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Testing, Reaching the Undiagnosed and Linkages to Care Solutions

Outline — Setting the Stage — Why are we here ??

The context — Reaching the undiagnosed***

The Pan-Canadian STBBI Framework

What we already know — now time to adapt and apply

REACH 3.0 Bringing new STBBI tests to market in Canada
REACH 3.0 Testing-Linkage Program — Phase |
Community-based opportunities — “Bring the test to the people”
Testing scale-up, indicators, and monitoring / evaluation

Pragmatics of self-testing — delivery options, access and delivery,
support, linkage to care, and monitoring/evaluation

HIV testing awareness campaigns and PSAs — need more visibility
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CANADA'S PROGRESS ON MEETING THE 90-90-90
HIV TARGETS

In Canada at the end of 2016, 86% (plausible range 78-94%) of the estimated 63,110

(plausible range 55,500-70,720) persons living with HIV were diagnosed. Of those diagnosed, If We Want to e nd the H IV

81% were estimated to be on treatment (plausible range 75% to 87%) and an estimated 91%

of persons on treatment had suppressed viral load (plausible range 87% to 95%) (Figure 1). e p I d e m IC I n Can ad a
]
FIGURE 1: Estimated number and percentage of persons living with HIV, diagnosed, on 90% WI II not be enoug h

treatment, and virally suppressed in Canada at the end of 2016 (vertical bars represent

plausible ranges). to get there —_—
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Priorities:
1. We will need >95%
2. Focus on 1st 2 bars

ESTIMATED NUMBER

Living with HIV  Diagnosed with HV  On treatment Suppressed virus

Estimated % - Bb% 81% N%
Plausible range (%) - 78-94% 75-87% 87-95%

Estimated # 43,110 54,020 43,480 39,960
Plawsible range () 55,500-70,720  49,200-53,320 _ 40,520-47,000  38,000-41,500
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BLUEPRINT TO
INFORM HEPATITIS C

ELIMINATION EFFORTS
IN CANADA &

Estimated 250,000 infected —

44% who are undiagnosed

J Centre for
‘ Urban Health
Solutions

Figure 8. Hepatitis C virus (HCV) preval

Up to 66% of people who
inject drugs have past or
current HCV infection.

66%

Nearly a quarter of
prisoners in federal and
provincial correctional
facilities have a past or
current HCV infection.

g Priority populati

35%

Up to 35% of all HCV
infections in Canada are
among immigrants and
newcomers, especially
those from countries
where HCV is common.

Up to 75% of all HCV
infections in Canada
are among people born
between 1945-1975.

Figure 3. Provincial and territorial hepatitis C virus (HCV) estimates (total HCV cases) 2
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N , , Just one example:
Number of syphilis cases in Alberta continues to

rise during outbreak
uring In Alberta:
f (v = (&) (in 1,536 cases in 2018
Most of the new cases have been diagnosed in the Edmonton area 1'753 Cases already in 2019

CBC News - Posted: Dec 09, 2019 12:52 PM MT | Last Updated: December 9

In 2014 — only 160 cases in all of
Alberta

Since 2014, there have been 61
cases of congenital syphilis, with
38 of those this year —and 31 in
Edmonton.

The organism treponema pallidum, which causes syphilis, is seen through an electron microscope in this 1944
file photo. (The Associated Press)

The number of syphilis cases in Alberta continues to rise, with the province in the midst of
another outbreak.

St. Michael’s
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Context - Progress in other G7 Countries
[E]ﬁ)aldsmap News

Epidemiology InC|dence |n
Could UK HIV transmissions really go down to gbMSM fell 71%
near-zero by 2030? The latest report suggests so from 2014 to 2018

90% viral suppression rate reached in London; most people on ART now
have lower death rate than the general population

Gus Cairns | 16 January 2020

Public Health England cites, as measures we must improve if we are to reach this goal:

¢ more testing in non-traditional settings such as A&E departments, prisons and via self-testing;

® more consistent testing of people who come to clinics with symptomatic STls (over a third of
STl attendees who fell within HIV testing criteria were not tested last year); and

¢ instituting routine commissioning of PrEP in England which, it says, may bring about a further
“rapid fall in new HIV diagnoses in gay and bisexual STI clinic attendees from 2019 onwards”.

Inspiring Science. Health Solutions

o J St. Michael's
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The STBBI Framework

The Pan-Canadian STBBI Framework for Action

Vision

— STBBIs are rare
A PAN-CANADIAN

FRAMEWORK FOR ACTION — People living with STBBI receive the
care and support they need

Outcome

— Reduce health impact of STBBI in
Canada by 2030

Strategic Goals
— Reduce incidence of STBBI

Redlicing fhe-Hsath — Improve access to testing, treatment
Impact of Sexually
Transmitted and and ongoing care and support
Blood-Borne Infections
in:Eanada by 2050 — Reduce stigma and discrimination that
create vulnerabilities to STBBI
AR

Public Health Agency of Canada (released June 27, 2018)



The STBBI Framework

CORE PILLARS

@ PREVENTION
@

ENABLING
ENVIRONMENT

INITIATION
OF CAREAND
TREATMENT
ONGOING

CARE AND

SUPPORT

) Meaningful engagement of people living with , Human rights
HIV and viral hepatitis and key populations P Health equity

