues of criminaliz ation that may
impede NPT access.

3.2 Expand and Develop Strategic Collaboration and Partnerships

iii. Public health stakeholders should strengthen existing programs through the development
of partnerships with other organizations (community -based organizati ons, AIDS service
organizations, primary care providers, HIV specialists) and with vulnerable communities to
extend the breadth and cultural appropriateness of existing HIV prevention interventions
and address delivery barriers in a coordinated and compreh ensive manner.

iv. Commit to, and build on, formal mechanisms for collaboration and consensus between
levels of government to implement NPTs consistently across jurisdictions.

3.3 Support Modeling, Planning and Implementation Research

V. Public health atthe  national level should support social science research and the
development of a multi  -sectoral steering ¢ ommittee that will monitor promising HIV
technologies and develop modeling, scenarios, plan s and recommendations regarding the
introduction and delivery of NPTs.

o Develop modeling around a monitoring and evaluation system for prevention
programming to measure the impact of existing interventions and to prepare for
measuring and comparing the impacts of NPTs.

o Examine how to integrate NPTs into a comprehe nsive prevention approach and
develop HIV prevention messaging to optimize uptake, access and adherence but
minimize safety concerns and risk compensation of both existing interventions as
well as NPTs.

vi. Engage multiple public health jurisdictions with oth er partners (researchers, community -
based service providers, clinicians) in scenario planning and demonstration projects to
develop knowledge about the delivery of NPTs for specific populations, to provide cost -
benefit analyses, to gauge their possible imp act, and to optimize delivery methods to
specific communities.
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CHAPTER 1: INTRODUCTION AND BACKGROUND

CHAPT ER 1: INTRODUCTION & BACKGROUND

HIV and AIDS represent one of the greatest public health threats in the last few

centuries. Worldwide almost 60 million have been infected with HIV and 25 million

people have been killed by this deadly disease. Globally in 2010, there w ere an

estimated 33.3 million people living with HIV ; in Canada , the number of people

living with HIV continues to rise , with an estimated  total of 54,000 to 76,000

cases.? iSci entists and public health experts believe
com bination of prevention, treatment and care plus broad global access to a

preventative vaccine can . éeabgencdd adureforb e H&Vnde d o
infection , the development of vaccines and other new prevention technologies

(NPTs) to prevent HIV i nfection offers the greatest promise for slowing the

epidemic.

Trials for vaccines have been taking place since 1987 ; a growing number of

potential vaccine candidates have progressed through clinical trial phases. Since

1999, the results of 21 randomiz ed placebo -controlled trials (RCTs) of HIV vaccines

and new HIV prevention technologies have been released. In the pastyear (2010 -
2011), vaccines and other prevention technologies have begun to show great

promise . Several large efficacy trials recently demo nstrated proof -of-concept or
established efficacy for vaccines , oral pre -exposure prophylaxis , microbicides, and
treatment -as-preventon ."A very real change is taking place i
and the opinion of policy makers. The discourse on HIV preve ntion now includes the
possibility that the ep.f Tthesmieahnologes hHaeethet opped?o
potential to considerably reduce the impact of HIV in Canada and around the world.

However, t he Global HIV  Prevention Working G roup in their 2006 report no ted that

ithe world is unprepared to capit arkevediem on t he pot
research currently underway. Very little has been done to mobilize resources and

develop the public health guidance, provider training and public health education

needed t o ensure rapid i mplementati on .blficreasieagy prevent |
scarce resources and an overburdened health system are challenges being faced by

public health in the response to HIV. In orderto avoid preventable infections

caused by the delay an  d unforeseen challenges of NPT implementation , anticipatory

preparations must be made to ensure timely and equitable delivery . Priorities are

quickly shifting from scientific research to issues of implementation. The success of

NPTs will be measured by  how well they are introduced, communicated and

adopted. Public health has been a central mechanism in the delivery of other sexual

and reproductive health technologies and will play a crucial role in the effective and
efficient delivery  of NPTs®. The p ublic health workforce needs  notonly to build its
own preparedness, knowledge and capacity , but to more meaningfully engage in

NPT research, policy and planning.

History has taught us that t here are important publ  ic health reasons to begin
planning strategie s now to ensure future access to NPTs as part of a larger
comprehensive prevention package. Lessons learned from previous vaccination
programs are particularly valuable when examining the challenges encountered and

I Please see T able 2 in Chapter 3 for further information on trial design and efficacy
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best practices used to ensure timely and equi table introduction and delivery. This
report will discuss this further in Chapter 4. Success will require a greater
understanding of existing HIV prevention delivery , and comprehensive public health

preparations for new approaches

This report seeks to develop a better understanding of publ i ¢ hcearehtt hds
knowledge, information needs, roles, opportunities, challenges, and capacity to
introduce and deliver NPTs  in Canada . The report presents the findings resulting

from various data collection metho ds including consultations, a literature
search/review, key informant interviews and a nationwide online survey of public

health stakeholders. |  tis designed to provide a further understanding for public
health and civil society organizations working in Hl V prevention to develop policies,
guidance, resources and programs that address issues of equity and accessibility of

new HIV prevention technologi es.

The report is structured as follows:

1 Chapter 2 providesa n overview of the  New HIV Prevention Technolo  gies
project and sub -components.

1 Chapter 3 providesa n overview of current HIV prevention and the
potential role of NPTs and looks atrecent HIV NPT development

1 Chapter4 providesanov er vi ew of publ i c Hi\epaelentiorb s wor k i
and the contextf or public health action on NPTs.

1 Chapter 5 synthesizes the data collected and provides an overview of the
findings.

1 Chapter 6 provides an analysis of the data and areas for action on the
delivery of NPTs.

1 Chapter 7 providesthe r e p o rcdandusion s.
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CHAPTER 2: METHODOLO GY

This Chapter provides a brief overview of the  data collection methods used to
inform this document

Interviews with
Public Health
Key Informants

Since July 2010, a number of
activities have been  undertaken
to inform this document ,
including several consultations, a
literature search/review, key
informant interviews and a _

nationwide online survey. The with parnati syntheall s
methods used focuse don AV Report | Literature
gaining a better understanding i
of the knowledge, experiences
and practices of public health
and civil society organizations in
HIV prevention as well as surveyitl
attitudes towards and capacity to e
deliver new HIV prevention

technologies in Canada

Stakeholders

2.1 Literatur e Search/ Review of New HIV Prevention Technologies

An initial unstructured review of scientific literature and published reports was
conducted in 2010 to scope out relevant issues and topics for public health and civil

society organizations in the context of HIV prevention and new HIV prevention
technologies.  The searches were focused on Canadian literature and resources, but
also included key international resources. Vari ol

were conducted from the fall of 2010 through early spring 2011 in order to better
understand the public health landscape on the issues of HIV vaccine, HIV treatment
and prevention best practices, new HIV prevention technologies, and other related

technologies. In addition, through working with experts a nd knowledgeable

stakeholders, numerous key reports and policy documents were identified for

inclusion. I n addition, several specific édtargete
targeted searches sought to find the HIV -rel ated | i tlesscomtsund e a,camiled 6

literature by particular author s identified as key.

2.2 Online  Survey of Public Health Workers

Based on the evidence collected from the literature reviews, CPHA conducted a

surveycalled AiNew HIV Prevention Technol ogiesbliand t he P«
He a | bdmeen April and June 2011 in order to measure the Knowledge, Attitude

and Practices (KAP) of public he alth workers from across Canada . The survey was

distributed electronically though mailing lists, m embership lists, and electronic
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digests, and targeted those with experience working in HIV prevention . The survey

resulted in 473 responses and provided a better understanding of the knowledge,

information needs, capacity, challenges and potential role of public health workers

and civil society in delivering both existing and new HIV prevention technologies

The data were separated into three categories: 1) Public Health Unit respondents

includes the responses of only those who specifi e
Aut hor i ttheprganizaton theywork for ;2) Other respondents includes the

responses of workers who specified another type of organization (AIDS service
organization, community  -based organ ization, community health centre , infectious
disease clinic, ministry of health (provincial), other non -governmental organization,

professional associations) ; 3) All respondents includes Public Health Unit
respondents and Other respondents together. The survey provides an

understanding of  policy, programs, education, information and practice relat ed to
public health and civil society preparedness for NPTs in Canada.

Appendix 1: New HIV Prevention Technologies and the Potential Role of Public
Health Surve y Questions (Survey responses are  available from CPHA)

2.3 Consultations with Partners and Sta keholders

2.3.1 Webinar s

A series of open webinar sessions on new HIV prevention technologies

involving p articipants from public health units , Civil society groups,
government, research and consultancy groups took place in December 2010
and between July and August 2011. The webinar sessions were held in
partnership with the Canadian AIDS Society, Interagency Co alition on AIDS
and Development, CATIE and CPHA, they provided overviews of  the concept
of NPTs and focused on the broader implications of NPTs in the Canadian

context, in light of recently released trial results. The webinar sessions
allowed barriers and enablers to be identified concerning the implementation
of NPTs.

Appen dix 2: Listof Summer Webinar Series Session Topics
2.3 .2 Canadian Confere nce on HIV/AIDS Research

In April 2011 at the Canadian Conference on HIV/AIDS Research (hosted by

the Canadian Association for HIV Research), the Canadian AIDS Society,

Interagency Coalition on AIDS and Development, CATIE and CPHA convened

an ancillary eve ntentitted A Emer gi ng New HIV Prevention Tec
Community and Public Heal t h Prepar edne b §ghtiofn reCeaatn ad a o .
encouraging NPT trial results, the event aimed to foster dialogue among
researchers, community and public health workers, health care

providers/physicians, community members and government stakeholders.

Participants discussed how to effectively implement an HIV vaccine and other

NPTs in Canada, looking at mandates, resources, time lines, information and

capacity building for health a nd social support professionals.
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Appendix 3 : CAHR Ancillary Event  Overview (Full report available from CPHA)

2.3.3 CPHA Pre -Conference Session

A second consultation was held at CPHAOGs annual conference

Entitled APrepar i nulicHéakh Conamurityfor lew HR/

Preventi on Te,odhen celgoapeigmsstive son public healthos

capacity to deliver an HIV vaccine and other NPTs. Focusing on public health
perspectives, this consultation was informed by the literature rev iew and
April 2011 CAHR ancillary event  consultation and centered on discussions
related to the preliminary results from the survey. The session drew on the
experiences of the public health community on the topic of delivery of HIV

vaccines and other new  prevention technologies project s, examining
strengths, enablers |, resources, limitations, needs and constraints of public
health with regard to NPT implementation.

Appendix 4: CPHA Pre-Conference Session Overview (Full report available
from CPHA)

2.4 Key Informant Interviews of Public Health and HIV Experts

Using preliminary findings from the survey and consultation data, a series of key
informant interviews were conducted during July and August 2011 to better
understand the role and capacity of public he alth in HIV prevention ,andin the
implementation of  NPTs. The five key informants  included individuals with
experience and expertise in HIV prevention from Public Health Units, a nd
representatives from a provincial Ministry of Health and a provincial gove rnment
health agency. Interviews were semi -structured, conducted by phone and guided by
the research question: What should public health practitioners  be doing regarding
the introduction of an HIV vaccine and other new prevention technologies, and what

needs to be done to enable them to do so? The interviews focused on the role and
capacity of public health regarding the implementation of a putative NPT, and in
particular what public health experts see as their role, enablers and barriers, and as
required guidance.

Appendix 5: Key Informant Interview Guide (Full report available from CPHA)
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CHAPTER 3: HIV PREVE  NTION AND NEW HIV PR EVENTION
TECHNOLOGIES

This chapter provides an overview of current HIV prevention, the role of new
technologiesandthe fAst ate of the sciencHRIresearonkki ng |
efforts.

HIV in Canada remain s a serious public health challenge .Canadads HIV prevent
efforts have ac hieved some encouraging results: harm reduction programs , and the

virtual elimination of maternal -child transmission and  of the spread of HIV  through

the blood collection system. However, there continues to be challenges with regards

to the changing nature of th e epidemic and the ability to reach vulnerable and

marginalized populations . The national annual incidence rate has remained largely

unchanged for the past decade, with an estimated range of between 2,300 -4,300
new infections every year. 2 From one perspective , this can be seen as a success:
the rate of new infections has stabilized. From another , these numbers emphasize

the limitations of our curren t prevention efforts  -while the number of new infections
has stab ilized, it is not decreasing.

3.1 Comprehensive HIV Prevention

Comprehensive HIV prevention is an evidence -based approach to HIV prevention
that includes a focus on structural issues, efforts to ensure access to proven

interventions, and the development of new or tailored prevention options that can

meet a variety of user needs and preferences. Advocates, public health workers,

policy -makers and researchers  promote a comprehensive approach that combine sa
range of prevention options , particularly for vuln  erable populations and those
populations most at risk, as away to improve  HIV prevention efforts both in

Canada and globally . Advances in

bi omedi cal HIV prevention Aorovide

substantial opportunities to re -invigorate (

behavioural approaches to HIV preventi on
and challenge us to advance structural

appr oa c'HPEsbave the potential to

be effective HIV prevention tools but will

need to be used in combination with

existing proven HIV interventions and
strategies. This comprehensive HIV

STiantrral

Leadership and Scaling up of
Treatment/Prevention Efforts
uSWRAleAY| AUnWwe D

Social jstice and

prevention approach i s understood to Pt 1ghes
include several components .

First, interventions that have been proven

to reduce the risk of HIV are made readily
available to populations most at risk.

These behavioural and biomed ical
interventions include HIV education, risk
reduction co unselling, provision of male and female condoms, needle exchange
programs, post -exposure prophylaxis, prevention of mother -to - child transmission,
and promotion of and access to HIV testing. Testing and treatment of sexually

ST, sexually transmitfed infection.

Lancet, Thomas J Coates, August 6, 2008
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transmitted infections is often included as part of this prevention package, "and in

high -prevalence settings, = medical male circumcision can reduce HIV -negative menobs
risk of acquiring HIV through unprotected vaginal intercourse . Recent studies have

added treatment -as-prevention and pre -exposure prophylaxis (PrEP) to this list of

effective HIV prevention strategies [8:9.10. 1112 ynfortunately, even some of the most

long -standing and non -biomedical prevention strategies do not reach all of the most

vulnerable populations due to personal, soc ial and structural barriers.

