HIV self-testing

Summary

HIV self-testing is a testing option that was licensed for use
in Canada in November 2020. It has been available in several
other countries around the world for many years. With a self-
test, an individual collects their own sample, conducts the
test and interprets the result themselves. The self-test that is
available in Canada uses a blood sample from a finger prick.
It is a screening test, meaning that a reactive (positive) result
needs to be confirmed by a laboratory HIV test.

What is the benefit of self-testing?

Self-testing complements testing that is offered in medical and community
settings, and it has the potential to increase the overall uptake of testing.
Self-testing may be particularly useful for reaching people who have never
tested before and those who are not tested as often as guidelines recommend.
Many studies have shown that self-testing is an acceptable option to people in
priority populations for HIV testing.

What technology is used for HIV self-testing?

The only self-test that is currently licensed in Canada is the INSTI HIV Self Test.
It uses the same technology as the rapid point-of-care (POC) INSTI HIV-1/
HIV-2 Antibody Test, which individuals can get from a healthcare provider or
community worker in some parts of Canada. It is a screening test done with
a blood sample from a finger prick. A person can do the test alone or have
someone else (such as a friend, partner or family member) present when they
take the test.

How does the test detect HIV and how soon after a
potential exposure will the test work?

The self-test works by detecting HIV antibodies, which are proteins produced
by the body's immune system in response to HIV infection. It can take between
three and 12 weeks for the test to be able to detect antibodies from the time
a person was exposed to HIV. In 50% of people, antibodies can be detected
by about 22 days after exposure to HIV and in 99% of people they can be
detected by 12 weeks after exposure.
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The period of time between when a person has
been exposed to HIV and when a test can tell they
have HIV is called the window period. The length

of the window period varies from person to person.

Some people develop antibodies that are detected
by HIV tests slowly and some people develop them
more rapidly. Once these antibodies are present

in amounts that the test can detect, the window
period is over. Therefore, if at any time a person
gets a reactive result on a self-test, they probably
have HIV and should get a confirmatory test.

If someone has had a recent exposure to HIV and
gets tested for HIV during the window period, the
test may come back as negative (non-reactive) even
though the person actually has HIV. This would
happen if their body has not started producing
antibodies at levels that are detectable by a test.
When a test result is negative after a recent
exposure to HIV, the person should be retested
three months from their last potential exposure

to confirm they are HIV negative. Some provinces
recommend testing at intervals until the end of the
window period to pick up HIV infection as early

as possible.

Since self-tests detect antibodies only, they have

a longer window period than standard laboratory
tests that also detect the p24 antigen (a part of the
virus itself).
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What does a self-test kit look like?

A testing kit contains instructions and everything

needed to take the test:

A testing device

Three small bottles

A bandage

A sterile single-use
lancet

i

The instructions include the steps to take the test,
information that a person should know before and
after taking the test, and links to useful community
services and supports. The instructions also include
a link to a self-test demo video that people can
watch before they take the test.
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What are the steps for a person to
take the test?

Before a person takes a test, they should read the
instructions in detail.

To take a self-test, the tester must:
e Wash and dry their hands.

e Use the lancet to draw a drop of blood and
allow the drop of blood to fall into bottle 1,
without touching their finger on the opening
of the bottle. Cap the bottle.

e Shake and pour the liquid from this bottle into
the testing device and allow a few seconds for
the liquid to disappear.

¢ Shake and pour the liquid from bottle 2 into
the device and allow a few seconds for the
liquid to disappear.

e Shake and pour the liquid from bottle 3 into
the device and allow a few seconds for the
liquid to disappear.

In total, the test normally takes less than five
minutes to perform.

The results of the test will be displayed on the
testing device as soon as the liquid from bottle

3 disappears into the device. The test results are
simple to interpret. A control dot should appear
near the top of the test window to indicate that the
test has worked. If no control dot appears, the test
kit has not worked and the test should be repeated
using a new Kkit.

If a second dot appears (below the control dot), this
indicates a reactive result. If no second dot appears,
this indicates a negative result.

The following images show the possible results of
the test:

Reactive
result

(positive) CONTROL —ji— (O
TEST

One dot may be lighter than
the other.

In rare instances, a faint ring
may appear at the test dot; this
is a positive result.

Non-reactive
result
(negative)

Invalid test

What happens after a non-reactive
(negative) HIV self-test result?

No further testing is done to confirm a negative
result. However, if a person has had a potential
exposure to HIV within the three-month window
period of the test, the person should take another
HIV test later or go to a healthcare provider

for a laboratory HIV test that has a shorter
window period.