, Moving towards truth and reconclliation , Multl-sectoral approach
» Evidence-based policy

pRl NC I PLES » Integrated approach

» Cultural relevance and programs

Public Health Agency of Canada (released June 27, 2018)

Comprised of four
interconnected pillars that
span the continuum of STBBI

care:

1. Prevention*

2. Testing™**

3. Initiation of Care and
Treatment*

4. Ongoing Care and Support

The four pillars are embedded
within an enabling
environment

Includes eight Guiding
Principles



The STBBI Framework — Success Factors: People and Integration of Efforts

AN APPROACH TO ADDRESS

STBBI IN CANADA

A Shared Responsibility

1. Partn

erships and collaborations**

The success of the Pan-Canadian STBBI Framework for Action depends on the commitment of
all partners and stakeholders working within their respective roles (Annex A). No one sector or
government can reduce the health impact of STBBI alone—it will require collaboration to succeed.

—
Itis expected that partners across Canada, in various sectors, can identify how and where they can

best contribute to these collective efforts
include (@mong others)people living with
communities, civil society, academia and

front-line providers.

The Pan-Canadian STBBI Framework for Action’s core pillars are supported by a strong foundation of
surveillance, research, knowledge mobilization, and monitoring and evaluation.

Surveillance systems provide key information
about the epidemiology of STBBI in Canada.
They also help identify key populations and
locations where action is needed to reduce
the public health impact of STBBI.
Surveillance can also contribute to
monitoring and evaluation of polj
programs, and interventions.

ies,

Knowledge mobilization enhances the
integration of information and evidence into

services and products to strengthen the

&

Research is essential to develop STBBI
related policies, programs, and interventions.
The development of innovative interventions
d treatment methodologies is necessary
to reduce the health impact of STBBI.

Monitoring and evaluation determines
progress and identifies gaps or limitations of
policies, programs, and interventions. All
actions identified as part of specific
ementation plans must be regularly

healthcare system overall.

I 2.Integration and alignment™*

Public Health Agency of Canada (released June 27, 2018)




The STBBI Framework — Testing Pillar — Principal Focus for Meeting

ENHANCED TESTING: OPPORTUNITIES FOR ACTION

1.

Provide health professionals and front-line service providers with knowledge,
skills and resources to implement person-centred®, culturally-relevant, and
integrated testing that respects patient privacy and rights.

. Ensure appropriate linkages to prevention, treatment, and care resources

are provided to individuals who have been diagnosed with, or at risk of, a
STBBI.

. Research, implement, and evaluate innovative and emerging testing

technologies, testing approaches, and sustainable quality assurance systems.

. Improve availability of, and access to, evidence-based testing technologies

and approaches in a variety of settings.

. Normalize the offer of STBBI testing among healthcare providers while

individual rights to confidentiality, pre- and post- test counselling, and
informed consent are respected.

*A person-centred approach means that health professionals and front-line service providers work together with
people to ensure tjay services are tailored to indivdual needs

Public Health Agency of Canada (released June 27, 2018)
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‘. Ending the HIV Epidemic
/~ in Canada in Five Years

It's Time to Act
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“I have been impressed with the urgency of doing.
Knowing is not enough; we must apply.
Willing is not enough; we must do.”

LEONARDO DA VINCI
(ARTIST AND SCIENTIST)

The Context

Unlike other G7 countries, Canada is not seeing a reduction in the
number of new people being diagnosed with HIV, notwithstanding
significant investments over the past many years.

Recent data from the Public Health Agency of Canada (PHAC) indicate
that in 2016 an estimated 2,165 people became infected with HIV in
Canada.! This is one new infection every four hours. Our numbers are
almost 10% higher thanin 2014.

Jurisdictions around the world have launched new, highly targeted
initiatives to end HIV, including “Getting to Zero” and the UNAIDS
strategy to end AIDS by 2030. Although Canada has endorsed the
UNAIDS 90-90-90 target? (90% diagnosed, 90% of those on tregtment
and in care, and 90% of those who are suppressed), we lag behi
others in reaching these targets. But with strategic interventio,
believe that in the next five years we can “bend the curve” an
HIV epidemic in Canada. New cases of HIV will become rare

How is Canada Doing?
Itis estimated that there are 63,110 people living with HI
but only 86% of those are diagnosed (1** 90 target) - this
9,090 individuals who have undiagnosed HIV infection,
country who are not adequately connected to our health care system.
While many G7 countries are seeing progressive declines in the numbers
of those undiagnosed - we are not in Canada.

For those people diagnosed with HIV, 81% are now on antiretroviral
treatment (2" 90 target), and of those, 91% have suppressed viral load
(390 target).

While we have reached one of three key UNAIDS targets, we cannot
lose sight that there are 23,150 people who are still falling through the
cracks along the cascade (see chart on right)*. All of these people are not
benefitting from appropriate prevention, treatment and ongoing care
and supportive services to support their own health. And we can prevent
the further transmission of HIV if our public health, community-based
and health care systems can support these individuals to get tested,
diagnosed, be on treatment and achieve viral suppression.

We have to change our approach.