Second, an expanded range of HIV prevention options are used to meet a variety of
needs. Some of the most effective tools currently at our disposal have some
important limitations for many people most at risk of HIV. For examp le, male and
female condoms prevent conception, but they also represent a barrier to trust and
intimacy for many people, particularly those in long -term relationships, and they
require the active consent and cooperation of the insertive partner . Developing HIV
prevention tools that would allow conception while still reducing the risk of HIV

infection, and that would be within the control of the receptive partner , would
provide critical new options that are largely missing from current interventions. The
exp erience of contraception shows us that the more options you provide to people,

the more sex acts are protected since people are more likely to find an option that

best suits their  environment, needs and preferences 13

Third, addressing structural factors th at exacerbate HIV risk for certain populations
is paramount . This includes a range of interventions that address: social

determinants of health (e.g., housing, socio -economic status, sexism, racism,
homophobia); human rights, stigma and discrimination; and , Systemic conditions
such as the criminal justice system and healthcare infrastructure.

3.2 HIV Prevention Research

3.2.1 Preventive HIV vaccines

The search for a preventive HIV vaccine began as soon as HIV was discovered to be

the cause of AIDS, and glob  a | HI'V vaccine research efforts sti
share of HIV prevention research funding. v As of September 2011,t  here are over
30 clinical trials of experimental HIV vaccines currently underway in nearly 25

countries, involving thousands of parti cipants.

I n 2003, the results of t-bcalepreventivalvacsinefefficacyt t wo | ar
trials were released. AIDSVAX was tested among men who have sex with men in
the U.S., Canada and the Netherlands in one trial, and among injection drug users

i STltesting and tr  eatment is generally considered a staple of effective HIV prevention programs.
There are immunologic responses common to many STIs that are thought to facilitate both the

transmission and acquisition of HIV. However, despite one randomized placebo -controll ed trial (RCT)
in the early 1990s demonstrating the effectiveness of STI management as an HIV risk -reduction
strategy, 8 subsequent RCTs have failed to replicate these
gold in the gold standard: challenges in HIV p reventi on rADSe2010c24:621 1635)
V' In Capitalizing on Scientific Progress: Investment in HIV Prevention R&D in 2010 , the HIV Vaccines

& Microbicides Resource Tracking Working Group reports that HIV preventive vaccine R&D funding in

2010 was US$ 859 million. Micr  obicides R&D was US$247 million; p re-exposur e prophylaxis =
US$58.3 million;  Adult male circumcision = US$21.7 million; t reatment -as-prevention = US$19.6
million.
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in Thailand in another. Both trials had flat results, meaning that there was no sign
of reduced risk of HIV ~ but the products were not harmful to the trial participants

In 2007, two trials testing an adeno -virus -based vaccine by Merck were halted
when preli minary results showed an increased susceptibility to acquiring HIV among
some trial participants who received the product compared to those who received

the placebo. There were trial sites in various parts of the world, including in

Canada. I = m e m L
What are fAnewo HIV preventi
_In 200_9, the re sults of a trial _conducted The term new prevention technologies (NPTs) can be
in Thailand were released. A prime - ambiguous .
boost Comb'r?at'on of AIDSVAX and First, the word  technologies is sometimes replaced
another vaccine candidate called ALVAC with interventions , tools , approaches or options .
were tested among over 16,000 men Second, alternate phr  ases are sometimes used, such
and women. and reduced their risk of as biomedical interventions . Third, the exact meaning
acquiring HIV by about 31%. of new is not always clearly explained.
One of the reasons for this is that the list of

These Iatest trlal resu Its and the recent teChn0|OgieS included as NPTs evolves over time. For

. .. example, up until 2007  -2008, t here were efficacy
dlsc.:ove.ry of several brogdly neutrahzmg trials testing whether treatment of HSV -2 could
antibodies -generally considered a

prerequisite to preventing an infection -

have led to renewed optimism  for HIV among women. Today, these interventions are no

1

1

1

1

1

1

1

1

1

1

1

1

i diaphragm could reduce the risk of acquiring HIV
1
1

vaccine research % i longer included in the list of potential NPTSs since the

1
1
1
1
1
1
1
1
1
1
1
1

trials demonstrated no prevention benefit.

The term new prevention technologies generally
refers to HIV prevention options that are still in
clinical trials. Their efficacy might not yet be
established, or some trials may have recently
demonstra ted proof -of-concept, but efficacy still
needs to be confirmed through further study.

3.2.2 Other new HIV prevention
technologies

Since the 1990s, HIV  prevention
research efforts have expanded beyond
preventive vaccines. First, vaginal
microbicides resea rch began to receive
attention. By the early -to-mid -2000s,
global HIV prevention research also
included PreEP, treatment -as-prevention,
rectal microbicide s, diaphragms and
treatment of  herpes simplex virus 2

Therefore in late 2011, NPTs typically refer to

preventive vaccines, vaginal and rectal microbicides,

pre -exposure prophylaxis and treatment -as-
prevention. Occasionally, medical male circumcision is
still included in discussions of NPTSs, since its HIV

1

o]

1

1

1

1

1

1

1

1

|

reduce the risk of HIV infection, and whether a '
1

1

1

1

1

1

1

1

1

1

1

1

. . . . . I
prevention efficacy was only proven in trials in 2007. !

(HSV-2). e
Since 1999, the results of 21 randomiz ed placebo -controlled trials (RCTs) of new
HIV prevention technologies (NPTs) have been released. All of these are late -stage

trials: either phase IIB proo f-of -concept trials or phase lll efficacy trials. Until very
recently (2010 -2011) , most of these trials yielded either flat results (safe product,

no reduction in HIV risk, no indication of increased risk) or negative results (trend

towards increased risk  of HIV using the product). Table 1 provides an abbreviated
overview of the general results from these 21 trials. In some cases, tria  Is testing
similar intervention  types yielded different results. For example, a total of nine

trials testing vaccines, pre  -exposure prophylaxis or vaginal microbicides failed to
demonstrate a reduction in HIV risk, while five other trials testing those

interventions (usually testing different candidate products) did demonstrate such a
reduction.
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Table 1. Categories of results f or late -stage trials testing new HIV prevention technologies.

A

Signs of efficacy/effectiveness No efficacy/effectiveness

Medical male circumcision (3 trials)

Pre-exposure prophylaxis (3 trials)

Safe Treatment -as-prevention (1 trial)
Vaccine (1 trial)

Vaginal microbicide (1 trial)

Diaphragm (1 trial)
HSV-2 treatment (2 trials)
Pre-exposure prophylaxis (1 trial)
Vaccine (1 trial)
Vaginal microbicides (3 trials)

Trend Vaccine (1 trial)
towards N/A Vaginal microbicides (3 trials)
harm

In the pastyear (2010-2011) , NPTs have begun to show great promise. Several

large efficacy trials recently demonstrated proof -of-concept ¥ or established efficacy
for oral pre -exposure prophylaxis , microbicides, vaccines and treatment -as-
prevention. In fact, five of the nin e positive trial results shown in Table 1 (vaginal
microbicides, PreP (3), treatment -as-prevention) were released in the last year

(2010 -2011). Table 2 provides more detailed information of the nine trials that
have demonstrated a reduction in HIV risk.

6

Table 2. Late -stage NPT trials demonstrating proof -of-concept or efficacy/effectiveness.

NPT/intervention Efficacy/effectiveness Trial population Trial countries
Medical male 60% 3,274 men South Africa
circumcision
Medical male 48% 5,000 men Uganda
circumcision
I\/_Iedlcal_rr_]ale 53% 2,784 men Kenya
circumcision

Pre-exposure
prophylaxis

(Truvada pill)
[iPrEx]

43.8% overall

73% among consistent
users

2,499 gay men and other
men who have sex with
men (MSM); transgender
women

Brazil, Ecuador,
India, Peru, South
Africa, Thailand,
u.S.

Pre-exposure
prophylaxis

(Truvada pill)
[TDF2 or CDC 4940]

63% overall

78% among consistent
users

1,219 heterosexual men
and women

Botswana

Pre-exposure

62% overall for

4,758 serodiscordant

Kenya, Uganda

V Efficacy refersto how well a product works under ideal conditions.

Effe ctiveness

refersto how well a

product works in practice. For example, when used consistently and correctly condom efficacy is 80

95%. Condom ef fectiveness is 69% because some peopl e
~ consistently.
Y Proof that a certain m ethod or approach with regard to HIV prevention can reduce risk. Proof -of -

concept trials do not always have the statistical power to determine the level of efficacy; only to
determine whether or not a new intervention can in reality reduce HIV risk.
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prophylaxis

(Truvada or tenofovir
pill)
[Partners PrEP]

tenof ovir

73% overall for Truvada

couples, where one
partner is HIV+ and the
otheris HIV -
(heterosexual men and
women)

Treatment -as-
prevention

1,763 serodiscordant
couples, where one
partner is HIV+ and the

Botswana, Brazil,
India, Kenya,

(Combination of 96% : ) 5 Malawi, South

antiretrovirals) BN S EIoe] Africa, Thailand,
couples were male - U.S. Zimbabwe

[HPTN 052] female) T

Vaccine regimen

(AIDSVAX and ALVAC) 31.2% 16,000 men and women Thailand

[RV 144]

Vaginal mic robicide
(Tenofovir gel)
[CAPRISA 004]

39% Vi overall

54% among consistent
users

889 women

South Africa

As of September 2011, a

few late -stage NPT trials are still underway around the

world. By 2013, these trials will provide information on the effectivene
among injection drug users, and will provide further information on the
effectiveness of PrEP and vaginal microbicides among women. There are also a few

ss of PrEP

studies exploring the potential prevention benefits of treatment -as-prevention at a
populati on level, including one trial in BC called Seek and Treat to Optimize
Prevention of HIV/AIDS (STOP HIV/AIDS).

Table 3. Late -stage NPT clinical trials which have yet to release results.

[C(I)\lrsr-r:/(i)rrlmtet}:i\;?:g?e] Trial population Trial countries Date Orfeesﬁti cted
Pre-exposure prophylaxis
(Tenofovir pill) 2,400 injsts:teitrvsn drug Thailand 2012
[CDC 4370] Phase I/l
Pre-exposure prophylaxis
(Tenofovir or Truvada pill) il Seuti
Vaginal microbicide 5,000 women Africa, Uganda, 2012
(Tenofovir gel) Zimbabwe
[VOICE] Phase IIB
Vaccine
(DNA prime i Ad5 boost) A ;\;:i%:’vish"";gn u.s. 2012
[HVTN 505] Phase I

Vi The product tested in this trial also reduced the risk of acquiring genital herpes by 51%.
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3.3 Implications of research results for Canada

The recent successes of large scale  -trials in 2010 -2011 have increasi ngly pushed
the HIV prevention community to look beyond the scientific research and begin to
examine issues of implementation, guidance, access and delivery. These recent

trials create an  urgency to deal with NPT implementation issues in the Canadian

conte xt. While we now have proof - of-concept for vaginal microbicides and vaccines,
these products are not currently available anywhere outside of clinical trials.

However, other NPTs are currently available to Canadians and the level of

awareness and access var ies greatly. Antiretroviral treatment (ARV) is widely
available to persons living with HIV, but the prevention benefits and use of effective
antiretroviral  treatment for p re-exposure prophylaxis is not yet well integrated into
HIV prevention policy, progra mming and messaging. On the other hand, PrEP is not
very widely available. There are reports thato  ff-labe I"" pre scriptions for Truvada

are being provided for those who are aware of the prevention potential of PrEP. 15

Past experiences with  the delivery of ot her sexual and reproductive health

technologies identify and highlight the important role public health has played in
implementing new biomedical technologies , Which we explore further in Chapter 4
The introduc tion and d elivery of NPTs ina safe and equit able manner is paramount
in order to create  meaningful impact . The public health benefits of NPTs could be
significant in  reducing HIV incidence within key populations at high risk , but this will
only be possible if the Canadian public health community be gins to prepare itself for
this impending role. Sufficient research into the possible benefits of NPTs for

specific populations is needed to ensure appropriate planning and implementation

as part of a comprehensive HIV prevention strategy.

Vil Off - label use is the practice of prescribing pharmaceuticals for an unapproved indication or in an

unapproved age group, unapproved dose or unapproved form of administ ration. Truvada is
approved by Health Canada to treat HIV infection. -Prescribi
|l abel 0.
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CHAPTER 4: CON TEXT FOR PUBLIC HEAL  TH ACTION ON NEW HIV
PREVENTION TECHNOLOG IES

This section provides a brief overview of the public health system with regard to
HIV prevention , including public he alth functions, core programs, policies and
principles .

Understanding public health and the health care system, functions, core programs
and principles with regard to the current response to HIV is necessary to appreciate
the capacity and roles  that public health will need to fulfill to ensure the timely and
equitable delivery of NPTs in Canada.