If a person tests negative and is at ongoing risk
for HIV, they should retest regularly. They can also
consider taking pre-exposure prophylaxis (PrEP) to
help prevent HIV.



What happens after a reactive
(positive) HIV self-test result?

After someone receives a reactive HIV self-test
result, it means that the person probably has HIV
but this needs to be confirmed with a laboratory-
based confirmatory test. The individual will need to
go to a healthcare provider for confirmatory testing.

If the confirmatory test returns a positive result,

an HIV diagnosis is made. As with any confirmed
HIV positive diagnosis, this initiates a series of
processes including post-test counselling, Public
Health notification, partner notification and linkage
to care. See CATIE's fact sheet on the HIV testing
process for more information.

How accurate is the INSTI HIV
Self Test?

The INSTI HIV Self Test is very accurate. The accuracy
of an HIV test is measured by its sensitivity and
specificity. Sensitivity is the chance that a reactive
test result will correctly indicate that a person has
HIV. In other words, if the person has HIV, the

test will detect it. Higher sensitivity means there

is a lower chance of a false-negative result (i.e., a
negative test result for a person who is actually HIV
positive). Specificity is the chance that a negative
test result will correctly indicate that a person does
not have HIV. In other words, if the person does not
have HIV, the test will be negative. Higher specificity
means there is a lower chance of a false-positive
result (i.e., a positive result for a person who is
actually HIV negative).

The INSTI Rapid Self Test has a sensitivity of 99.6%.
In other words, if 1,000 HIV-positive people were
tested for HIV, four of them might incorrectly test
negative. Since the vast majority of people who get
tested for HIV are actually HIV negative, the chance
of a negative result being false is extremely low.

The specificity of this test is slightly lower, at
99.3%. In other words, if 1,000 HIV-negative
people were tested, seven of them might incorrectly
test positive. Therefore, the chance of false positives
is extremely low, but it is slightly higher than the
chance of false negatives. This is why all people
with reactive test results are sent for a confirmatory
test, which has a specificity of 100%. This means
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that the chance of a false-positive result after
confirmatory testing is essentially zero.

Are self-tests easy for people to
use correctly?

Research shows that the majority of people are able
to use self-tests correctly. A review article looked at
studies that examined what percentage of people
who took a self-test were able to achieve the same
result as when a healthcare provider performed the
test on them. In nine studies that looked at this for
blood-based self-tests, the agreement between the
self-test result and the result from the test done by
a healthcare provider ranged from 85.4% to 100%.
In seven of these nine studies, the agreement was
97% or higher.

When self-testers aren’t able to achieve the same
result as a healthcare provider, it is usually because
the person taking the test made an error, such

as not catching the drop of blood in the bottle.
Testers may also make an error when interpreting
the results. To avoid such errors, it is important for
people to read the instructions carefully before
taking the test. Testers who have a language
barrier that prevents them from understanding the
instructions may require support.

Are self-tests acceptable to people?

Research shows that self-testing is an acceptable
option for a large proportion of people. A review
paper looked at the acceptability of self-testing

in 14 studies. Acceptability was defined either as
indicating a willingness to take a self-test or as an
increase in testing frequency as a result of using a
self-test. In eight of the 14 studies, self-testing was
acceptable to at least two-thirds of participants.

In a Canadian study of self-testers, roughly 95%
of the survey respondents said that they would
use a self-test again and would recommend it to a
partner or friend.

There are a number of reasons why an individual
might find the option of self-testing appealing.
Self-testing can be a good option for people
who are reluctant to get a test because of stigma
(e.g., people who have had negative experiences
with healthcare providers, or those who worry
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about being seen going into a testing clinic).

The anonymous nature of self-testing may also

be appealing to people who have confidentiality
concerns and do not want to have a test result
associated with their medical records. Finally, self-
testing may be more convenient for some people,
because it does not require them to go to a medical
facility or testing clinic.

Where can someone get a self-test?

Tests can be purchased online directly from the
manufacturer, biolytical at www.insti.com. The cost
of the test from biolytical is $34.95 plus shipping
costs. The test may also be available in some
pharmacies for purchase. Additionally, they may

be available through community organizations that
distribute free HIV self-test kits.

How are self-tests stored and
disposed of?

Self-tests need to be stored between 2°C and 30°C.
This means that people can keep the test in their
home at room temperature. The test is marked
with an expiry date, and it must be used before this
date. After the test is done, the tester should put all
of the components of the testing kit back into the
package and throw the package into the garbage.