In contrast to most other developed countries, we do not have the
leadership in place or a national coordinated approach that is needed.
But with targeted and pragmatic interventions for testing, reaching
those who are undiagnosed, and supporting more people to manage
and adhere to treatment, and achieve viral suppression, we can
achieve (and exceed) Canada’s UNAIDS commitment to all three

of the 90-90-90 targets - and Canada can effectively end its HIV
epidemic in the next five years.

Page 2 | Ending the HIV Epidemic in Canada in Five Years

Who Are the 23,150

PeoBIe We're Missinﬁ?

People living with HIV
in Canadawho
remain undiagnosed

10,340

People diagnosed
whoare noton
treatment

3,720

People diagnosed and
ontreatment who
have not achieved
viral suppression

23,150

}
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Modelling HIV Transmissions Along Care Continuum

Morbidity and Martality Weekly Report

FIGURE 1. Percentage of persons* with human immunodeficiency
virus (HIV) infection and percentage of transmissions along the
continuum of HIV care’ — United States, 201651

100

Vital Signs: HIV Transmission Along the Continuum of Care — United States, 2016

Zibao Li, PhDY: David W, Pureell, J1, PhDY Scephanie L. Sansom, PRDY; Demorah Hayes, MAL; H. rene Hall, PhD!

Ou March 18, 2019, this repart swas possed as an MMWR Eavly Release on the MMWR website (hutps: e cale gousmmmsor). J’

Abstract _

: : ) o ) ) 1 O Persons

Background: In 2016, an estimated 1.1 million persons had human immunodeficiency virus (HIV) infection in the .
United Stares; 38.700 were new infections. Knawledge of HIV infection status, hehavior change, and antiretroviral 60 . Transmissions
therapy (ART) all prevent HIV transmission. Persans who achieve and maintain viral suppression (achieved by most -
persons within 6 months of starting ART) can live long, healthy lives and pose effectively no risk of HIV transmission
o their sexual paraers.
Methods: A model was used to estimate transmission rates in 2016 along the HIV continuum of care. Data for sexual 50
and needle-sharing behaviors were abained from Mational HIV Behavioral Surveillance. Estimated HIV prevalence,
incidence, receipt of care, and viral suppression were obtained from National HIV Surveillance System data. 40

Results: Overall, the HIV transmission rate was 3.5 per 100 person-years in 2016. Along the HIV continuum of care,
the transmission rates from persons who were 1) acutely infected and unaware of their infection, 2) non-acutely infected
and unaware, 3) aware of HIV infection but notin care, 4) receiving HIV care but not vrally wpprewed and 5) mlu.ng
ART and virally suppressed were 16.1, 8.4, 6.6, 6.1, and 0 per 100 p
transmissions generated by each group were 4.0%, 33.6%, 42.6%, 19.8%, and 0%, m.!pecnvely

Conclusion: Approximately 80% of new HIV transmissions are from persons who do not know they have HIV infec-

tion or are not receiving regular care. Gaing forward, increasing, the percentage of persons with HIV infection who have
achieved viral suppression and do not transmit HIV will be critical for ending the HIV epidemic in the United States.

Percentage of
HIV-infected persons/transmissions

w
o
1

N
(=}
1

[=}
1

Introduction

Medical treatment has substantially improved the health,
quality of life, and life expectancy of persons with HIV infec-
tion (). The benefits of treatment are maximized with sup-
pression of the virus (<200 copies of HIV/mL of blood an the
most recent viral load test), which benefits healch and decreases
rates of transmission. Four recent studies found that viral sup-

pression prevented sexual transmission of HIV (2-5). Together,
these prospective studies found no HIV transmissions arribut-
able to sex berween HIV-discordant couples when the partner
with HIV infection was on treatment and maintained viral
suppression, despite documenting tens of thousands of acts
of condomlcss sex in which the HIV-negative partncr was not
using preexposure prophylaxis. These findings indicate that
HIV transmission can become a rare event if persons with

scientific underpinning ta the new federal initiative headed by
the U.S. Department of Health and Human Services (HHS) o
end the HIV epidemic in the United States wichin 10 years (6)

Despite the availability of effective treatment, many of the
1.1 million persons with HIV infection in the United Stares
are not effectively treated (7.8). In 2013, amol
with HIV infection, 14,
were nat in and 48
In addition, sexual and injection-drug-associated risk behav.
iors varied with knowledge of HIV infection status and aceess
to care (9,00, Lack of effecrive rreatment results in worse
outcomes for persons with HIV infection and hi
HIV transmission and was assaciated with 38,700 new HIV
infections in 2016 (8). To focus national and local prevention
efforts ta eliminate HIV, CDC used a model to estimate the

id not have a
' were not virall

T rates of

infection can obr
suppression. Today's
prescribed in the past, sometimes requiri
formulations, with few effects; most persons with HIV
infection can achieve viral suppression within 6 months of
initiating rrearment. These findings also provide an importane

the continuum of care.

treatment and achieve and maingin vial  number of persons and HIV transmissions at cach step along

US Department of Health and Human Services/Centers for Disease Control and Prevention MMWR / March 22. 2019 / Vol.68 / No.1) 267

04
Unaware Infected Receiving Taking
of and care/ ART/
HIV aware/ Not virally Virally
infection Not in care suppressed suppressed
Status of care

Abbreviation: ART = antiretroviral therapy.