4.1 Public Health and HIV Prevention

The structure of public health in Canada varies across jurisdictions ® butt he core
mission of public health is co nsistent 1 to protect and promote the health of all

people and prevent disease and injury. The essential functions of public health in

Canada have been divided into 6 areas by the Federal/Provincial/Territorial Public
Health Working Group of the Advisory C ommittee on Population Health 1" namely:
Population Health Assessment

Health Surveillance

Health Promotion

Disease and Injury Prevention

Health Protection

Public Health Emergency Preparedness and Response

oM~ wNPE

The p ublic health respons e to HIV in Canada is shar ed across federal,

provincial/territorial, and local/regional governments. Most j ur i sdilcavei ons i
articulated a comprehensive, sound and well - considered strategy that provides

direction to  stakeholders 9.'® Provincial and territorial governments are respon sible

for the delivery of  public health and health care programs/services , While the

federal government retains lead responsibility for ensuring health services

availability for  specific populations , including First Nations and Inuit, armed forces,
and fed eral prisoners . Because of this structure and shared responsibility for public
health, coordination is required across each level to achieve a comprehensive
approach to HIV prevention and treatment 19

Public health jurisdictions across Canada have a stron g base for addressing  HIV.
While not considered part of the formal health care system, non -governmental and
community organizations have play ed a key role in mounting a strong and

sustained response to HIV since its emergence. Because of their important pu blic
health role in HIV prevention, access to treatment, care and s upport, the y are
included in this document & description of public hea  Ith structure, responsibilities

and funding.
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4.1.1 Public Health Structur e, Responsibilities, Activities and Fundin g

At the federal level  in Canada, Health Canada and the Public Health Agency of

Canada have a range of public health responsibilities for the protectio nand
promotion of all Canadian  séhealth , including with regardto  HIV.?® PHAC has lead
responsibilityfo rHIV preventi on over &énire.for Commubidable Diseases
and Infection Control ~ works with other federal departments and agencies on

activities related to the Federal Initiative to Address HIV/AIDS in Canada 2ts
mandate includes monitoring and ev aluation of the Federal initiative, as well as
HIV/AIDS communications, national -level program and policy development, and

providing advice and assistance internationally 22

Health Canada has jurisdiction over providing health services to First Nations on -
reserve communities across Canada and Inuit communities in the north . Health
Canada funds public health programs and services through a distinct health system
administered through its First Nations and Inuit Health Branch, which transfers lead
responsibili ty for the formal public health system in First Nations and Inuit
communities to the c¢ommu.nThe Hirg Nabiongaod/lrauit Health n t s
Program Compendium is maintained by Health Canada and specifically highlights
the details and objectives of th e First Nations and Inuit HIV/AIDS program 23
Provincial and Territorial governments have primary responsibility for the provision

of health care and public health services and programs . Each province and territory
has its own public health act, and the m ajority have adopted or developed

strategies to address HIV. Several provinces/territories have taken an integrated

approach to HIV within broader sexually transmitted infection initiatives (Quebec,

Alberta and Northwest Territories), while others have dev eloped HIV -specific
initiatives (British ~ Columbia, Manitoba, = Saskatchewan, Ontario, Nova Scotia,
Newfoundland and Labrador, Nunavut and the Yukon) 10

Provincial /territorial public health structure s vary across jurisdictions , though the
Provinces/Territories  are generally divided up into a number of smaller regions
and/or service delivery areas. For example, in Ontario health services are planned,

funded and managed through a number of Local Health Integration N etworks

(LHINS) that have jurisdiction ove r many public health units . In Alberta, health

services manageme nt and delivery was recently re organized into five 6zon
Québec is unique in that health has been integrated with social se rvices and is

organized, managed and delivered by 18 local/regional agencies.

A few provinces have documents explicitly describing core pub lic health programs

and HIV prevention, varying in their linkage to legislation ( BC, SK, ON, QC). While

these documents promote provincial uniformity, the y simultaneously recognize the

need to tailor approaches to ¢ ommunity contexts - a recognition made explicit in

several provinces 6documents, including Ontari og®dBrilsabl i c He:
Columbiads Core Public Health Functions and Qu®be
2012 .%®

At the local/regional level, public health programs and services are delivered
through over 140 public h  ealth units and regional health authorities across Canada .
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In terms of HIV, local/regional public health plays key roles in surveillance and
monitoring; case management; community collaboration, support, education and
awareness -raising ( Key Informant  Report).

Non - governmental and community organizations have play ed akeyrolein
mounting a strong and sustained response to HIV since its emergence, frequently
at the local/regional level alongside public health units and regional health

authorities. Non-gover nmental and community organizations doing work to promote
public healt h and HIV treatment, prevention and care are occasionally supported
through resources from each level of government, and they often work closely with
government and the formal public hea Ith system by participating in planning
committees, policy and program development, and the front -line delivery of
programs .*°

Non -governmental and community organizations receive funding from four national

funds through the  Federal Initiative to Address HIV/AIDS in Canada ,aswell as a
number of other funding programs. The AIDS Community Ac  tion Programme

(ACAP) is a regionally managed fund under the Federal Initiative , which often fund s
non -governmental and co  mmunity organizations and supports community  -based
organizations in provinces and territories, and larger regions . Federal funding
objectives include supporting increased community capacity, responsiveness, and

engagement of HIV  -affected people, as well as policy and program development

and the establishment of strategic collaborative partnerships 19

4.1.2 HIV and the Social Determinants of Health

Public health action on the social determinants of health (SDOH ) is important in
addressing the vulnerabilities and risks associated with HIV transmission % The
social determinants include the following factors that could potentially influence HIV
risk.

Income and Social Status

Social Support Networks

Education and Literacy

Employment/Working Conditions

Social Environments

Physical Environments

Personal Health Practices and Coping Skills

Healthy Child Development

Biology and Genetic Endowment

Health Services

11. Gender

12. Culture

©CoNoOMWNPE

[EnY
©

Public health at the highest levels in Canada have taken steps to address social
determinants and HIV  -related inequalities through a number of i nitiatives, including
partnerships across government agencies and programs that directly attempt to

reduce HIV vulnerability (e.g., initiatives addressing vulnerability in Aboriginal

persons ). In 2009, under the Government of Canada Assistant Deputy Minister
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Committee on HIV/AIDS , the first Interdepartmental Policy Forum on the
Determinants of Health and HIV/AIDS was held .*’

Public health can play a role in mitigating inequalities in health and HIV/AIDS
throug h the following:
1 documenting inequalities, reporting on them so as to draw public attention to
them, and analyzing the factors that contribute to these inequalities ;
1 working with communities to change the conditions that contribute to
inequalities in healt hin their community ;
9 advocating for healthier public policies and changes in social, economic,
cultural, and environmental conditions that will reduce inequalities in health ;
directing programs to high -risk/disadvantaged groups
improving access/removing barriers to public health programs ;
forging partnerships with other organizations to address multiple barriers
and/or issues in a coordinated and comprehensive manner :
1 using community development as a means to support self -advocacy and self -
reliance ; and,
1 ensuring that the core programs provided by the health authorities reflect the
priorities of the people  at greatestneed .%

=A =4 =

4.2 Formal Expectations for Public Health Action on NPTs

The role of public health in the delivery of HIV prevention strategies in Canada is
one that is continually evolving as the epidemic progresses, but is rooted in well -
articulated policy. The promotion and implementation of NPTs is guided by key
documents and ¢ ommitments: the Federal Initiative  to Address HIV/AIDS in
Canada, Leading Together: Canada Takes Action on HIV/AIDS (2005 -2010) ; the
Canadian HIV Vaccines Plan  and the Canadian HIV Vaccines Initiative ; and the
Canadian Microbicides Action Plan. These documents and commitments identify
both the role and importance of public health (along with other stakeholder groups)

in NPT development and delivery to ensure timely and equitable access as NPTs
become available.

42.1 The Federal Initiative to Address HIV/AIDS in Canada

The Public Health Agency of Canada (PHAC) is responsi ble for the overall

coordination of the  Federal Initiative to Address HIV/AIDS in Canada . The Federal
Initiative T a partnership between the Public Health Agency of Canada, Health

Canada, the Canadian Institutes of Health Research, and Correctional Service

Canada i hasthe goalofa Canada free from HIV and the underlying conditions that
make Canadians vulnerable to the epidemic. Through the Federal Initiative , federal
government departments, provincial and territorial governments, non -governmental
organiza tions, researchers, health care professionals and people living with and
vulnerable to HIV collaborate in five areas of federal action: program and policy
interventions; knowledge development; communications and social marketing;

coordination, planning, ev  aluation and reporting; and global engagement. The
Federal Initiative ~ makes reference to NPTsin  terms of fdevelopment of policies,
programs and interventions, such as new prevention technologies and therapies 0
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and al so i n t er mechmchl syp rporvandipoliayguidance on global
i s s u sushés microbicides and vaccines  0.%

4.2.2 Leading Together : Canada Takes Action on H IV/AIDS (2005 -2010)

Leading Together : Canada T akes Action on HIV/AIDS (2005 -201 0) is a blueprint for
Canada -wide action on HIV/AIDS. It calls for consolidated action on all fronts,

including governments, community, researchers, individuals and others involved in

Canada 's response to HIV/AIDS . Leading Together was developed collaborat ively by
a wide spectrum of stakeholders involved in the Canadian response to HIV/AIDS

and frames HIV firstand foremost as a preventable disease. It emphasizes that
communities most vulnerabl e to HIV need targeted programs and that access to
new preventio n tools , such as preventive vaccines and microbicides will significantly
enhance their ability to protect themselves. This call for NPTs is framed in terms of

a comprehensive prevention package. Leading Together conceptualizes NPTs as
making an important contribution to HIV prevention from a gendered perspective

and calls on all stakeholders to develop plans to support the development of NPTs

(with particular  reference to vaccines and microbicides) and to provide equitable
access as they are developed .?°

4.2.3 The Canadian Microbicides Action Plan

The Canadian Microbicides Action Plan (CMAP), developed in 2005 and updated in

2008, is a multi - stakeholder call for action that d efinesCanadadés rolegin deve
and distributing microbicides. The plan articu | ates the vision for Canadse
contribution across various stakeholder groups, and all parts of the effort,

including: Adiscovery, trials and testing, produc!

engagement , and.*ICMARIpeovidesdirgetion for  domestic and
international efforts to develop, produce and distribute microbicides and to build

knowledge across all sectors about microbicides; tod evelop the sustained public

and government commitment required to support a microbicides program ;and to
guide the allo cation of Canadian resources for microbicides, both domestically and
internationally.

4.2.4 The Canadian HIV Vaccines Plan

The Canadian HIV Vaccine s Plan was developed in 2006 as part of a collaborative
process involving representatives from Health Canad a, the Canadian International
Development Agency, the Canadian Institutes of Health Research, the
Federal/Provincial/Territorial Advisory Committee on AIDS , the Canadian HIV/AIDS
Legal Network, the Canadian AIDS Society, the International AIDS Vaccine

Init iative, the Canadian Network for Vaccines and Immunotherapeutics and the

British Columbia Centre for Excellence in HIV/AIDS. The Canadian HIV Vaccine S
Pl an articulates the vision for Canadads role in
vaccines, enhancingCana daé6s capaci tdevelbping dhe psbtic,and
government commitment required to support HIV vaccines, and help ing guide the
allocation of resources for HIV v accines. Among its list of strategies are the

discovery, trials and testing, production, distr ibution, community engagement,
political leadership and financial commitment to HIV vaccines. The Canadian HIV
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Vaccines Plan led to the development of the Canadian HIV Vaccine
Initiative  (CHVI) .**

42,5 The Canadian HIV Vaccine Initiative

In response to a dvocacy from Canadian community -based organizations and
researchers, in July 2002, at the International AIDS Conference in Barcelona,

Spain, Health Canada announced that Canada would develop an HIV vaccines plan.
That commitment to HIV vaccines was reinfor ced in June 2004 when Canada joined
the other leaders of the G8 industrialized countries in agreeing to fund a Global HIV
Vaccine Enterprise 1 a consortium of government and private sector groups T to

coordinate and accelerate HIV vaccine research.

Estab lished in 2007,t he CHVI is a collaborative initiative between the Public Health
Agency of Canada, Industry Canada, Health Canada, the Canadian Institutes of
Health Research, the Canadian International Development Agency, and the Bill &
Melinda Gates Found ation. PHAC coordinates and oversees CHVI governance and
management structures; facilitates collaboration with domestic and international
stakeholders, serving as the focal point for its implementation; and provides
secretariat support. The purpose of CHVI is to accelerate the development of an
HIV vaccine and address critical research gaps identified by the Global HIV Vaccine
Enterprise .*

4.3 Public Health Experience: Lessons Learned and Best Practices

Public healthés role in tllaredreductiveleealh of ot her sex:
technologies such as the Hepatitis B vaccine, HPV vaccine and condoms makes it
well-qual i fied when considering the del i yvbeyond of NPTs
its well -developed capacity and  infrastructures , rests in its exten sive experience in

promoting and delivering prevention and treatment technologies , and its knowledge
of how other interventions  have been received by communities from the
perspectives of education, usability and marketing. Public health can leverage its

substantial experience in delivering sexual and reproductive health and infectious

disease prevention programs. A uthorities 6experiences will be instrumental in
developing key implementation policy decisions and guiding major implementation
considerations.

While t he benefits of NPTs could include reducing HIV incidence overall a nd within
high -risk populations , there are risks and challenges that need to be carefully
considered and planned for in relation to the introduction of any NPT. Listed below

are just a few possible examples of some of the public health implementation
challenges that could arise around NPTs

- In most cases, vaccines and other prevention technologies are available first and
distributed most successfully in places with the greatest res ources, public health
infrastructure and political will. However, to ensure the greatest impact, NPTs

would need to be made available to those most at risk of HIV infection, and many

of those populations pose the greatest challenges in terms of public heal th reach.
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- In deciding who and how many people should receive NPTs, public health
authorities will need to take into account the risk of exposure to the infectious
disease, the risk of adverse reactions and the efficacy of the NPT.

- HIV vaccines and m any NPTs have only been made available to several
thousand people within the highly controlled setting of a clinical trial.
Implementation in real  -world settings requires careful monitoring for safety
concerns by public health.

- Trials have demonstratedt  hat efficacy is very closely related to adherence rates.

Low adherence to an intervention could seriously compromise its effectiveness. In
addition, for many NPTs that are based on antiretroviral drugs, adherence has a

direct influence on the risk of drug resistance. Therefore  adherence levels and the
emergence of possible drug resistance must be planned for carefully by public
health .

- Monitoring risk compensation will be necessary to ensure that the introduction
of NPTs does not perversely increase HIV ~ incidence. Some NPTs may have
moderate levels of efficacy. If users increase their risk -taking behaviours (e.g.,
reduce condom use, increase the number of sexual partners), then the additional
protection offered by the NPT could be lost. Public health wil | have to carefully
plan communication messaging around NPTSs.

- Though vaccines for diseases such as influenza, measles and tetanus are widely
available through voluntary programs, a significant proportion of people who could

benefit have not been immunize d. In Canada, the ability to deliver NPTs
effectively depends on the capacity to reach marginalized populations, to protect
their human rights, to build their trust in the health system and to encourage
their willingness to use the intervention.

HPV, Hepatitis B vaccines as well as female condoms are useful case studies in
understanding the requirements and preparations that public health must consider

to successfully introduce and deliver NPTs in a timely and equitable manner. The
lessons learned and bes t practices from  these previous roll -outs have helped
identify several key areas of focus when preparing and planning for the introduction

and delivery of new biomedical interventions. Below are a few of the more general

lessons learned and best practices collected in the delivery of sexual and

reproductive health technologies:

1 Government mustsupport public health policy that will facilitate the creation of
programs supporting the timely and equitable delivery of an NPT 33

9 Disseminat e timely public healt h guidance; this is essential to ensuring that the
characteristics of the NPT  are understood and taken into account by both health
providers and their patients.