What role can service providers play
in encouraging the uptake of self-
testing and supporting people who
self-test?

Although self-tests are intended for use by
someone on their own, service providers can do

a number of things to encourage and support
self-testing, including improving awareness of self-
testing through educational efforts.

For some people, the cost of a self-test is a barrier
to accessing it. If it is feasible, service providers
can try to work with partners to provide access to
free tests for their community members. Research
from other jurisdictions shows that initiatives

that allow people to order a free test online can
help to reach people who do not test as often as
guidelines recommend. Research also shows that
efforts to provide clients with tests to distribute

to their personal contacts can help to reach
first-time testers.

Some organizations may choose to allow people to
take a self-test within their facilities (e.g., by making
a private room available for self-testing). This may
be a good option for people who would benefit
from support before and after they take the test.
However, service providers should not do the test
on a client or interpret the results for them. This is
because self-tests are only licensed for a person to
perform on themselves. Service providers can help
the tester to understand the instructions, which
include how to do the test and how to interpret
the results.

Unlike with testing that is performed by a
healthcare provider or community worker, there

is no requirement for a person who is accessing
self-testing to receive counselling. However, service
providers can support people who decide to self-
test. Service providers should be prepared to answer
questions about self-testing and help people to
decide if self-testing might be right for them. It is
important to make people aware that the self-test
is a screening test and that confirmatory testing will
be needed in the event of a reactive result. Clients
should also be made aware of the window period
of the test.

After a person has taken the test, service providers
can play a role in linking them to appropriate
services. Whether a person’s test result is positive
or negative, HIV testing is an important entry point
for people into other services, such as HIV care,
treatment and prevention, as well as other services
such as harm reduction and housing.

Related resources

Health Canada licenses HIV self-testing —
CATIE News

INSTI HIV Self Test Training Video —
biolytical Laboratories

Frequently Asked Questions — biolytical Laboratories
The HIV testing process — CATIE fact sheet

Testing for HIV at home: How Ottawa is piloting
self-testing — CATIE Blog


https://www.catie.ca/en/catienews/2020-11-04/health-canada-licenses-hiv-self-testing
https://www.youtube.com/watch?v=1G1ia1S7uZo&feature=youtu.be
https://www.insti.com/FAQ/
http://www.catie.ca/en/fact-sheets/testing/hiv-testing-process
http://blog.catie.ca/2020/08/12/testing-for-hiv-at-home-how-ottawa-is-piloting-self-testing/
http://blog.catie.ca/2020/08/12/testing-for-hiv-at-home-how-ottawa-is-piloting-self-testing/

Oral pre-exposure prophylaxis (PrEP) —
CATIE fact sheet

INSTI® HIV Self Test Licensing Announcement
Key Messages: HIV Self-Testing — CIHR Centre for
REACH 3.0

Free HIV self-testing: Best practices, positivity rates,
and associated costs — Ontario HIV Treatment
Network
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Disclaimer

Decisions about particular medical treatments should always be made in
consultation with a qualified medical practitioner knowledgeable about HIV-
and hepatitis C-related illness and the treatments in question.

CATIE provides information resources to help people living with HIV and/or
hepatitis C who wish to manage their own health care in partnership with
their care providers. Information accessed through or published or provided by
CATIE, however, is not to be considered medical advice. We do not recommend
or advocate particular treatments and we urge users to consult as broad a
range of sources as possible. We strongly urge users to consult with a qualified
medical practitioner prior to undertaking any decision, use or action of a
medical nature.

CATIE endeavours to provide the most up-to-date and accurate information
at the time of publication. However, information changes and users are
encouraged to consult as broad a range of sources as possible. Users relying
on this information do so entirely at their own risk. Neither CATIE, nor any of
its partners, funders, employees, directors, officers or volunteers may be held
liable for damages of any kind that may result from the use or misuse of any
such information. The views expressed herein or in any article or publication
accessed or published or provided by CATIE do not necessarily reflect the
policies or opinions of CATIE nor the views of its partners and funders.

Permission to reproduce

This document is copyrighted. It may be reprinted and distributed in

its entirety for non-commercial purposes without prior permission, but
permission must be obtained to edit its content. The following credit must
appear on any reprint: This information was provided by the Canadian AIDS
Treatment Information Exchange (CATIE). For more information, contact CATIE
at 1-800-263-1638.

Production of this document has been made possible through a financial
contribution from the Public Health Agency of Canada. The views expressed
herein do not necessarily represent the views of the Public Health Agency
of Canada.
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