* Percentage of persons in each subgroup averaged over 12 months in the model.

* Receipt of medical care was defined as one or more test (CD4 or viral load) in 2016.

8 Viral suppression was defined as <200 copies of HIV/mL of blood on the most
recent viral load test.

T Unaware of HIV infection includes acutely infected and non-acutely infected
persons unaware of their HIV infection.

80% of new HIV transmissions arise from: (1) persons with HIV who have not
yet received diagnosis (15% - who contributed 38%); or (2) those who have
diagnosed infection that is not controlled (23% - who contributed 42%)

St. Michael’s
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Integrating Primary and Secondary Prevention Critical S realth

AS

’
PRIMARY HIV PREVENTION Incemacona
(Reduction of acquisition risk) Commentary

‘ Towards an i d primary and dary HIV p

‘ Initial HIV Testing

continuum for the United States: a cyclical process model
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pr;e\{:antl;)n HIV Care Continuum Keywords: IV prevention; continum; PrEP; process model; cycl; testing
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Engaged, -
retained & Retesting
adherent

success)

Figure 1. Comprehensive HIV prevention processes. Conceptual framework illustrating the interplay between processes to halt both the
acquisition and transmission of HIV. The primary HIV prevention cycle, left, begins with HIV testing. Risk and needs assessments, linkage to
services, engagement in risk-reduction prevention interventions and HIV testing are repeated for as long as an individual remains at risk for
HIV acquisition.

Community-based and health system collaboration and integration
for testing and linkages is critical to reach the undiagnosed
--> These need to intersect + overlap — not operate in parallel

St. Michael’s
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Canada is losing ground with POC testing Solutions

Canada purchased 59,000 INSTI POC test
INSTI HIV Test Kit kits in 2018 — 33% reduction from 2011

Distribution in Canada
and US, 2014-2017

HIV Point-of-Care Testing with INSTI

* |n addition to INSTI The US

has 6 FDA approved, CLIA
waived HIV POC tests:
Determine HIV Ag/Ab
Combo; Qraquick; Stat Pak,
Sure-Check, DPP; Unigold.
— ] — —

In Canada’ only INSTI |5 2014 2015 2016 2017
approved for POC testing
with fingerstick blood

Graph represents

distribution in 100k
increments Source: biolLytical Laboratories

HUSA mCANADA

St. Michael's
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POC and Self-Testing - We have the evidence - We need to act on it

Widespread support for POC / HIV Self-Testing Ease of use of HIV Self-Tests

T

P trontiers -
P ——
® Prospecnve observational study to evaluate the
=, Houm & il Vi, performance of the BioSure HIV Self-Test in the hands

A Global Review of HIV Self-testing: Themes and Implications

What do Key Stakeholders Think About HIV Sell-Testing
in Canada? Results from & Cross-Sectional Survey of lay users

e T

! Laurs Pilis, Ana Miliic

HIV Point-of-Care Testing in Evaluation of the accuracy and ease of use of a rapid HIV-1 Antibody () ces P M St G Lapeal - M

Canadian Settings: A Scoping Test performed by unteained operators at the point of care

S G Kov Coca Aoy Lol Lawrcce . Waldnan
Review Ronild £ Fowers

(A C. Dy, Chutstopher & Shackie

it

L P ——
Sbareiar, wceirons

[T

Promoting testing interventions: Reviews  Acceptability / Cost-effectiveness of HIV Testing

[

Prevalence of HIV infection and acceptability of point-of-care

- S
@ testing in a Canadian inner-city emergency department

Soclal Media Interventions to Promote HIV Tasting, Llnkage Health Policy

Adherence, and R Review and Mel ﬂnm:mm i Synches RS, 130 4 Takc Gratie, 10,1344 Rl Rario, M5, MIMAS™A The Cost-Effectiveness of Human Immunodeficiency Virus PR
s Sttac i ek Gasaon, anc O, o | P, 0, Testing and Treatment Engagement Initiatives in British
Bdin oA, 1k L g W' 0 b Complot e . Ligpsan ke Moss” Mgt Lghaacs” Columbia, Canada: 2011-2013
wi PO i P’ MO, o D T e At et e e o i et b Cost-effectiveness of HIV screening in high-income countries: A

e e b b .t e 18 et systematic review

Fabrizio Bert”, M,
Bsciial s Masora’. Sivana Socinares Bt Siatid
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Testing Guide, Deliberative Dialogue, Action Plan gopan e

Canada’s source for
CATIE o
A information
| —

HUMAN IMMUNODEFICIENCY VIRUS
NATIONAL DELIBERAE}IE

HIV SCREENING AND TESTING GUIDE DIALOGUE ON REACHING
THE HIV UNDIAGNOSED:
SCALING UP EFFECTIVE PROGRAMMING
APPROACHES TO HIV TESTING AND
LINKAGE TO PREVENTION AND CARE

Thursday, October 13 and Friday, October 14, 2016

HIV Point-of-Care Testing
(POCT) in Canada:
Action Plan 2015-2020

Jacqueline Gahagan, Brian Condran, Mohammad Hajizadeh

Pt vt ela o DECEMBER 1, 2015
1l e Canada

Agercy of Garada puisiue d Canaca.