1 Public health authorities must use their experience to develop communication
messaging that w ill inform the general public, reinforce previous messaglng,
encourage comprehensive prevention and prevent risk compensation.
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9 Education st rategies for the general public; preventive programs for community -
based programs in  schools, community health cent res and sexual health clinics ;
and public awareness campaigns must be developed and delivered. %

1 Public health must ensure access for vulnerable populations; this will include
establishing innovative programs and distribution networks, as well as using
traditional health service delivery points, such as pharmacies , to reach them. 3*

91 Ensure that there is sufficient capacity in place nationwide to develop needed
programs and to deliver the NPT. Provide the necessary resources required in a
timely mann er to guarantee the successful roll - out of the intervention. ®

1 Strengthen and develop partnerships with other organization s, in particular
those already working with populations at risk of HIV , to extend the breadth of
the intervention and address delivery barriers in a coordinated and
comprehensive manner %

1 Ensure monitoring, evaluation and surveillance system s are in place to evaluate
the impact of the NPT, allowing public health offici als to alter programs and
policies to ensure the greatest public health benefit possible. %

If the introduction of vaccines and other preventio n technologies have taught us
anything , it is that every single one is distinct and requires modeling and planning
specific to its unique characteristics such that possible road blocks can be
anticipated and avoided . In order to ensure the timely and equit able delivery of
NPTs once they are approved , public health will need notonly to leverage its
infrastructure but also to learn from its experiences to guarantee that the mistakes
of the past are not repeated.
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CHAPTER 5: FINDINGS FOR PUBLIC HEALTH AC  TION O N NPT s

The objective of this chapter is to provide an overview and discussion of the role
of the public health community in delivering NPTs and examining their

knowledge, attitudes and practice regarding Hl V prevention and NPTs.
One of the most successful public health interventions in the past century has been
the discovery and use of vaccines. fiMore than 30 common infectious diseases are
preventable with vaccines, and one of the most deadly, smallpox, was eliminated
from human populations in 1979. The cost of eradicating smallpox was US$300
million, whereas the benefit has been estimated at US$27 billion over 20 years 0.%’
Vaccines constitute one of the most cost - effective public health interventions that
exist . Currently, an HIV vaccine or efficacious new HIV prevention technology are

seen by many as the next stage in a comprehensive approach to HIV prevention

that could have a majo r population -levelimpact. However, as e xperience with other
vaccines and HIV prevention tec hnologies in Canada reveal s, the discovery of a
biomedical intervention does not automatically guaranteeits optimal delivery to the
key populations that require them most. °

The impact of NPTs in reducing new  HIV infections in Canada will depend on several
key factors: publ i c healthés preparedness and ability to
new technologies ; and how effectively they are used in combination with other
available HIV prevention strategies. Public hea Ith in Canada needs to prepare itself

fito capitalize on the potential success of prevent ion research currently underway 0
and Amobilize resources and develop public health guidance, provider training and

public health education needed to ensure rapid implem entation of new prevention

me t h o.d Astnew HIV prevention technology trials such as CAPRISA 004, the Thai
prime -boost vaccine trial, iPrEx, Partners PrEP and TDF2 show promise, the focus
has been shifting fro  m clinical research toward delivery preparedness, where the

role of public health is particularly salient

The introduction of an NPT presents significant challenges and there will be

complexities that must be anticipated and addressed. In order to preven ta
significant delay in the delivery of an NPT , Steps to prepare for  the introduction of a
promising intervention must be taken before the regulatory approval process is

completed . Letting a new prevention method sit inactive could result in hundreds or
thousands of new infections nationwide. To prepare public health for the

introduction of an NPT , itis necessary to look internally  to understand the current
knowledge, information needs, roles, resources and capacity of public health

workers in Canada with respect to existing and new HIV prevention technologies
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5.1 Opportunities and Challenges: Public Health Knowledge, Information
and Education around NPTs

The data from the key informant interviews, consultations and the survey show
considerable conver gence highlighting a number of opportunities and challenges for
public health action on new HIV prevention technologies.

5.1.1 Perceptions  within the Public Health Workforce

Throughout various consultations , it was widely agreed among public health

part icipants not only  that the introduction and delivery of NPTs was the
responsibility of public health but that Apublic |
HI'V prevention technologies at t hintkeCPlWA Nt 6 ( CPHA
survey , 97.8 % of pub lic hea Ith respondents and 91.1 % of all other respondents

agreed or strongly agreed that NPTs will play an important role in reducing the

spread of HIV in Canada.

Public health informants discussedt he role of NPTs in separate terms of vaccine
and non -vaccine t echnologies. This is an important distinction as informants felt

that some NPTs fit relatively easily into existing frameworks and systems (HIV

vaccines), while others require much more planning and effort to be implemented

(non -vaccine NPTs). Key informan ts consider an effective HIV vaccine to be the
best - case scenario for HIV prevention because . itconstitutesa Aon@f f O
intervention that does not require the difficult life -long behavio ural changes
required by other prevention te chnologies ; and Canada al ready has existing vaccine
infrastructure that could be leveraged relatively easily  for the purpose  of delivering
an HIV vaccine.

Interestingly , the p erceptions with regard to the urgency of addressing NPTs were

mixed and seemed to depend on the informan tsé6 beliefs about how soon
technol ogies woul d +Hwe ri adadgsdgly, théinfarahts

commonly expressed hesitation to take an active role in preparing for NPTs until

these technologies are much closer to implementation readiness. So me public

health stakeholders do not perceive the urgent need to integrate NPTs into the

Canadian HIV response. In particular, HIV vaccines are perceived to be many years

away from being available ( CPHA Key | nformant)

AThe new prevention technologies are stildl S0
whe re in the mean time we know the basic things around condom use and safer sex are
still here and wil|l continue to be t Heylnformanh r e

AWhen you talk about new [HIV] prevention tech
really grasp. o Key Informant

Other public health stakeholders perceive the need to initiate preparations for NPT
roll - out immediately.
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AWedr e starting t o see s ome really promi sin
seriously about how these can beco me part of our publ i c he
prevention. o Key Informant

5.1.2 Knowledge Among Public Health Practitioners

These differences in opinion about the urgency in address ing NPT preparedness
may be directly related tkmowedgeofN®Tsd ePaltlicshéalth e v e | of
respondents self -identified as being knowledgeable about existing technologies or
approaches that are  currently being delivered in Canada such as male condoms
(98.5% ), harm reduction strategies (95.6% ), health promotion mes  saging

(90.4% ), voluntary confidential counseling and testing (VCCT) (87.4% ), and
partner notification  (87.4% ). However, public health respondents self -rated their
knowledge of newer and emerging technolog ies/approaches as much lower tha n all
other respond ents. Only 35.6% rated themselves as knowledgeable about
microbicides, 36.3%  about PrEP, and 30.4% about HIV vaccines (CPHA survey ,
Table 4 ). Despite reporting that they are knowledgeable about some existing
interventions and approaches , most respondents reported that much more

education or training is required in their organization for all

technologies /approaches (varying between 70% and 80% depending on the
technology/approach)  with the exception of male condoms (57.1%) (CPHA survey,
Table 6) .

Based on pre-test and post -te st questionnaires for the CPHA and CAHR
consultation s, participants reported not being as current on the state of NPTs as

they had previously thought. The consultations provided an introductory NPT

Apri mero as wel | as ntaial resuppschradtit becama clearghate
knowledge around NPTs was limited or dated. At each of these consultations , post -
evaluation forms  revealed that participants did not realize how out of date their

knowledge was and how far the research had progress ed over the last year around

NPTs until they were presented with information on these topics. This identified not
only a significant knowledge gap but an information gap around NPT development,
characteristics, testing and trial results.

Table 4.

| am knowledgeable about the following types of HIV prevention technologies / approaches

All respondents (N=47 Public heam_ulr;tsgespondems Other respondents (N=338)
% C.l % C.l O.R. % C.l O.R.
Male condoms [ 98.9 98-99.9 98.5 96.5-99.9 n.s. 99.1 98.1-99.9 ref.
Harm reduction strategies [l 95.6 93.7-97.4|  95.6 92.1-99.1 n.s. 95.6 93.4-97.8  ref.
Health promotion messaging Il 926 90.2-95 90.4  85.4-95.4 n.s. 93,5 90.9-96.1 ref.
Female/Internal condoms He1.1 88.5-93.7| 86.7 80.9-924  0.5* 92.9 90.2-95.6  ref.
Voluntary confidential counseling and testing ~ I111190.9 88.3-93.5| 87.4 81.8-93 n.s. 92.3 89.5-95.2  ref.
Prevention mother-child transmission [l 858 82.7-89 83.0 76.6-89.3 n.s. 87.0 83.4-90.6 ref.
Partner notification [l'ss.2  81.99-88.4 87.4 81.8-93 n.s. 84.3 80.4-88.2 ref.
Post-exposure prophylaxis 810 77.4-845| 79.3 72.4-86.1 n.s. 81.7 77.5-85.8  ref.
Treatment as prevention 744 70.5-78.4| 65.2 57.1-73.3  0.52* 78.1 73.7-82.5  ref.
Medical male circumcision 67.4 63.2-71.7 60.7 52.5-69.0 0.66* 70.1 65.2-75.0 ref.
Microbicides 56.2 51.7-60.7| 35.6  27.4-43.7 0.3 645  59.4-69.6  ref.
Pre-exposure prophylaxis 51.4 46.9-55.9 36.3 28.1-44.5 0.42*** 57.4 52.1-62.7 ref.
HIV vaccine 46.1  41.6-50.6| 304  22.6-382 0.4% 52.4 47-57.7 ref.
{AIYyAFTAOIYyOS tS@Sta §LXKPnp FFLXKOAM FFFLIXKOPAAM yoaoy y2y arA3IyAFAOLy

The percentages represents the respondents answering agree or strongly agree to the question
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5.1.3 Information and Public Health Practitioners

Consultation participants indicated that they lacked knowledge around NPTs and
would benefit from more training, education and information. Most consultation
participants related their low level of knowledge of NPTsto alack of readily
available information on NPT research and trial results . Consultation partic ipants
noted that Athere is little data and information |
devel opment, testi ng .Manypattcipansslidentified Nhe ek of
knowledge exchange around NPTs as a significant barrier . The complexity and
amount of scientific information around NPT development, testing and trials was
identified as AfAdi f Participahts notedot hatgpublichealtheshipuld be
able to access and interpret research and that there should be further opportunities

for them to engage with timely and relevant data on NPTs (CPHA consultation).

The t imely distribution of information o n NPTs was also highlig hted as important in
ordertoensure 61l ead ti med t guestionsfrora r dients who are curious or
to prepare for the possible roll -out of the potential intervention. Over 42% of public
health respondents disagreed or strongly disagreed that their o rganization stays
currenton NPT research (CPHA survey, Table 5). Respondents who reported that
their organization stays current on NPT research more often reported agreeing or
strongly agreeing that NPTs will play an important role in reducing the spread of

HIV compared to those whose organizations do not stay current.

Table 5.
My organization stays current on the new HIV prevention technology research
Public health unit Other respondents
All respondents (N=47
P ( respondents (N=135) (N=338)

% C.l. % C.l. % C.l. Chi 2
Strongly disagree / disagree [ 30.7 26.4-34.9 42.4 69.3-79 25.9 21-30.7 12 07+
Agree / strongly agree [ 69.3 65.1-73.6 57.6 49.1-66.1 74.1 69.3-79 '
Significance levelpX ® i KO T XKD 1 1 m YyOadY y2y aAIYyATAOLY
In identifying how they get their information on HIV prevention , public health

survey respondents indicated that they  primarily do so  through websites  (79.3%),
presentations/workshops (73.3%) , peer to peer (68.9%) and scientific literature

(68.9%). However, survey respondents stated that they do not always receive it in

their preferred manner . Similarly , consultation participants identified  the need for a
well -developed knowledge exchange system that would collect, interpret and share
promising trial information to all levels of public health across jurisdictions (CPHA
consultation) . Some participan ts stated that there should be an ad hoc advisory

commit tee developed to sort through, translate and distribute meaningful trial
information to improve knowledge exchange around NPTs (CPHA consultation).
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iltds the kind of thingéyou candt do ov-eptmi ght
there was really something good in the pipeline that is going to come onboard, and know
about it well -enough in advance that we could start having those conversations so that
whil e we are going through the approval stages
stuff is put in place. So as soon asKdytinform aamtp pr

fiThere should be opportunities for public health to engage with updated, relevant HIV
prevention information that i ncl uCdrsudtatidhPartcipant

5.1.4 Publi c Health Training and Education

Over 87% of public health respondents indicated that they h  ad received some sort
of training or education in HIV prevention during their careers. Ninety -five percent
of those respondents  agreed or strongly agreed that the knowledge and skills th ey
gained during those training and education sessions w ere valuable t o their practice.
Of the 87 % of public health respondents who had received training , 46.7% had not
had HIV training in the past year and o nly 51.5% of the HIV prevention
training/education  sessions contained curriculum that discussed NPTs. Thisis
importan t as there is a significant difference in the level of understanding about
NPTs for respondents who reported receiving training in the past year; 72.7% of

them reported discussing NPTs, compared to only 27.3% of those who reported
having received training 2 years ago or more (CPHA survey) . Overtwo -thirds of
respondents who reported participating in the develop ment of either HIV prevention
programs (67.5%) or policies (68.5%) reported receiving training/education in HIV
prevention in the last year (CPHA sur vey) . This is significant as the majority of
successful NPT proof -of-concept trials have occurred over the last 18 months ,l.e.,
in the lat ter part of 2010 and throughout 2011 (see Chapter 3).

