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CIHR Centre for REACH 3.0 – National Network / Pragmatic Solutions for HIV 



Leadership and Organizational Development

CANFAR National Working Group



Leadership and Organizational Development

Ending HIV Epidemic in Canada – Main actions



Context / Access Really Matters – and Personal Choice  

Courtesy of Geneviève Boily-Larouche, NCCID 



Ease of use of HIV Self-Tests

POC and Self-Testing - We have the evidence we can act on:

Widespread support for POC / HIV Self-Testing

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



• POC testing and self-testing / home testing can dramatically 

increase rates of HIV testing and significantly reduce # of those 

undiagnosed

• PrEP and PEP can dramatically reduce chance of HIV infection for those 

at high risk, or for those who have had high-risk exposure to HIV

• Treatment as Prevention (TasP) works

• U=U; Those living with HIV who are on ART for at least 6 months and 

who have undetectable levels of virus in their blood cannot transmit HIV

• Efforts to help people living with HIV to have access to ARVs, be linked 

and retained in care work and are essential for optimal health and 

wellbeing

• From work outside Canada: Most G7 countries have dramatically 

scaled up testing, prevention, and access to and support for treatment –
with very progressive results

We have the knowledge; We have the tools – We know:



Canada has been losing ground with POC testing

Canada purchased 59,000 INSTI POC test 

kits in 2018 – 33% reduction from 2011 



HIV Self-Testing – The Pragmatics

** and OBSTACLES 05 – Leadership, Partnerships and Action 



No HIV Self-Tests yet approved in Canada



I. BRINGING NEW HIV AND STBBI TESTS TO MARKET IN CANADA

Build private-public partnerships with:

(a) bioLytical Laboratories and OraSure to support the applications for 

investigational testing authorization (ITA) to Health Canada for medical device 

approval to get HIV self-tests to marketplace in Canada. Data is needed from 

1,000 participants on accuracy, usability and acceptance of HIV self-tests. 

INSTI Self-Test study launched Aug 22nd, 2019 (Rourke Lead). 

Discussions underway with OraSure to bring both HIV and HCV self-

test to Canadian market.

(a) BC Centre for Disease Control to enable and support industry to conduct 

assay development and validation of STBBI tests (to start - bioLytical will be 

working with BC-CDC on HCV and syphilis POC tests).

Additional partnerships with industry partners are in development / beingexplored. 

REACH National Network for Testing, Reaching the Undiagnosed and Linkages to Care



II. HIV SE L F -TE S T IN G IM P L E M E N T A T IO N A N D LIN K A G E T O

CA R E

Major aim is to evaluate the impact of an HIV self-testing strategy on access, 

detection of new HIV infections, and linkages to counselling and care (using 

innovative App technology) in 3,000 people who are at-risk and those 

undiagnosed presenting to test for HIV in community and outreach clinics, 

spread across 5-6 provinces.

There will be two different supervised HIV self-testing strategies (service 

delivery models) evaluated and the preferences for oral vs blood-based self-

tests. 

Studies will be led by Dr. Pant Pai and her team at McGill University

REACH National Network for Testing, Reaching the Undiagnosed and Linkages to Care



Our 1st Self-Test Study – Launched Aug, 22, 2019

Study to Evaluate the Accuracy, Usability and Readability of 

the INSTI HIV Self Test Performed

by Observed Intended Users in Canada

1. To evaluate the device performance i.e. sensitivity, specificity, 

positive and negative percent agreement, compared to laboratory 

reference testing (N= 1,000). 

2. To document if intended users (non-professional and inexperienced 

in HIV self-testing), can successfully perform the steps to use the 

INSTI Self-Test device, without product familiarization.

3. To document if intended users (non-professional and inexperienced 

in HIV self-testing) can successfully interpret contrived strong 

positive, weak positive, negative and a range of invalid results 

(n=400).



Our 1st Self-Test Study – Launched Aug, 22, 2019

Device Accuracy:

• Compare the results of observed INSTI ST obtained and interpreted 

by intended users (N= 1,000) in simulated intended use settings to 

results of licensed laboratory-based Comparator Methods (CM) i.e. 

HIV Ag/Ab combo test and confirmatory tests for positive confirmation 

performed by laboratory professionals.

• A minimum of 3 geographically distinct Canadian sites: Study has 

started in Ontario, and Quebec, Manitoba, Saskatchewan, British 

Columbia will come on-line in September / October.

• The self test portion of the study includes recruitment of subjects who 

have consented to be tested for HIV per the study site’s standard of 

care procedures (POC sites).  



HIV Testing and Diagnosis in Canada

Canadian Population: 37 million

2016 Incidence: 6.0 per 100,000 people (range 3.3-8.7/100,000)

Government of Canada 2030 Goal: 0.6 per 100,000 people

Number of Tests: Annual HIV diagnostic tests in Canada = 1.5-1.7 million*
*includes 59,000 INSTI POC tests in 2018 (our only POCT approved in Canada)

To end the HIV Epidemic in Canada – How many HIV tests 

are required to reach those who need them??



Reaching the Undiagnosed with HIV – 10,000 People

IMPLEMENTATION / EXECUTION (Baseline 1.5 million)

Type of Testing 2020 2021 2022

Venous Blood Draw 1.5M 1.5M 1.5M

Dried Blood Spots 5K 5K 5K

POC (2-3 tests) 125K 750K 1.5M

Self-Testing (2 tests) 125K 750K 1.5M

Multiplex ? ? ?

TOTAL 1.755M 3.05M 4.55M

K=1,000; M=Million



Testing / Reaching the Undiagnosed - Website/Portal & Mobile App

Website Functionality:

• Houses all information about campaign – with the who, what, when, where 

and how answered effectively

• Site will have all HIV testing info – and tailored where appropriate for priority 

populations – with links to trained peer navigators (with secure linkages and 

modes for communication)

APP Functionality: Android / IOS

• Links clients to HIV testing locations / resources and trained peer navigators

• Order HIV self-test kits on-line (have subsidized programs)

• Provides immediate access to all Q&A associated with HIV testing 

• Ability to link clients (securely and confidentially) to care services / counselors

• Access to peer navigators to provide knowledge and support for access to 

test and linkages 

• Track testing patterns for epi surveillance and access/responsiveness

REACH National Network for Testing, Reaching the Undiagnosed and Linkages to Care



“Take the Test to the People”

Execution – Once Approved in early 2020

1. Procurement / Bulk buying

2. Cost – Building private-public partnerships for testing AND 

linkages to care (with access to PrEP and ARVs)

3. Distribution – (a) Community-based AIDS service 

organizations – peer workers; (b) Community health 

centres; (c) Website / online; (d) Pharmacies

4. Education and awareness campaigns needed

5. Surveillance + connections with labs

6. Monitoring and evaluation



Real

life

IMPACT.