MEETING REPORT

St. Michael's
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What we Already Know - Access Really Matters — and Personal Choice

No one-size-fits-all model for testing

POCT with lay testers integrated in

BN 1## |
% Wﬁ‘ poeit fmﬁ '!‘
S S

®
Reaching the right people, at the right time, W POCT Duo Test in Gay men’s Clinic

at the right place, with the most effective

programs )4
X Self-testing at home

Courtesy of Geneviéve Boily-Larouche, NCCID

St. Michael’s

Inspired Care Centre for Urban
Inspiring Science. [ Health Solutions




Bringing New Testing Technologies to Market in Canada

REACH - Private-public partnerships with Industry Partners:

bioLytical Laboratories — HIV Self-Test, HIV-Syphilis multiplex, HCV POC:
1. INSTI HIV Self-Test — Study with 1,000 end-users to perform and interpret
test results (Expect completion by March 2020)

2. HIV-Syphilis multiplex study — Treatment study in Edmonton and northern
AB with 1,000 patients to address health crisis — Starting April 2020

3. HCV POC test — Assay validation work with BC-CDC underway, with
clinical studies to begin in Canada in 2" half of 2020, if needed.

OraSure = Oral fluid HIV and HCV self-tests

4. OraQuick HIV self-test — Have regulatory data requirements by Health
Canada for studies needed — planning underway — 15t studies to start in Q2

5. OraQuick HCV self-test — Forming expert working group to discuss / make
recommendations of need for HCV self-test in Canada.

MedMira — HIV-Syphilis multiplex - Multiplo

6. HIV-Syphilis multiplex study — Treatment study in Edmonton and northern
AB with 1,000 patients to address health crisis — Starting April 2020.

St.Michael’s
DA I‘I] Inspired Care. Centre for Urban
Inspiring Science. | Health Solutions



Bringing New HIV, HCV and Multiplex Testing Technologies to Canada

Over 99% accurate

OraSure Technologies, Inc.

ORAQUICK:

10 ) o) xs v o e
(O e
R s o0 o s 20 mmain

¥ Pk do bty ol

Singlo Une Teat
1 Prusho no reusizoble
N

(O biolytical €€ 2......

nsri)

e —— o w MULTIPLE
<

 for Syphil

philis* Ab Test

of HIV-1 / HIV-2 |
um or EDTA plasma,

Rapid
Antibody

=OraQuick #:
g

The first FDA-approved, CLIA-waived rapid HCV test
HCV antibodies in fingerstick and
jes healthcare providers to deliver an

Th V te:

Accuracy:

Ciinically proven performance, OraQuick® HCV is greater than 98% accurate.

Appropriate For Testing In:

OraQuick® is CLIA-waived and is appropriate for testing in locations such as:

= medmira

multiplo

rapid TP/HIV test

C

P OD HIV

St. Michael's
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New Testing Technologies to Market in Canada — Workplan / Timeline

Expected Approval

1. bioLytical INSTI HIV Self-Test 2020 Q3

2. OraSure — OraQuick (oral fluid) HIV self-test 2020 Q4 /2021 Q1
3. bioLytical HIV-Syphilis multiplex 2021

4. MedMira Multiplo HIV-Syphilis multiplex 2021

5. bioLytical HCV POC 2021

6. OraSure — OraQuick (oral fluid) HCV self-test 2021/2022

o St. Michael's
Y DA I‘IJ Inspired Care. Centre for Urban
N Taul

Inspiring Science. Health Solutions



Building Private—Public Partnerships: REACH (CIHR) and CANFAR

() iy
/\v,u DS | SENeCHERCHE 4 ABOUTUS™ OURPRIORITIES ~ RESEARCH ~ AWARENESS  GETINVOLVED ~ WAYSTOGIVE Q
\RESEARCH SUR LE SIDR -

New study will evaluate HIV self-testing for
the first time in Canada

66

CANFAR is very pleased to support this first national HIV self-test study. This was a major
recommendation of our national working group that put together the action plan ‘Ending
the HIV epidemic in Canada in Five Years'. Additional HIV testing options will connect more
people with HIV prevention, treatment and care efforts that can help them effectively
manage their overall health - and contribute to ending the HIV epidemic in Canada.

Alex Filiatrault, CEO of CANFAR.
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NATIONAL PROGRAM FOR REACHINGJ:FE)JNDIAGNOSED W ITH STBBIs — PHASE |

Indigenous-Led DBS Testing (2018- National Lab (PHAC)

gbMSM: POC/Home Testin[(?BStg 22) — CBRC/U.Vic/Advance Alliance

HIV/Syphilis Multiplex P 05C/(2020-21 erta Health Services/U.Alberta
POCH ) — McGill Team
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INSTI — Sept 29, 2019 Health Canada Approves for Lay

Testers

2 biolytical

nsti)

HIV-1/ HIV-2 Antibody Test

S aine T@St : o e

New Possibilities. %

() biolytical

INSTI now avallable for expanded point-of-care use in Canada

The world’s fastest HIV fest is more accessible than ever before as Health Canada approves
revised Intended Use statement.