There was also a strong correlation between staying current o n NPTs and the belief

in the ability of organizations to deliver NPTs in a timely and equitable manner.
Survey respondents indicated that they prefer receiving education or training

regarding HIV prevention through presentations/workshops (82.0%) or in-per son
courses (72.1%) , followed by webinars (41.4%) and online courses (40.4% ). Key
informants identified the need to d evelop new education tools and materials with a
broader reach that can be used by staff at their convenience, rather than one - off
sessions or courses with limited participant -reach (e.g., online materials, train  -the -
trainer approaches, videos, etc.). Overall , consultation participants identified the

need for further education around NPTSs to allow them to better approach questions
from their ¢ lients and counseling for them (CPHA consultation) . Public health
participants also mentioned the need for more staff training around cultural

sensitivity, communication skills , and substitution or risk compensation behavio ur.
Table 6.
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In my organization | believe education / training regarding HIV prevention is needed for:

All respondents (N=47 Public heag\rl]_ulr;ts)respondents Other respondents (N=338)
% C.l % C.l. O.R. % C.l O.R.
Male condoms 57.1 52.6-81.6 53.3 44.8-61.8 n.s. 56.6 53.3-63.9 ref.
Harm reduction strategies 795  75.8-83.1] 822  75.7-887  ns. 78.4 74-82.8 ref.
Health promotion messaging 7s.2 74.5-82 80.0 73.2-86.8 n.s. fiir's 73-82 ref.
Female/Internal condoms 717 67.6-75.7| 69.6 61.8-77.4 n.s. 725 67.7-77.3  ref.
Voluntary confidential counseling and testing [ 70.6 66.5-74.7 70.4 62.6-78.1 n.s. 70.7 65.8-75.6 ref.
Prevention mother-child transmission 736 69.6-77.6 77.8 70.7-84.8 n.s. 71.9 67.1-76.7 ref.
Partner notification 719 678759 719 642795 ns. 719  67.1-76.7  ref.
Post-exposure prophylaxis fiis14  77.9-849| 822  75.7-887 ns. 81.1  76.9-853 ref.
Treatment as prevention i'se.1  82.9-80.1| 919  87.2-965 2.19* 83.7  788-87.7 ref.
Medical male circumcision 742 70.3-78.2 79.3 72.4-86.1 n.s. 72.2 67.4-77 ref.
Microbicides 875  845-905| 948  91.1-98.6 3.32** 846  80.7-88.5  ref.
Pre-exposure prophylaxis g7.7  84.8-90.7| 948  81.1-98.6 3.25* 849  81.1-88.7 ref.
HIV vaccine 837  80.4-87.1| 904  85.4-954 2.19* 811  76.9-853 ref.

{AIYATAOIyOS t50S8ta FLIKOAp FFpLIKOAM FFRFLKOAAM YOadY y2y AAIYATAOLYD
The percentages represent the respondents answering agree or strongly agree to the question

Increasing not only public health pract it anvanrensssf®&NPTs through

education and trainings, but also that of the general public was discussed by

informants as a key public health activity that would facilitate successful

implementat ion. In p articular, informants mentioned the i mportance of getting buy -

in from both the public (recipients) and healthcare professionals (providers) that

the technology is safe and effective (particularly for pa rtially effective technologies).

They also me ntioned concern about managing the complexities
understandings and a  cceptance of these technologies.

5.1.5 Public Health Communication Messaging

Consultation participants identified p ublic health as having extensive experience in
deve loping effective messaging around different HIV prevention strategies to reach

key populations at high risk. However, over 49 % of public health  survey
respondents disagree or strongly disagree that HIV prevention messaging is

currently appropriate and reac  hing key populations. A further challenge that key
informants highlighted was the unintended consequences of implementing NPTSs,

including potential risk compensation (e.g. , decreased condom use, increased
number of partners) that may follow the use of an N PT. Key informants  identified
the need for a well -developed risk communication strategy a s a crucial component

of a well -thought -out comprehensive prevention approach.

Messag ing was identified by consultation participants as playing a pivotal role in

educ ating people , influencing their perceptions and supporting their uptake of an
NPT. Messaging affects how people use NPTs , which relates to issues of safety,

access and adherence.  Consultation participants, survey respondents, key

informants and the literat ure all point to the importance of targeted and consistent
communication f rom all levels of public health at the federal, provincial and r egional
levels . Participants stated that messaging around NPTs must be presented as part

of a larger combination preve ntion pack age (as discussed in Chapter 3), and that

communication strategies around NPTs need to increase awareness  of and access to
already existing prevention services. Informants discuss ed the future of HIV
prevention in Canadanprehenstve pmevenhtaodd approach wh

and existing technologies and approaches would function together in the treatment
and prevention of HIV. Consultation participants stated that NPTs, while important,
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wi || not be t he buljsstohevmome opti u loh anbry , a growing number of
prevention options.

il think the message needs to be consistent fr
provin cial, and then at the local level as well, would have to provide a consistent

message. | think thatdéds something thatds missi
STl s. 0 Key Informant

AA vaccine would be a O6bi g wiomtéhnoldgylisaless t he [ n
effective one, then likely a combination with other primary prevention, or other
interventions, wil!/l be i mportant. o Key Informant

5.2 Opportunities and Challenges: Public Health Leadership, Polic ies and
Guidance Regarding NPTs

5.2.1 Leveraging Public Health Infrastructure

Canadian public health  is seen by many key informants and  consultation
participants as a credible authority that has extensive experience , understand s the
demographics, and has an infrastructure in place that can be leveraged to deliver
NPTs. Many of t he systems that are in place for the introduction of  other
interventions and vaccines were seen as helpful for public health deliver y of NPTs .
Specifically, immunization guidelines and National Advisory Committee on
Immunization (  NACI) were seen as essential to develop ing guidance around
vaccines (CPHA consultation) . Participants identified that public health

infrastructure and experiences could be leveraged to help introduce NPTs through
publ i ¢ higflaehce hafidsexisting links to important  policy decision makers
(CPHA consultation) .* One informant further noted that public health  also has a
strong understanding of th e social determinants of health and an appreciation of

the groups most at risk for HIV infection, and is comfort able working with  varied
communities (CPHA Key | nformant)

The public health sector  in Canada has experienced success in  preventing the
spread of HIV . In particular, public health has played a key role in decreasing HIV
prevalence levels through harm reduction programs and the virtual elimination of
maternal -child transmission and  of the sp read of HIV through the blood collection
system (CPHA Key | nformant ). Canadian public health respondents (particularly at

the regional level)  said they had experience working in awareness raising (91.1%),

HIV/STI testing (80.0%), and needle exchange (54.1% ) but stated having
significantly less experience working with HIV advocacy (34.8% ), HIV poli cy
(22.2%) and HIV research (14.8%) (CPHA s urvey) .

In terms of preparing for and implementing NPTs, provincial/territorial public health
infrastructure and experi  ence have been identified by informants as being able to:

i Chapter 4 contains further informati on on lessons learned/best practices of v accine and other HIV
prevention delivery
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1 Develop ¢ ommunications and awareness (both to high -risk target populations
and to the healthcare sector) around NPTs and their effectiveness, risks, etc.;
Advoca te to get these (often expensive) technologies publicly funded;

Set up programs for the technologies (only if publicly funded);

Ensur e and increas e accessibility, once available;

Conduct p ost-marketing surveillance for safety and efficacy; and ,

Develop s cenario planning (with a larger fe deral role doing the same).

= =4 =8 -4 =4

Key i nformants see national public health infrastructure and experience as
somewhat unique from the provincial/territorial role, identifying the following roles:

Providing advice and recommendations with a focus on preventio n,

Scenario planning (with a lesser provincial role doing the same);

Funding community organizations (grants and contributions);

Surveillance of HIV in each province/territory via their health ministries; and ,
Research .

= =4 =4 4 A

5.2.2 Public Health Leadership

Consultation participants stated that increased public health leadership is required
at the federal level to develop awareness about and prepare for NPTs . fiFederal
involvement is required if you want every province to do it quickly and at the same

t i meéGPHA Key | nformant). As trials show proof -of-concept through partial
efficacy , this leadership role become s particularly salient.

Consultation participants noted that there is a lack of clarity with regardto  who is
responsible for NPTs atthis time and who will take the lead in addressing many of
the issues that arise around them (CPHA consultation). Key informants identified

the d ifficulty in developing programs and prevention campaigns without support

from t he highest levels of government : in some prov inces, HIV is an important

public health issue ; in ot hers, HIV does not take a prominent place in public health

planning or services.  Community, primary health care and research stakeholders

expressed concern about the lack of engagement from public health authorities in

dialogue and planning  around NPTs (CPHA consultation) . Several participants of the

CAHR Ancillary Event commented that public health perspectives were under -

represented. As one participant wrote in the evadtisagpointedthat Al was
there essentially was not a presentation on the Canadian public health perspective

on PrEP. O Despite concerted efforts by healthe or gani
speakers from municipal, provincial or federal public health bodies, there was

difficul ty in identifying public health representatives who were prepared and/or

willing and able to p resent on the topics of PrEP or other NPTs.

Key informant interviews also stated that public health has a role in keeping HIV on

the federal agenda, through good rep orting, and communicating trends in HIV

vaccine and other NPT research . One key inf or mant t hought that the 6D
generated around NPTs  would be an enabler in terms of its potential for garnering

political support.
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iThe biomedical preventions are really seizing
for pre vention of HIV. So they could potentially garner a lot of support in terms of

6needing to try thisbo. I think that may create
programs around these new t echnolKeynfoarmant 6

AWork shoul d be s pe afdemlagdbwwrdmert, ybut hdvee a lot of

community stakeholders and other experts involved in the development of the
guidelines. o Key Informant

5.2.3 Public Health Policy

Near ly half of the p ublic health survey respondents (48.2%) identif ied policies as
one of the most  important enablers  to implementing HIV prevention interventions
effectively in their everyday practice . Eight y-five percent of public health
respondents and 94.4 % of all other respondents agree or strongly agree that HIV is

an important public health issue for their region (CPHA survey, Table 7) . Half
(50.1% ) of all survey respondents disagree d or strongly disagree d that HIV is
sufficiently prioritized within pr ovinciallterritorial documents , and yet 87.5% of all
respondents indicated that their work in HIV prevention is guided by standards,

policies, practices and guidelines at t he provincial/territorial level (CPHA survey
Table 8 ). Consultation participants furt her identified the need to adjust and update
key policy documents to reflect current NPT research issues.

Table 7.
HIV is an important public health issue for your region
Public health unit Other respondents
All dents (N=47 .
respondents ( respondents (N=135) (N=338) Chi 2
% C.l. % C.l. % C.l.
Strongly disagree / disagree 8.3 5.8-10.7 14.8 8.8-20.8 5.6 3.2-8.1 10.78%
Agree / strongly agree [l 918 89.3-94.2 85.2 79.2-91.2 94.4 91.9-96.8 :
Significance levelgXX® /i l)DK O ADKD 1 1 m
Table 8.
HIV prevention is sufficiently prioritized within your provincial/territorial HIV policy documents
Public health unit Other respondents
All dents (N=473 .
respondents ( respondents (N=135) (N=338) Chi 2
% C.I. % C.l. % C.l.
Strongly disagree / disagree [l 50.1 45.6-54.6 48.9 40.4-57.4 50.6 45.2-55.9 s
Agree / strongly agree 499 45.4-54.4 51.1 42.6-59.6 49.4 44.1-54.8 -

Significance levelpK® /i lpHKOAMDKON A M Yy A OY y2y AAIYATFAOL Yy

Public health has experience in developing healthy public policy  and test ing policy
impact , however, there appearsto be a lack of policy guidance at various

jurisdiction al levels (CPHA consultation). Key i nformants noted that most provinces
already have a legislative mandate for STI program ming, including HIV prevention :
but t hese vary widely from province to province and require more consistency.

Consultation participants highlighted the lack of supportive policy around existing

HIV interventions such as non -occupational post exposure prophylaxis (nPEP) and

how that has negati  vely affected its availability in Canada. Also iden tified by key
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informants were  some future enablers that  could facilitate and/or improve HIV
prevention and the implementation of NPTs:
1 Having uniform, clear = and supportive federal policy guidance for new
prevention technologies (uniformity avoids confusion across jurisdictions);

9 Provincial support, including supportive provincial policies;

9 Ensuring public policy/decision -makers are well informed about HIV and new
HIV prevention technologies;

1 Development of supportive policy and funding decisions;

1 Making a case for funding synergistic with current initiatives as new

technologies become ready for implementation; and :

1 Learning from the examples and precedents around NPTs that are being
established elsewhe re, while being careful about how they are applied within
the specific nuances of the Canadian context (CPHA Key Informant)

5.2 .4 Public Health Guidance

All survey respondents  state d that public health leadership and policy devel opment
are particularly needed in the area of guidance for implementation. Over 54 % of
public health survey respondents identify  public health guidance as an enabler to
implementing HIV prevention interventions effectively in their everyday practice :
Compared to other respondent s, public health respondents  more often report ed

that lack of program development capacity (49.6% vs. 37.8% ) and lack of public
health guidance (39.1% vs. 25.7% ) are barriers.  Consultation participants identified
the need for national leadership in the dev elopment of guidelines and an
implementation strategy that will see them delivered provincially and locally. Key
informants recognized  the need for increased guideli ne responsiveness to improve
HIV prevention and the implementation of NPTs , primarily:

1 Acting more quickly on emerging evidence as it becomes available;

9 Developing interim guidance on emerging HIV prevention technologies to
avoid physicians and providers developing their own unique practices ahead
of official guidance; and ,

9 Ensuring thatthe int  erim guidance contain s guidelines for testing, use,
counseling, target populations, risk assessment details, etc.

Public health has the ability to reach the general population with guidance around

the use of new biomedical interventions , but guidance has not always been
developed in atimely manner  around important interventions , for example around
nPEP. The lack of nPEP guidelines and the lack of awareness, access and policy

around nPEP were mentioned by consultation participants . One consultation
participant si mpl y s widance & requinea d frofinghe top level (federal) in
order to ensur e app rKkeyinforrmantgalsd spécifically idgntified

joint roles for federal/national and provincial/territorial public health to work

collaborative ly in terms of providing guidance around the implementation of NPTs,
including: working with the relevant authorities and organizations to develop

guidelines, depending on the technology [vaccine (i.e., NACI %) vs . non -vaccine

(i.e., AIDS Bureau, PHAC *)]an d, adapting national policies, guidelines and
recommendations to develop provincial/territorial guidelines.
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AThere certainly is a place for national reco
new technologies. Th  en, the decision needs to be made under provincial level in terms of

how theydre applied, using those guidelines a
we have to | ook at developing those Kaymfdrmanb f

m

S
g

5.3 Opportunities and Challenges: Public Health Resource Capacity

Planning around NPTs

5.3.1 Public Health Program Delivery

DatafromCPHA 6s survey

27.9% of other respondents reported that they disagree or strongly disagree that
their organization is providing HIV prevention interventions in a timely and

equitable manner

(CPHA survey, Ta ble 9) . Similarly , 52.7% of public health

respondents and 32.3% of other respondents reported that they disagree or

strongly disagree that their organization
timely and equitable manner once

There is a positive correlation between the
organizations 6reported responsiveness
manner once these are approved.

the latter

is responsive enough to deliver NPTs
are approved

Among o rganizations

and

i d 8©ha&%iof pubticcheatthtrespgondents and

ina

(CPHA survey, Table 10)
organizations 6reported ability to provide
current HIV prevention interventions in a timely and equitable manner and the

existing HIV prevention interventions in a timely and equitable manner, 76.3%
NPTs in a timely and

were also identified as being
equita ble manner once these

Table 9.

responsive enough to deliver
are approved

(CPHA survey) .