RICHMGND. BE September 18 2019 /GLOBE NEWSWIRE! — biolytical Lahoratories, & world
leader in rapid diagnostic tests for infectious diseases, is pleased to announce that the [NST
HIV-1/ HIV-2 Antibody Test is being made more widely available in Canada. A recently
approved amendment to INSTI's Intended Use statement means the test can now be used by
HIV testers and healthcare providers in a significantly expanded variety of seftings

Knawn globally for its outstanding performance, INSTI uses innovative technology te deliver
instant. accurate HIV test results from a one-minute procedure. The test’s updated Intended
Use statement makes it possible for an increased range of healthcare professionals to use
INSTI, including HIV counsellors and peer testers. It also allows for INSTI to be performed in
mare point-of-care (POC) settings Including outreach testing events. This is similar to the CLIA
Waiver in the United States, which was granted to INSTI in 2012, The walver certifies that
INSTI is a “simple laboratory examination or procedure that has an insignificant risk of an
erfoneaus result * This means the test can be perfarmed by a variety of users in POC settings
across the country.

This is impartant news for Canada’s community-based organizatians and HIV research
community, wha have been calling far better access to HIV POC test delivery for many years.
“This is a watershed moment in Canada. With this increased delivery access of HIV POC
testing, we wil be able to significantly support the scaling up of community-based models to
‘bring the test to the people.’ It is only in this way that we will reach those who are undiagnosed
with HIV and wha need testing the most, Natably, their health, livelihood and survival depend
on this increased access,” said Dr. Sean B. Rourke, FCAHS, MAP Scientist and Director of
CIHR Centre for REACH 3.0, St. Michael's Hospital.

INSTI was approved by Health Canada in 2005, making it the only POC HIV test of its kind in
the country. At the time of its approval, the test was designated for use only In medical POC
settings such as doctors' offices, clinics and laborataries aceording to the Intended Use
statement. This also meant that only trained healthcare professionals such as doctors, nurses
and laboratory technicians were pemitted to perform the test. INST! is successfully used in
traditional and non-traditional testing models worldwide due to ts fast, flexible pracedure,
accuracy and ability to detect HIV as sarly as 21-22 days post-infection.

Convenient, accessible HIV testing is increasingly important in Canada amid reports that HIV
is on the rise. An estimated 14% of people living with HIV in Canada are undiagnosed, which
represents 8,090 individuals who are not aware of their status. Papulations who may be most
al-risk include people who live in remote communities, men who have sex with men, people of
African and Caribbean background, Indigenous peoples (First Nations, Metis and Inutt), people
who use intravenous drugs, and at-risk youth and women

INSTI HIV POC Test: Opportunities for front-line

community-based sector to “Bring the test to the people’

)
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Reaching the Undiagnosed with HIV: 9,000-10,000 People

TARGETED/STRATEGIC IMPLEMENTATION — BEYOND95%
3-Year Plan to reach >95% Diagnhosed: min 1.5M Tests Required

Type of Testing 2020 2021 2022
Venous Blood Draw 1.5M 1.5M 1.5M
Dried Blood Spots 10K 10K 10K
Existing POC 60K 60K 60K
Additional Tests Required
POC tests 80K 100K 250K
Self-test / home testing 20K 300K 750K
Multiplex POC testing* 2K 10K 50K

TOTAL 1.67M 1.97M 2.57M

(2019: Baseline 1.61 million/yr)
K=1,000; M=Million. *Multiplex POC (HIV/syphilis, HIV/HCV) — amount would lower single POC tests required
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f you can not measure it
JOU can Not improve it

Lord Kelvin
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HIV Self-Testing (POCT) — Indicators, Monitoring / Evaluation

INDICATORS TO BE TRACKED FOR HIVST INCLUDE:

-

Number of HIVST kits delivered and to whom

Proportion of self-testers choosing different deliver and
follow-up options

Proportion of self-testers who are 15t time testers

Change in proportion of key population members who have
ever been tested for HIV

Proportion of self-testers linked to confirmatory testing
Proportion of self-testers enrolled in care

Proportion of self-testers initiates on ART

% ] St.Michael’s
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Testing, Reaching the Undiagnosed and Linkages to Care ggm?oligalth

Health economics of targeted and responsive testing in Canada

Conduct economic evaluation (including both cost-effectiveness and cost-utility
analysis) of HIV testing strategies from the perspectives of Canada’s health care
system and society. Simulate the cost, value for money and affordability of
innovative testing in Canada based on best-practice guidelines.

1. Micro-costing studies of innovative testing: Estimate and compare unit cost
(per individual) of each testing strategy (HIVST, DBS, POC and Pharmacy-
based STBBI). Conduct empirical costing study from a societal perspective and
estimate the start-up, scale-up and implementation costs (e.g., staff training
level and time, travel costs) and estimating unit cost of each resource from
diagnosis through to linkage to care / treatment initiation.

2. Economic evaluations: Evaluate the potential impact of testing strategies on
patterns of HIV, HCV, or STBBI, new diagnoses, and linkages to care.