My organization is providing HIV prevention interventions in a timely and equitable manner

to deliver NPTs in atimel y and equitable
identified as providing

All respondents (N=47

Public health unit

Other respondents

respondents (N=135 (N=338) Chi 2
% C.l % C.l % C.l.
Strongly disagree / disagree 315 27.1-35.9 39.8 31.3-48.4 27.9 22.8-33 5 93+
Agree / strongly agree iies.s 64.1-72.9] 60.2 51.6-68.7|11 72.1 67-77.2 '
{AIYAFAOIyOS tS@Sta fLIXKbPnp FFLIKOAM FFFLIXXOPAAM YyOadY y2y AAIAYATFAOL Y

Table 10.

My organization is responsive enough to deliver new HIV prevention technologies in a timely and equitable manner or

are approved

All respondents (N=47

Public health unit

Other respondents

respondents (N=135 (N=338) Chi 2
% C.l. % C.l % C.l.
Strongly disagree / disagree 38.6 33.9-43.2 52.7 44.1-61.3 32.3 27-37.7 15,89+
Agree / strongly agree H61.5 56.8-66.1| 47.3 38.7-55.9| 67.7 62.3-73 :
{AIYATAOIyOS tS@Sta fFLXPAp FFLIKOAM FFFLIXXOAAM YOEDY y2y AAIYATFAOLY

Consultation p articipants noted that before NPTs are made widely available,

fiexisting testing and prevention programs must be opt

imized 0. Some

consultation participants pointed out the need for more appropriate and
innovative access points for NPTs than exist now, while other participants
identified the need to address stigma, discrimination and issues of criminalization

that may im pede access to NPTs.
consideration needs to be given to issues

For the implementation of NPTs in Canada,
of access, in particular

for marginalized

Preparing Public Health for New HIV Prevention Technologies




CHAPTER 5: FI NDINGS FOR PUBLIC HEALTH ACTION ON NPTS

or disadvantaged groups . This includes exploring  the provision of subsidies to
mitigate inequities o r dispari ties in HIV prevention (CAHR ancillary e vent) . Key
informants also encouraged public health actors to identify and take advantage

of opportunities for synergies in programming and service delivery (e.g.,

consolidated testing when the homeless or people who use injecting drugs are
testing for tuberculosis or other STIs) as a way to improve program delivery.
Interestingly, NPT delivery and programs were identified notonly as a vehicle to
extend prevention options , but also as an opportunity  to strengthen and  enhance
exi sting HIV prevention services and approaches (CPHA consultation)

5.3 .2 Public Health and Key Populations at High Risk
Most survey respondents report that their organizations OHIV interventions are

reaching people who use inject ion drugs, wom en and at -risk youth (70.7%, 68.5%
and 62.1% , respectively). However, A boriginal people, prison inmates and people

from countries where HIV is endemic are being reached significantly less (46.0%,
43.7% and 43.4% respectively). Specifically , public healthr espondents said they
were much less able to reach tho se groups (32.5%, 39.0% and 28.1% ,
respectively) th an all other respondents (CPHA survey). Respondents stated their
organization has specific programs or projects that target key populations at higher
risk of HIV , and primarily focus on people who inject drugs (50.5%) and at -risk

youth (47.4%) (CPHA survey, Table 11) . Again, public health respondents self-
identified as having significantly less programs or projects targeting women,

Abor iginal people, peop le from countries where HIV is endemic , and gay, bisexual
and other men who have sex with men than other respondents

While itwas stated that public health has good awareness of th e social

determinants of health and an appreciation of the groups most at risk for HIV
infection, and comfort working with varied communities, public health respondents
report having less  success reaching marginalized populations . Current public health
prevention efforts  have been identified  as requiring further development in o rder to

better reach  key populations at high risk (CPHA consultation) . Public health survey
respondents self -identify that they have been less effective in reducing HIV

incidence among men who h ave sex with men (MSM), A boriginal people , and
people coming f rom endemic countries  tha n other respondents . In addition, concern
was expressed that there are a significant number of people who test positive who
donotfollow t hrough on treat meontr ecart N&PEA &Y i aferihant)
Public health officials  largely recognize d the challenges they face in reaching certain
population s and i dentified the important funding and support  that they provide to
local organizations that striveto  reach these populations more efficiently (CPHA Key
Informant).

Table 11.
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Do you have any specific programs or projects that target key populations at higher risk of HIV exposure?

All respondents Public health unit respondents _
(N=473) (N=135) Other respondents (N=338)
% C.l. % C.l. O.R. % C.l O.R.

People who inject drugs lis0.5 46-55.1 51.9 43.4-60.3 ns. 50.0 44.6-55.4  ref.
At risk youth ia7.4 428519 44.4 39-52.9 n.s. 485  43.2-53.9  ref.
Gay, bisexual and other men who have sex with men [l146.9  42.4-51.4| 36.3  28.1-445 0.54* 51.2 458565  ref.
Women [739.8 35.3-442| 222  152-29.3 0.33*** 46.8  41.4-52.1  ref.
Aboriginal people 385 34.1-429| 282  20.5-35.8 0.53* 42.6  37.3-47.9  ref.
Sex workers and their clients I 343 30-38.5 32.6 24.6-40.5 n.s. 34.9 29.8-40 ref.
Prison inmates 28.5 24.5-32.6 28.1 20.5-35.8 n.s. 28.7 23.9-33.5 ref.
People from countries where HIV is endemic 27.5 23.4-31.5 20.0 13.2-26.8 0.57* 30.5 25.5-35.4 ref.
No programs or projects that target key populations at

higher risk of HIV exposure 22.6 18.8-26.4 304 22.6-38.2 1.8* 19.5 15.3-23.8 ref.

Significance levelgXX® i DK TKD n 1 m Yy®adY y2y AAIAYAFAOLyQ
The percentages represent the prevalence of each element individually

5.3.3 PublicH ealth Resource Capacity

Most survey respondents identified w ell-informed staff with appropriate training,

and understanding  the importance of HIV prevention as the most important

enablers (60.9% and 57.3% , respect ively) to their everyday practice . Respondents
report ed that the most significant constraints and barriers to implementing HIV

prevention effectively in their everyday practice are lack of funding (69.1%) and

lack of human resource capacit y (67.2%) (CPHA  survey, Table 12). Publich  ealth &
capacity to fund and follow up on delivery of NPTs was cited as a major
implementation issue.  While many consultation participants and key informants

identified that public health has extensive experience and an infrastru cture that can
be leveraged to deliver NPTs, they also stated that public health does not have
sufficient expertise, human resource capacity or infrastructure to deliver NPTs ina
timely and equitable manner . They identified existing financial, distributio n and
human resource limitations as issues that ¢ ould affect the roll -out of NPTs , and the
need for public health to more effectively optimize their resources

Table 12.
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What are constraints and barriers to implementing HIV prevention effectively in your everyday practice?

All respondents | Public health unit respondent _
(N=473) (N=135) Other respondents (N=338)
% C.l. % C.l. O.R. % C.l. O.R.

Lack of funding [l69.1 65-733| 659 57.9-74 ns. 70.4 655-75.3 ref.
Lack of human resource capacity 672 63-71.5| 66.7 58.7-747 ns. 675 62.4-725 ref.
Stigma and discrimination [l50.7 46.2-55.3 34.8 26.7-42.9 0 4+ 57.1 51.8-62.4 ref.
Community and cultural norms 431 38.6-47.4 393 31-475 ns. 447  39.4-50 ref.
Lack of program development capacity ~ Wl42.1  37.6-46.5 49.6 41.1-58.1 1.54* 39.1 33.8-44.3 ref.
Lack of information / training among staff  Ii37.0  32.6-41.4 43.7 35.3-52.1 n.s. 343 29.2-39.4  ref.
Geographic location of target populations  [I1133.0 28.7-37.2 30.4 22.6-38.2 n.s. 340 29-39.1  ref.
Lack of understanding of importance [l'31.3 27.1-355 36.3 281445 ns. 29.3 24.4-342 ref.
Poor information, education and H 309 26.7-35| 356 27.4-43.7 ns. 29.0 24.1-33.9 ref.
communication campaings

Lack of / restrictive policies 292 251-33.3 348 26.7-429 ns. 26.9 22.2-31.7  ref.
Lack of public health guidance 292 251-33.3 378 29.5-46 1.76** 25.7 21.1-30.4 ref.
Lack of leadership 292 251-33.3 356 27.4-43.7 ns. 26.6 21.9-31.4 ref.
Criminalization 271  23.-31.1| 126 7-18.2 0.29% | 32.8 27.8-37.9 ref.
Lack of partnership 205 16.9-24.21 222 15.2-29.3 n.s. 19.8 15.6-24.1 ref.
No anonymous testing 12.3 9.3-15.2 5.2 1.4-8.9 0.31* 15.1 11.3-18.9 ref.
No constraints / barriers 3.8 2.1-55 0.7 0.01-2.2 n.s. 5.0 2.7-7.4 ref.

Significance levelpXX® /i [DPK® A LHKD n 1 m yoadY y2y aAIYAFAOLY
The percentages represent the prevalence of each constraint or barrier individually

Key informants identified numerous exi sting public health resources that could be
leveraged to facilitate and support the implementation of  NPTSs, including

9 Vaccine distr ibution systems, infrastructure and guidelines;

1 HIV treatment clinics, typically led by infectious disease specialists;

9 Public coverage of certain STI medications through certain providers;

1 Working groups and committees both federally and provincially that are often
represented by stakeholde  rs from public health, research and the
community; and

1 Provision of new HIV prevent  ion technologies by select providers (e.g., in
sexual assault treatment cent res post -exposure prophylaxis programs exist
and guidelines for them and medications are publicly funded in some cases).

A concern that was consistently mentioned throughout the k ey i nformant interviews
was how to implement  NPTs without losing focus or significantly shifting capacit y
and funding away from proven interventions (i.e., routine testing and treatment for

people living with HIV, promotion of condom use, etc.) . Key inform ants identified
funding limitations vis  -a-vis other public health priorities ; specifically , it would be a
challenge to fulfill the expectation of incorporating NPTs into existing public health

budgets. The y noted thatthe  scope of public health work has in creased greatly in

recent years, that everyone is under pressure to allocate scarce resources, and that
it is already a challenge to find the capacity to implement and evaluate new
programs . W hile infrastructures exist that could be leveraged to deliver NP Ts, they

are likely to become overloaded by the complex nature of delivering these
technologies (CPHA consultation)
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Al thitnkwddrae al | under pretty substanti al pres
resources, even actually just finding the capacity to implement and evaluate existing

programs. So | think that will be an ongoing challenge that will affect all public health

pro grams, including new HIV prevention programs, without a significant injection in cash

to go along with these progr ams. &Keylnformant

Al think the main barrier just comes down to f
trying to fund a PrEP program and yo u have a fixed amount of money for the HIV

medi cati on budget, where does that money come
going to come down to the operational realities that will be a barrier for

i mpl ementation. 0 Key Informant

5.3.4 Public Health Collaboration and Partnerships

Public health has successfully establish ed collaborative working relationships with
community groups  that work with key populations at risk of HIV . Public health  key
informants observed that these relationships have become more organized over

time, and both sides have become more open to working with each other. Public

health units have e ngaged in effective  and long -term partnerships with community -
based organizations . Key informants also noted that strong collaboration with local
organizations is essential for effective ¢ = ommunity support and education, and
acknowledged that peers in vulne rable and marginalized populations often are best
positioned to delive r HIV prevention interventions. All key informants spoke of the
importance of working collaboratively  with community organizations and AIDS

service organizations, as well as primary care providers and HIV  care providers.

Consultation participants identified the need for sustained and even increased
cooperation among public health, community -based organizations and AIDS service
organizations. Public health can partner more with organizati ons that deliver
services to specific populations and extend its reach, but participants warned that
depending on partnerships too heavily could result in deliv  ery problems (CPHA

consultation). Developing new innovative partnerships and collaboration will not
only improve the delivery of NPTs but will allow these organizationsto  address
delivery barriers in a coordinated and comprehensive manner . Key i nformants also

highlighted the need to be flacting on the evi

how that co uld be better achieved by federal, provincial/territorial and local public
health work ing closer togetherto ensure uniform, consistent and timely
introduction and delivery of new HIV prevention technologies.

iiNo one or gearoommunityicam do this alone. You have to have good
surveillance, you have to have community working with government, you have to

have government funding/supporting community, and there has to be an

understanding of the need to let the atrisk populatio ns decide how best to do this;
and giving them support t o dokKeylhformant

ioOften | ocal organizations can reach some of t
efficiently than public health can, in terms of HIV preven tion. o0 Consultattid
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5.3.5 Public Health Monitoring, Evaluation , Research and Modeling

Consultation participants questioned if our existing Canadian HIV surveillance, and
monitoring and evaluation systems are able not only to appropriately measure
efficacy but also to monitor issues such as risk compensation, resista nce, uptake,
side effects , etc. Informants specifically highlighted the lack of social science

research around NPTs and the need for further research around behavio ural issues
that could inform the creation of an appropriate monitoring and evaluation syste m.