3. Budget impact analyses: Develop budget impact models to estimate costs of
implementing each testing strategy.

St. Michael's

Inspired Care. Centre for Urban
Inspiring Science. | Health Solutions




Brazil — Reduced HIV undiagnosed: 31% to 14% in 3-4 years

The Ministry of Health in Brazil to distribute HIVST
kits for free

As of January 2019, the 'Sistema Unico de Saude' (SUS) will : ,

; . Vigilancia, P O
offer, free of charge, a self-test for HIV diagnosis. Currently, c?mi’;,‘:d asr f;{ nﬁ %fV/Alds e
the self-test is only sold in private pharmacies. das Hepatites Virais

With the distribution in the public network, citizens will be
able to take the self-test in the Basic Health Units (UBS), A

collect the sample itself (oral fluid or blood) and report their S Q O o
result. According to the Ministry of Health, the self-test will —aronr

0 Qut [ Uw auTOTISTE ommnu-nnn SABA MAT LOBE O
MO D8 ey

increase the autonomy of the individual, decentralize
services and create demand for HIV testing among those -———— o l”,;*{?
not reached by the services or who need to be tested more y————— — s gamwo o ntoe et
frequently due to continuous exposure to risk.

More people will have access to diagnosis, increasing the

reach of free treatment provision, as there will be 400 000 self-tests distributed.

St. Michael’s
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The Pragmatics: HIV Self-Testing — Wide Range of Delivery Options

St. Michael's

Inspired Care.
Inspiring Science.

HIV SELF-TESTING DELIVERY OPTIONS*
HIV self-testing Where do | want Whom do | want Where do | want Whom do | want to
advertised to obtain a present when | to perform the follow up with me
self-test? test myself? test? to link me to health
services (including
HIV treatment and
care, if reactive)?
— Private —

Through Peer Peer Outreach || Home/ Peer Outreach
Outreach Worker 1 Elsewhere Worker
Workers __| Peer Outreach |__

Worker
— Private ]
At Drop-in Center/ . Drop-in Center, H%a::thkCare
Hot Spots Health Facility [ [, o Health Facility orker
Worker
L | Private — Pharmacist
At B | Pharmacy/
Pharmacies Pharmacy Elsewhere Community-
— Pharmacist [~ Based
Organization
Worker
Designated
; ; Pick-up Point
Dating Sites/ Private Health Care
Apps Worker
Surface Home/
Online/ Social Mail Peer Outreach Elsewhere Peer Outreach
Media Worker Worker
Peer Qutreach
Worker
Courtesy of WHO

Centre for Urban
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The Pragmatics: HIV Self-Testing — Support Tools

Table 2.3. Support tools for directly assisted and unassisted HIVST
approaches

Support tools ‘ Directly assisted Unassisted

Brief in-person, one-on-one or group
demonstrations on how to correctly use the kit v
and how to interpret the results

Internet-based, virtual or social media
demonstrations on how to correctly use the kit v v
and how to interpret the results

In-person assistance during self-testing procedure v

Instructions for use:

e Pictorial/written

e Brochures or flyers that include information v
on local HIV services and contact details, for
example, health clinic, 24hr hotline

¢ Multimedia instructions

Remote support via telephone, social media,
text message, QR code, Internet-based or mobile v v
messaging applications

Courtesy of WHO
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HIV Self-Testing — Potential Linkage Strategies / M&E

Box 2.5. Summary of linkage strategies following HIV self-testing

Proactive, community-based follow-up by peer and/or outreach workers
(in-person or via telephone/text message/social messaging platforms).
Particularly in instances where trained community-based workers are responsible
for HIV self-testing (HIVST) kit distribution, these workers can offer follow-up and
additional post-test counselling, as well as assistance and/or accompanied
referral to confirmatory testing services.

Home-based treatment assessment and initiation, with support and
active follow-up through community-based networks. This approach has
proven to be an effective way to support linkage to care in Malawi among the
general population, including young people (10,60). The same approach has been
used effectively among key populations in Viet Nam (55).

Brochures and flyers distributed together with HIVST kits, containing
information on HIV testing services (HTS) and HIV prevention, treatment and
care, as well as information on other diseases such as tuberculosis, bacterial
sexually transmitted infections and viral hepatitis.

Telephone hotlines that users call before or after self-testing to obtain
psychosocial and/or technical support can also provide referrals and linkage to
HTS and other HIV services, as well as to nonmedical services such as legal
support and violence support programmes.

Mobile phone text messages services can provide information, reminders,
videos and messages that encourage linkage following HIVST.

Internet- and computer-based programmes and applications can provide
linkage information in a variety of ways. Some approaches used to date have
included live, online two-way text, audio or video counselling services and
programmes that offer step-by-step instructions on what to do following a
reactive self-test result.

Vouchers, coupons or rebates may facilitate linkage, particularly among
populations facing structural barriers to accessing services, such as long distance
and costly transportation.

Appointment cards and referral slips given to clients may facilitate linkage
by including the day and time of an appointment or the name and phone number
of a contact person and facility where services can be sought.

Couples and partner HIVST can promote linkage in the way demonstrated by a
study in Kenya, where women delivered HIVST kits to their male partners, who
then linked to care (78).

" MiD

Y

Box 2.6. Summary of monitoring and reporting tools

Monitoring and analysis of calls to HIV self-testing (HIVST) hotlines and text
message services, including pictures of self-test results that are shared, which
can be used to estimate the number of reactive test results and identify reports of
test kit failures, adverse events or social harm.