Key informants noted  specific challenges with  respect to the roll  -out of NPTSs,
suggesting t her e may be adherence difficulties and various safety concerns,
including long -term side effects , around NPTs that are unknown until they are

delivered , and tha t may only become apparent years down the road . One
consultation participant was concerned that ANPTs ar e inerwhasascteristics
are | ar gel y Furthdr issueg idéntified were that p opulations to which  an
NPT is targeted may not be interested , resulting in low uptake; there may be risk
compensation that takes place ; and a nti -vaccine sentiments may pose problems to
HIV vaccine delivery (CPHA consultation) . All of these potential challenges  require
not only surveillance but additional monitoring systems to ensure that corrective
actions can be taken to mitigate any undesirable public health impact

Consultation participants highlighted the need to begin modeling and planning
around the public health impact of certain NPTs that have begun to show efficacy.
This modeling can b e used not only to develop cost -benefit analys es around
emerging NPTs to gauge their possible impact but also to focus on the delivery of
NPTs to different communities. Consultation participants noted that modeling can

be used to support surveillance work and help anticipate areas where monitoring

and evaluation will need to be conducted and how it will be conducted.

Aln depth research on evidence and what in
Consultation Participant
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CHAPTER 6: ANALYSIS AND AREAS FOR PUBLIC HEALTH ACTION ON
NPT s

The objective of this chapter is to provide a road -map for comprehensive public
health action on the delivery of NPTs, based on an analysis of the data from the
project.

As the data presented demonstrates, respon dents are of the opinion that public

health should be assuming a clear er role in a number of areas of action to prepare

for NPTs. For NPTs to have an impact on HIV incidence, public health must take

action to ensure that future HIV prevention breakthroughs will be accessible to
those who need them, and that they will be used optimally in combination with

existing prevention methods. Building awareness, creating an enabling environment

and preparing for the delivery of NPTs are all vital steps in achieving the timely and
equitable implementation of NPTs. To ensure an effective public health response, it

is paramount to develop public health leadership, supportive policies, guidance,

knowledge exchange, education and training, resource capacity, partnerships, and
monitoring and evaluation .! The following recommended areas for public health

action on NPTs are based on an analysis of the data presented in Chapter 5 and are
grounded in the specific core competencies fo r public health in Canada.

6.1 Building Awareness: Public Health Knowledge, Information and
Education around NPTs

6.1.1 Develop Appropriate Education and Training Opportunities
The willingness and ability of an individual or organization to act and imple ment

new strategies requires an ongoing process of informing and sensitizing. The public
health community has identified frontline provider education and training as

essential to the successful introduction of NPTs. As identified in the findings , public

he alth workers with recent training on NPTs were more likely to believe that their

organizations could deliver NPTs in a more timely and equitable manner. Before

NPTs can be promoted and  delivered to populations at risk of HIV, the public health

workforce mu st have adequate NPT literacy themselves. The public health

community must not only be aware of NPTs but also be able to explain their use,

importance and possible implications. Providersdé under :
invariably have an effect on access, upt ake, adherence , etc.*® Education and

training on NPTs must be designed to comple ment and even reinforce existing
prevention options , promoting a comprehensive approach. This will be particularly
important to ensure that the introduction of new HIV preventio n technologies does
not lead to risk  compensation. Education and training will also be required on how

to monitor and evaluate the benefits and limitations of the technology.

Preparing Public Health for New HIV Prevention Technologies




CHAPTER 6: PRELIMINARY REQUIREMENTS AND AREAS FOR PUBLIC HEALTH ACTION ON NPTS

Areas for Action

i. Develop and deliver an ongoing education and training  strategy for public

health workers to raise their awareness of the state of NPT science and

its implications for Canadian HIV prevention efforts in order to reinforce

existing prevention approaches , and to promote combination prevention.

This strategy inc ludes:

o Develop ing anddeliver ing training opportunities for the public health

workforce, offered as professional development through workshops,
in - person or online e-learning  courses, webinars and making use of
existing conferences and training opportunit ies.

o Provide public health with ongoing opportunities in their everyday
practice to interact with new HIV prevention education materials
through information and resource access su ch as listservs, mailing
listsand newsletters.

6.1.2 Ensure the Application of Information and Evidence

To prepare forthe roll  -out of NPTs , public health needs a clear understanding of

existi ng information and policies, their effectiveness, and ongoing research around
NPTs. The public health community has identified the need for a knowledge transfer
and exchange system among federal, provincial and regional levels of public health

that will synthesize, translate and distribute information about ongoing HIV

prevention clinical trials. According to the data presented in Chapter 5 , there is little
consistency in the public health community in terms of level of NPT knowledge. This
varied level of knowledge was directly associated with public health workers

difficulty in obtaining, sorting through and understanding extensive trial

informa tion. Perceptions of the potential impact of NPTs as well as the perceived
importance and sense of urgency to incorporate these were also identified as
important literacy factors . Making relevant research information available and

accessible to stakeholder s for use in practice, planning and policy -making is
necessary to spur public health action on NPTs. A knowledge transfer exchange
system will support consistent, uniform and easily accessible inform ation for public
health workers, clinicians and community -based s ervice providers. A well -informed
workforce with a de  veloped knowledge base is a pre cursor to any public health

action on NPTs .

Areas for Action:

ii. Public health should actively support the development of a knowledge
exchange working group for fed eral, provincial and regional levels of
public health. Possible distribution mechanisms include the Canadian
Microbicides Action Plan ( CMAP ) Implementation Committee, or the MAG -
Net listserv. This working group would include public health
representation an d would
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o Regularly review, translate and distribute relevant trial information,
and stimulate dialogue, to improve knowledge exchange around
NPTs.

o Develop knowledge synthesis tools for partners and clients that

identify  best practices and lessons lear ned in the roll -out of sexual
and reproductive health technologies , identifying sub -topics such as
delivery preparedness, messaging , communicating efficacy, and

counseling to avoid risk compensation.

6.2 Creating an Enabling Environment: Public Health Lea dership, Polic ies
and Guidance Regarding NPTs

6.2.1 Provide Leadership for a Harmonized Approach

Leadership is essential to spur action when discussing a sensitive public health

issue like HIV. The public health community has indicated that there is a n eed to
re-energize HIV prevention in  Canada, specifically highlighting the importance of
leadership around the implementation of NPTs. In order to address the many policy

and programmatic challenges identified by public health in working across
jurisdictio ns on HIV, increased federal leadership was identified as necessary to
address the complexities of policy, guidance, resources, capacity , etc. | ncreased

public health leadership will strengthen government collaboration at the federal,
provincial/territoria | and regional level s and will ensure a clearer vision and a

harmonized approach and possibly achieve consensus. Consultation participants
and key informants consistently highlighted the need for federal leadership to
provide direction for provincial/terri torial and regional public health with regard to

NPT implementation. This is particularly important when discussing the integration

of NPTs within a comprehensive public health approach to HIV prevention and
examining issues related to the timely and equit able delivery of NPTs  across
Canada.

Areas for Action

In response to calls from stakeholders for a strengthened national
response, and consistent with its mandate, public health at the national
level should provide timely leadership around NPT deliver y. This includes:
- Establish ing priorities
- Developing policy and guidance
- Provincial/Territorial coordination
- Allocating resources
- Scenario planning
- Engaging stakeholders

The F / P/ T-AIDS Committee should engage in discussions to understand
jurisdictional r oles and responsibilities with respect to NPTs, and to
support  uniform guidance and coordination between jurisdictions
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6.2.2 Support Necessary Policy Development

Dealing with the increasing complexities posed by HIV infection in Canada requires
a supp ortive and responsive policy environment. Public health stakeholders have

called on federal government to demonstrate leadership and commitment to

comprehensive HIV prevention by developing new policies and strengthening

existing policies relating to NPTs. Specifically, public health key informants called on
the federal government to take leadership and collaborate with other levels of
government and other stakeholders in developing policy frameworks that will
support a renewed approach to the delivery of e xisting and new HIV prevention
approaches. Public health stakeholders require governments at federal,
provincial/territorial and regional levels to provide clear and uniform guidance,
including interim guidance, and quicker policy/practice responsiveness a round
NPTs. These policies would ensure enabling conditions for NPTs by providing

direction for public health capacity, partnerships, knowledge and resources needed

to reach key populations at higher risk. Anticipating challenges through policy

analysis wi |l also play an important part in ensuring the timely and equitable

delivery of NPTSs to those populations that require them most

Areas for Action

iii. The federal government should adjust, update and  develop key
documents  and commitments to more explicit ly refer to and integrate
NPTs as part of a comprehensive HIV prevention approach (e.g., the
Feder al Initiative, Leading Together ).

iv. Public health stakeholders and other partners should ensure public
policy/decision -makers are well informed about HIV and N PTs to
facilitate timely development of supportive policy and funding decisions.

6.2.3 Provide Timely Evidence -Based Guidance

Timely guidance is needed around NPTs to maximize their benefits as they are

proven to be effective and become available, and to minimize the harm that may be
caused by improper or off  -labeluse. Gui del i nes should be based on a
trial data and other research, and will incorporate input from providers, HIV

prevention partners, and “2aridf skoald erdvide mthmuni t i es o
healthcare providers and patients with accurate information. Canada is lacking

guidance on prevention approaches already in use, with nPEP as a case in point

Several provinces have developed their own public health guidance around the use

of n PEP to fill the protocol void. The public health sector, in particular, has a

leadership role in developing recommendations based on evidence -based criteria for
determining who will receive NPTs; on how NPTs will be distributed and promoted,
based on diffe rent scenarios (e.g., NPT supply, NPT efficacy); on the settings in

which NPTs will be delivered; on how adverse events (e.g., reactions, side effects)

will be monitored; on how liability will be managed; and on how the implementation
program will be evalu  ated.
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Areas for Action

Develop and disseminate evidence -based and timely public health
guidance for NPT implementation, including interim guidelines in advance

of regulatory approval. This guidance should be i nitiated at federal levels,
and subsequently adapted to provincial and regional levels.

Full g uidelines should be immediately developed for non - occupational
post -exposure prophylaxis and the use of treatment -as - prevention and
interim guidelines should be developed for pre - exposure prophylaxis to
build inter  -jurisdictional consistency in NPT awareness and access

6.3 Preparing for Delivery: Public Health Resource Capacity and Planning
around NPTs

6.3.1 Build Organizational and Resource Capacity

Addressing the procedures, policies, structures and practice s of organizations is
required to optimize and expand the ir response to HIV. Public health stakeholders
identified the need for increased capacity to deliver both existing and new HIV

prevention interventions in a timely and equitable manner. Integ rating NPTs into
existing HIV prevention, sexual health and clinical care programs will be challenging

due to competing priorities and will be ineffective if existing delivery challenges are

not addressed first . There are already constraints in reaching vu Inerable
populations with existing prevention interventions as regional public health HIV

prevention efforts are already under -resourced, and HIV  -specific funding is
threatened. Sexual health and general health services are also under strain; they

have lit tle time and few resources specifically dedicated to HIV. While existing
public health systems (e.g., vaccine distri bution systems, infrastructure and
guidelines; HIV and STI testing and treatment clinics; sexual and reproductive

health centres; sexual ass ault treatment centres) could be leveragedto  deliver
NPTs, additional public health resources (infrastructure, financial, human resource S,
etc.) must be dedicated to ens ure the system does not become overloaded.

Ensuring the long -term capacity required to deliver existing HIV prevention

methods as well as newer technologies will require a significant boost in resources

and careful resource distribution.

Areas for Action

In anticipation of NPT availability, the public health sector should make a
case for dedicated funding, additional infrastructure and human
resources to avoid overstretching the existing public health system as
NPTs are integrated into comprehensive HIV prevention programs.

Public health should optimize existing public health programs to ensure
appropriate resource distribution , and:
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o Extend service delivery points (e.g., pharmacies, harm reduction
programs, HIV/STI testing clinics, etc.) to key populations at high
risk to ensure NPT access.

o Further address stigma, discrimination and issues of
criminalization that may impede NPT access.

6.3.2 Expand and Develop Strategic Collaboration and Partnerships

Public health stakeholders understand the i mportance of working collaboratively

with community partners which are often better situated to r each key populations,
and of identifying and taking advantage of opportunities for synergy in order to

efficiently make use of limited resources and capacity. These partnerships are
especially helpful in ext endmamggalizegdpodui latorseal t hés r
such as gay, bisexual and other men who have sex with men , people who use
injection drugs , Aboriginal peoples, people from countries where HIV is endemic ,
and HIV -positive individuals not accessing care . Strong collaboration with partners

and stake holders was identified as essential to strengthen on going prevention

efforts and effectively integrate NPTs into existing HIV prevention strategies. Itis
also important for public health stakeholders to collaborate across departments and

across jurisdicti  ons so that there is consistency and cooperation in NPT delivery.

Strong partnerships between the federal , provincial and territorial governments will
further enable the development of health policy; the allocation  of funds for the

health system; and  the promotion of disease prevention, health promotion and

healthy living , all of which will inturn  ensure a consistent and comprehensive

approach to NPT delivery.

Areas for Action

iii. Public health stakeholders should strengthen existing programs through
the development of partnerships with other organizations (community -
based organizations, AIDS service organizations, primary care providers,

HIV specialists) and with vulnerable communities to extend the breadth
and cultural appropriateness of existing HIV pre vention interventions and
address delivery barriers in a coordinated and comprehensive manner

iv. Commit to, and build on, formal mechanisms for collaboration and
consensus  between levels of government to implement NPTs consistently
across jurisdictions

6.3.3 Support Modeling, Planning and Implementation Research

Understanding the specifics of each NPT is critical for planning how to approach

their implementation. Preliminary decisions  on the availability of NPTs should

largely be based on  research, model ing and planning around the public health

impact of specific NPTs, to identify scenarios, plans and recommendations for their
use as well as monitoring and evaluation of their impacts. Research, m odeling and
planning can also inform how best to integrate N PTs into existing prevention

programs and campaigns. Particularly important is the use of operations research,

with meaningful involvement of vulnerable populations, to identify the optimal
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strategies for delivering NPTs. Demonstration projects such as tho se currently
under development in the United States on PrEP 4 and the one currently running in
BC on treatment -as-prevention are needed to inform implementation in Canada.
Cost - benefit analyses would consider costs of delivery and messaging,

manufacturing ¢ osts and capacity, supply, associated healthcare costs, infections
averted, adherence issues, risk compensation, populations targeted, and medical

side effects . Planning will allow for short -, medium - and long -term strategies to be

developed to achievean fiover ar chi ng pub.b" Identifyiegdeliveny g o a |
challenges due to fexisting public health capacit)
to speci fi c “ispadidularly impontantWhen consideri ng partially

effective NPTs, modeling will play a vital role in determining expected outcomes and
exposing potential challenges around uptake, reach, coverage, access, adherence
and acceptability.

Areas for Action

v. Publ ic health at the national level sho uld support social science research
and the development of a multi -sectoral steering ¢ ommittee  that will
monitor promising HIV technologies and develop modeling, scenarios,
plan s and recommendations regarding the introduction and delivery of
NPTs.

o Develo p modeling around a monitoring and evaluation system for
prevention programming to measure the impact of existing
interventions and to prepare for measuring and comparing the
impacts of NPTs

o0 Examine how to integrate NPTs into a comprehensive prevention
approach and develop HIV prevention messaging to optimize uptake,
access and adherence but minimize safety concerns and risk
compensation of both existing interventions as well as NPTs

vi. Engage multiple public health jurisdictions with other partners
(rese archers, community - based service providers, clinicians) in scenario
planning and demonstration projects to develop knowledge about the
delivery of NPTs for specific populations, to provide cost - benefit
analyses, to gauge their possible impact, and to optim ize delivery
methods to specific communities.
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CHAPTER 7: CONCLUSIONS

This document was designed to provide guidance for the public health community

working in HIV prevention to develop policies, resources and programs that address

issues of equity an  d accessibility of new HIV prevention technologi es. It outlines the

Canadian publ i ¢ heal t h uodenmstamd ring,tkgofvledge, information needs,

challenges, and potential role with regard to the introduction and delivery of NPTSs.

The report further asse  sses the capacity of public health to introduce and deliver

NPTs in a timely and equitable manner and identif]
public health community.

In describing the challenges public health currently is encountering with delivering
existing HIV prevention interventions , We begin to appreciate some of the issues
that will be encountered in providing NPTs in a timely and equitable manner as they

are proven to work, approved and become available. Whil e Canadads respons:
HIV has reduced thespreadofHIV ,publ i ¢ husmdpdred dness to capitalize on
the success of recent research is concerning. More must be done to develop public
health guidance around existing and emerging prevention technologies, meet

information needs, supply neede d training and  education to the public health
community , and optimize existing HIV prevention programs and continue social
research for NPTs. There is a growing body of information around NPTs and

priorities are quickly shifting from scientific trials  to i ssues of implementation that
must be addressed.

Public health has been identified as one of the central mechanisms required for the
effective and efficient delivery of NPTs. The public health workforce needs not only

to build its own preparedness, knowled ge, and capacity , but also to engage  more
meaningfully in NPT research, policy and planning. This report has outlined a series
of areas for action calling on public health leaders at each system level and across
jurisdictions for a renewed prevention respo nse to HIV in Canada. The action areas
address issues of leadership, policy, guidance, research, partnership, knowledge

exchange, resource capacity, information , education, monitoring and evaluation in a
manner that identifies the way forward and recommend ed next steps. The success
and failure of NPTs will ult imately be measured by  the preparedness of public health
to implement these needed interventions and will be judged on how these

interventions are introduced, communicated and adopted by the communitie s that
require them most.
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APPENDI CES

APPENDIX 1: NPT SURVEY QUESTIONS
Description

A growing number of potential HIV prevention technologies are in various stages of clinical

OAOAAOAE AT A 1 AU OEAOA OEA bPi OAT OWAMDS a®lndtheE CT E AEAA]
x] Ol A68 4EA EIi PAAO T £ TAx ()6 DPOAOGAT OEI T OAAETTI T
will depend on how effectively we use them in combination with other available HIV prevention

strategies. New HIV prevention technologies inclle medical male circumcision, HIV vaccines,

microbicides, pre-exposure prophylaxis and treatment as prevention. The Canadian Public Health

Association (CPHA) is conducting a survey to understand the knowledge, information needs,

challenges and potential rée of public health workers and civil society in Canada with respect to

the introduction and delivery of new HIV prevention technologies throughout Canada. The people

kindly requested to respond to this survey are those working in HIV prevention in the fldwing

settings: AIDS Service Organization, Communifased Organization, Community Health Centre,

Infectious Disease Clinic, Provincial/Territorial Ministry of Health, Other Norgovernmental

Organization or Public Health Unit. The results of this surveyiWinform a CPHA discussion paper

to be submitted to the Public Health Agency of Canada in September 2011 on policies, programs

and practices related to public health and civil society preparedness for new HIV prevention

technologies in Canada. This suryeshould take 710 minutes to complete and is anonymous and

confidential. CPHA thanks you in advance for your participation.

1. Where is your organization located? (Province)
O Alberta

British Columbia

Manitoba

New Brunswick
Newfoundland and Labrador
Northwest Territories

Nova Scotia

Nunavut

Ontario

Prince Edward Island
Quebec

Saskatchewan

O O OO0 0o o o OO o O O

Yukon
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2. What type of organization d o you work for?
AIDS Service Organization (ASO)

Community Based Organization (CBO)
Community Health Center

Infectious Disease Clinic

Ministry of Health (Provincial)

Other Non Governmental Organization (NGO
Public Health Unit (Health Authority)

Professional Associations

O O OO0 0O o O o0 O

Other, please specify:

3. Which geographic populations does your organization serve? (Choose
all that apply)
0 Urban

O Rural

1 Remote

4. Please check the types of organizations with which you partner (Choose
all that apply)
AIDS Service Organizations (ASO)

Community Based Organizations (CBO)
Community Health Centers

Infectious Disease Clinics

Ministry of Health (Provincial)

Other Non Governmental Organizations (NGC

Public Health Units

O O0o0o0oo0aogoaoad

Professional Associations

0 Other, please specify:

5. Approximately how many full -time equivalent employees does your
organization have working on HIV -rel ated activities?

6. My organization works in the following areas (Choose all that apply)
[0 Awarenessraising, including general information on HIV and AID<

0 HIV testing/ST testing
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HIV community outreach

HIV care (medical treatment)

HIV support and counseling

HIV and AIDS treatment information
Needle exchange

Other harm reduction programs
HIV research

HIV policy

HIV advocacy

O O0o0o0o0oo0oooad

Other, please specify:

7. Do you have any specific programs or projects that target key
populations at higher risk of HIV exposure? (Choose all that apply)
1 Aboriginal peoples

At risk youth

Gay, bisexual and other men who have sex with men
People from countries where HIV is endemic

People who inject drugs

Prisoninmates

Sex workers and their clients

Women

O O0o0o0oo0aogoaoad

No programs or projects that target key populations at higher risk of HIV exposur

8. How many HIV -related client contac ts does your organization deal with
on a monthly basis?
o 0-250

O 251-500

O 501-1000

O 1000+

O Not applicable

9.1 am knowledgeable about the following types of HIV prevention
technologies/approaches (please select for each)
strongly agree disagree strongly

agree disagree
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Female/Internal condoms O @) @) O
Harm reduction strategies O O O @)
Medical male circumcision @) @) @) O
Treatment as prevention O O O @)
Postexposure prophylaxis O O O @)
HIV vaccine @) O ©) O
Male condoms @) O ©) O
Microbicides @) @) ©) O
Pre-exposure prophylaxis O O O @)
Prevention of mother-to-child transmission O O O e
Voluntary confidential counseling and 0) 0) 0) 0)
testing

Partner notification @) O ©) O
Health promotion messaging O O O @)
10. Which statement is true regarding mi crobicides?

O lItis a substance usually in pill form the purpose of which is to reduce the risk of HIV infection
during vaginal or rectal intercourse.

O Itis a substance usually in gel, cream or suppitory form the purpose of which is to reduce the
risk of HIV infection during vaginal or rectal intercourse.

O Itis a substance usually in gel, cream or suppository form that eliminates the risk of HIV
infection during vaginal or rectal intercourse.

11. Which statement is true regarding HIV oral pre - exposure prophylaxis?
O Itis a onetime pill taken prior to a single exposure to HIV; its purpose is to prevent, rather that

treat or cure HIV.

o lItis a pill regimen started before exposure to HIV; its purpose is to prevent, rather than treat o
cure HIV.

O lItis a pill regimen started immediately after exposure to HIV; its purpose is to prevent iattion
and development of disease.

. When was the last time you received training/education in HIV prevention?
In the last year

12

©)

O Two to five years ago
o Over five yars ago
©)

Never
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13. The knowledge/skills that | gained during the HIV prevention
training/education session(s) | attended was valuable to my practice
strongly agree agree disagree strongly disagree not applicable

©) O ©) ©) ©)

14. The HIV prevention training/education curriculum discussed new HIV
prevention technologies
O Yes

o No

15. In my organization | believe education/training regarding HIV
prevention is needed for the following (please select for each)

strongly agree disagree strongly
agree disagree
Female/Internal condoms @) ©) ©) O
Harm reduction strategies O O O @)
Medical male circumcision @) @) @) O
Treatment as prevention O O O O
Postexposure prophylaxis O O O @)
HIV vaccine @) @) ©) @)
Male condoms @) ©) ©) O
Microbicides @) @) ©) @)
Pre-exposure prophylaxis O O O @)
Prevention of motherto-child transmission o e e 'e)
Voluntary confidential counseling and ®) @) @) @)
testing
Partner notification @) O ©) @)
Health promotion messaging O O O @)

16. What is your preferred way of receiving education/training regarding
HIV prevention? (Choose all that apply)
00 Webinars

Online courses
In-person courses
Presentations/workshops

O
O
O
0 Multimedia
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0 Other, please specify:

17. How do you get your information on HIV prevention? (Choose all that

apply)
Websites

Scientific literature

Grey literature
Databases

Peer to peer

Interact with researchers
Media

Listserv or blog
Presentations/workshops

Published reports

O o0o0oo0o0oooogooaa

Other, please pecify:

18. What is your preferred way of receiving information regarding HIV
prevention? (Choose all that apply)
0 Websites

Scientific literature

Grey literature
Databases

Peer to peer

Interact with researchers
Media

Listserv or blog
Presentations/workshops

Published reports

O O0o0o0o0oo0oooad

Other, please specify:

19. My organization is providing HIV prevention interventions in a timely
and equitable man ner
strongly agree agree disagree strongly disagree not applicable

O O O O O
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20. HIV prevention technologies/appro aches are being promoted
effectively by my organization (please select for each)
strongly agree disagree strongly not
agree disagree applicable
Male condoms ®) @) @) @) ©)
Postexposure prophylaxis O O O @) O
Female Condoms @) @) @) @) ©)
Medical male circumcision O @) @) O @)
Harm reduction @) @) @) @) ©)
Partner Notification O @) @) O @)
Preventing mother-to-child O O O e O
transmission
Voluntary confidential counseling O @) @) @) O
and testing
Health promotion messaging ') O O @) O

21. In my organization HIV prevention interventions are reaching key

populations at high risk of expos ure to HIV (please select for each)
strongly agree disagree strongly not
agree disagree applicable
Aboriginal peoples 0) 0) 0) 0) 0)
At risk youth 'e) 'e) 'e) 'e) 'e)
Gay, bisexual and other men who o o) o) o) o)
have sex with men
People from countries where HIV is O e O O O
endemic
People who inject drugs 0) 0) 0) 0) 0)
Prison inmates 'e) 'e) 'e) 'e) 'e)
Sex workers and their clients 0) 0) 0) 0) 0)
Women @) @) @) @) @)
22. | feel that HIV prevention messaging is appropriate and reach ing key

populations at high risk of exposure to HIV with which | work
strongly agree agree disagree strongly disagree not applicable

©) O ©) ©) ©)
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23. What are the constraints and barriers to implementing HIV prevention
effectively in your everyday practice? (Choose all that apply)
Lack of/restrictive policies

Lackof funding

Lack of public health guidance

Lack of human resource capacity

Lack of understanding of importance
Stigma and discrimination

Community and cultural norms

Lack of leadership

Lack of partnership

No anonymous testing

Criminalization

Poor information, education and communication campaigns
Geographic location of target populations
Lack of information/training among staff
Lack of program development capacity

No constraints/barriers

OO0O00o0Oooo0ooo0oooooaoao

Other, please specify:

24. What enables the implementation of effective HIV prevention in your
everyday pract ice? (Choose all that apply)
Policies

Funding

Public health guidance

Human resources capacity
Understanding of importance
Tolerance and acceptance
Community and cultural norms
Leadership

Partnership

Anonymous testng

Good information, education and communication campaign:

(|
(|
(|
(|
(|
(|
(|
(|
(|
(|
(|
(|
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1 Program development capacity
0 No enablers

0 Other, please specify:

25. Within my organization | believe | can influence the following
regarding HIV prevention (please select for each)
strongly agree agree disagree strongly disagree

Accessibility o O @) O
Acceptability o @) O ©)
Awareness O O O O
Adherence e O O O
Quality @) @) @) ©)
Equity O @) O ©)
Messaging e O O O
Delivery e O O O

26. M y organization stays current on new HIV prevention technology
research
strongly agree agree disagree strongly disagree not applicable

©) O ©) ©) ©)

27. My organization is responsive enough to deliver new HIV prevention
technologies in a timely and equitable manner once they are approved
strongly agree agree disagree strongly disagree not applicable

©) @) ©) ©) ©)
28. | believe new HIV prevention technologies will play an important role

in reducing the spread of HIV
strongly agree agree disagee strongly disagree

©) O ©) ©)
29. HIV is an important public health issue for your region
strongly agree agree disagree strongly disagree

©) O ©) ©)

Preparing Public Health for New HIV Prevention Technologies




30. HIV prevention is sufficiently prioritized within your
provincial/territorial HIV policy documents
strongly agree agree disagree strongly disagree

©) O ©) ©)

31. My work in HIV prevention is guided by standards, policies, practices

and guidelines at the - (please select for each)
strongly agree disagree strongly
agree disagree
International level O O @) O
National level @) @) @) ©)
Provincial/Territorial level 0) 0) 0) 0)
Organizational level O O O O
Professional association O O @) O
level
Cultural appropriateness 'e) ®) @) @)

32. | have participated in developing HIV prevention
Yes No

Policies o 0O
Programs o O

Sex
O Male

O Female

o Other

Age -

Highest level of education achieved
O Secondary

Undergraduate
Graduate
PhD

O
O
O
O BScN
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©)
©)
©)
©)
©)

O
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o MD
O Other

Occupation

Years experience working with HIV

Comments
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