Community-based surveillance systems and household/population-based
surveys, health impact assessments and behavioural surveys can be
modified to include HIVST, by collecting data not only on the uptake of HIV
testing but also on the mode of testing in order to be able to assess what
proportion of all diagnoses are identified through HIVST and record instances of
social harm and adverse events.

Site-level and facility-level loghooks/testing registers can be modified to
include HIVST, for example by noting if clients have self-tested before attending
an HIV testing service facility and recording the reported self-test result. These
registers can also be used to monitor linkage to prevention, treatment and care.

Internet and mobile phone surveys and tools can be used to encourage users
to provide feedback on their experiences, including test kit failures and social
harm or adverse events.

Existing post-market surveillance systems can be adapted to identify and
report on problems related to the rapid diagnostic tests used for HIVST.

E-readers and mobile applications that assist users in interpreting self-test
results can be linked to health information systems. Thereafter, test results or
other patient information and health outcomes can be sent electronically to
facilities that monitor the impact of the HIVST programme and the performance
of HIVST kits used by self-testers.

Financial or in-kind incentives can be utilized to encourage users to report and
share information about their HIV self-testing experience.

Courtesy of WHO
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HIV Self-Testing — Countries authorized for use, sale and distribution

H IVS .ORG Home AboutHIVST Evidencemap Policy map

HIV self-testing research and policy hub

Home > Policy

.
PO I I Cy Last updated July 2019 Viewasmap Viewaslist Download data
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L

v -

JS map by amCharts

Canada — Listed as “Under Development”
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Awareness Campaigns in US — Who should get tested? How often ? Where ?

HIV
gov,

HOME ~ HIVBASICS

% Topics
Testing

Learn About
HIV Testing

Who Should Get
Tested?

Where to Get
Tested?

HIV Testing
Overview

Understanding HIV
Test Results

HIVBASICS

Who Should Get Tested?

The only way to know for sure whether
you have HIV is to get tested. CDC
recommends that everyone between the
ages of 13 and 64 get tested for HIV at
least once as part of routine health care.
Knowing your HIV status gives you
powerful information to help you take
steps to keep you and your partner(s)
healthy. About 1in 7 people in the
United States who have HIV do not
know they have it.

Safety Pays
Falls Cost

FEDERAL RESPONSE

DIGITALTOOLS ~ EVENTS

KNOW YOUR STATUS
Knowing your HIV status helps you
make decisions to prevent getting or
transmitting HIV.

L ]

(+] ]

Find an HIV testing site near yous vy
Locator HIV.gov A

Should You Get Tested for HIV?

Everyone between the ages of 13 and 64 should get tested for HIV at least once. If your

behavior puts you at risk after you are tested, you should think about being tested

again. Some people at higher risk should get tested more often.

Q . I
BLOG g, | ™

SHARE

000

MORE FROM HIV.GOV

THERE ARE MANY PLACES
TO GET AN HIV TEST

ore 070 o0

e

Too Many People Living
with HIV in the U.S. Don’t

Know It

Secretary Azar Addresses
CDC’s National HIV
Prevention Conference

Gaps in HIV Testing and
‘Treatment Hinder Efforts
to Stop New Infections

ADDITIONAL RESOURCES.

Learn About
HIV Testing

Who Should Get
Tested?

Where to Get
Tested?

HIV Testing
Overview

Understanding HIV
Test Results

Where Can You Get Tested for HIV?

You can get an HIV test at many places:

THERE ARE MANY
PLACES TO GET AN
HIVTEST

Find ane near you: Locator. HIV.gov

ore 979 4.0
| G -

n
u

HIV testing is covered by health insurance without a co-pay, as required by the
Affordable Care Act. If you do not have health insurance, some testing sites may offer

Your health care provider's office

Health clinics or community health
centers

STD or sexual health clinics

Your local health department

Family planning clinics
VA medical centers
Substance abuse prevention or

treatment programs

Many pharmacies and some community-
based organizations also offer HIV
testing.

free tests.

These places can connect you to HIV care and treatment if you test positive or can
discuss the best HIV prevention options for you if you test negative.

You can also buy a home testing kit at a pharmacy or online.

How Do I Find HIV Testing Sites Near Me?

Find an HIV test site near you by using the
HIV.gov HIV services locator:

‘. GET TESTED. FIND SERVICES.
Enter City, State/ZIP

Far more infarmatian on this widget, HV )
please visit HIV.gov

GET TESTED FOR HIV...

COC recommends that
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tested ot least ace.

People with certainrisk ""
factors shauld g tested
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MORE FROM HIV.GOV

THERE ARE MANY PLACES
TO GET AN HIV TEST

Fincane near yoss Locatee HIV.gou
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Too Many People Living
with HIV in the U.S. Don't
Know It

Secretary Azar Addresses
CDC’s National HIV
Prevention Conference

GET TESTED FOR HIV...

s

=
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CDC recommends that

between the

ages of 13 and 64 get
tested at least once.

People with certain risk
factors should get tested

more often.
Find an HIV testing site near you: HIV
Locator.HIV.gov ggv
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What is critically needed:
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