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Webinars for Reaching the Undiagnosed

Objectives:
1. Describe HIV self-tests, how they work, advantages and disadvantages

2. Understand the values and preferences of at-risk individuals and
their communities regarding access to HIVSTs

3. Brainstorm on how to make HIVSTs affordable

4. Explore linkage to care options, maximising synergies between personal
goals of sexual health and well-being with public health goals of ending
HIV transmission by 2025 (an HIV-free generation)

Expected outcomes:

* National and provincial policies informed by values and preferences of
at-risk communities

e Co-creation of a road map to move forward
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Ease of Use

Types of self-tests
Advantages
Accuracy

How to self-test

Use of web/app
technology

Linkage to care




What is HIV Self-Testing?

HIV self-testing (HIVST) refers to a process in
which a person collects his or own specimen
(oral fluid or blood), and then performs an HIV
test and interprets the result, often in a private
setting, either alone or with someone he or she
trusts.

HIVST has emerged as an acceptable, safe,
accurate and effective way to reach people who
are at risk and may not otherwise test.




40 Countries Are Reported to Have Implemented National
Policies on HIV Self-Testing (HIVST) *

Canada has yet to .' .
implement a national
HIVST policy - Policy on HIVST implemented

Policy on HIVST but still not implemented
|:| Policy on HIVST in development

- No policy
Unknown HIVST piloted
[ ]

* World Health Organization, 2018 | |atanotreported [ Notapplicable




Evidence from the WHO reports that
uptake in HIV testing is improved
through:

» Peer-led testing interventions

= Digital platforms that use video-
based information and counselling
messages



Self Testing vs. Self Sampling

Interpretation of

Test Type Setting Time to Result

Results

Assisted or unassisted
Self Testing At Home using manufacturer 1-20 minutes
provided guide

Self Sampling At Home Lab 1-3 Weeks

€
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Types of HIV Self
Tests

e Oral Fluid Based (OraQuick): FDA
approved, CE Marked, WHO PQ,
Canada license expected 2021.

e Blood Based (INSTI): CE Marked,
WHO PQ, Canada license
expected summer 2020.

e Both are available in boxed or
pouched versions.




How Do Self Tests
Work?

Introduction of the OraQuick HIV Self Test (oral fluid)
Details on the INSTI HIV Self Test (fingerstick blood)




OraQuick HIV Self Test

OraQuick HIV-1/2 Testing Instructions
OraQuick Kit:

» This test uses oral fluid to check for
antibodies to HIV Type 1 and HIV
Type 2.

« The kit involves collection of an oral
fluid sample by swabbing your upper
and lower gums with the test device.

» After collecting the sample you insert
the device into the kit's vial which
contains a developer solution, wait
20-40 minutes, and read the test
result.

3.a

Insert device into Vial;
then set timer for 20

.

minutes @
Swab once around the gums, Make sure that the swab

both top and bottom rubs against the base of
the gume

NEGATIVE RESULT POSITIVE RESULT INVALID RESULT

Cumoitn =—e | i ¢ { o
Test By ———p ‘ 4 { { {
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INSTI HIV Self Test

e Same flow-through rapid test platform as the
licensed POC INSTI HIV test, except:

e Simplified Instructions for Use

* No capillary pipette (single free flowing drop
of blood)

12



INSTI Test Kit Overview

HOW DOES THE TEST WORK?

The test uses simple flow-through
technology to detect HIV-1 and HIV-2
antibodies using a drop of human
fingerstick blood. The test does not
detect the virus itself. The test dot will
only be visible if HIV antibodies are
present.

The INSTI® HIV Self Test is simple to
perform and very accurate, but it will
only work correctly if you carefully
read and follow the instructions.

Mserdaures Undi

Test Device Pouch

Contents

Lancet

=l

Bandage

ng

Bottle 1,2,3

13



The INSTI HIV
Self Test
Instructions
are provided
In English on
one side,
French on the
reverse

]
-

Test Device Pouch

Below the age of 12
Taking Anti-retrovi
Treat 1
Who h
particip:
waccine study
With a bleeding
disorder
Afraid of need

Step 1:
Collect Blood

If you have
trouble
collecting blood,
see Questions
and Answers
section.

Step 2: Test

Step 3:
Read Result

Read result
right away.

Lancet

outer packaging.

SHAKE 4 TIMES POURALL

HIV Self Test

Instructions For Use

nA

Bottle1,2,3

Insri

Contents

- (o

Bandage

Use a well lit area.
Wash and dry hands.

Before You Begin

Read instructions carefully before use.
Do not use if past expiration date on

2

Do not use if the test device pouch has
been damaged.
Do not open the pouch until you begin

h Scan to see how
the test. the test warks.
Allow test to reach room temperature

insti.com

if stored refrigerated.

Rukb finger and hand UNTIL WARM.

o
4 L —- l
57 E
-
Sohkp
Rukb finger to create a Let 1 drop FALL into Bottle 1.
LARGE drop of blood. Twist on cap of Bottle 1.
1 2
oy i N

Shake and pour all liguid.
Wait until liquid dizappears.
TIP: Gently tap Bottle 2 to pour liquid.

Q

SHAKE 3 TIMES  POLRALL

Shake and pour all liquid.
Wait until liguid disappears.

& (P ©
S —

Preparation

Dpen test
device pouch.

'"‘J:_. : -

rd b

Place test device
on a flat surface.

Remove cap of Bottle 1.
Place on flat surface.
WARMING: Bottle 1 contains
liquid. Handle with care.

o
pRESS HARS
-

Place lancet on the skde
of finger tip.

1
==
Pela

=r

Apply adhesive bandage.

© e

SHAKE A TIMES POUR ALL

3

7

Shake and pour all liquid.
Wait until liquid disappears.

Positive

Two dots mean your test result
is positive. You may be HIV
positive. Positive results MUST
be confirmed by & doctor.

Megative
Your test result is HIV negative.
Result can be incomect if you
engaged in HIV risk activity in the
last 3 months.
TEST again in 3 menths.
A\ One dot may be lighter than the other.
In rare i i i i

Invalid

Your test did not work.
Control dot must appear to
indicate that the test has been
performed correctly. REPEAT
the test with a new test kit.

Intended Use
The INSTI HIV Self Test is a single
use in vitro self-test for the
detection of antibodies to Human
Immunodeficiency Virus Type 1
LHIV—.l'l and Type 2 (HIV-2] in whole
lood. The test is intended for use
as a self-test by users 18 years or
older.

Disposal

Discard with normal househeld waste

General

1. What Is HIV and AIDS? HIV
Human Immuneodeficiency Virus)
is the virus that cauzes AID
Acquired Imm unodeﬂclenc&‘
wndrome) if left untreated. When
erson becomes infected with
/, the virus begins to attack his
or her immune system, which iz
the body's defenze againstillness.
As a result, that person becomes
more susceptible to disease and
infection. When his or her body
lozes the abi_li(af_tn fight diseazes,
that person is diagnosed with
AIDS. There is no cure for HIV
infection. However, treatment for
HIV iz highly effective.

2. How does someone acgulre
HIV? HIV spreads through contact
with blood, semen, pre-seminal
fluid, rectal fluid, vaginal fluids,
or breast milk of an infected

erson. Transmission can occur

rom unsafe sex. It can also
result from exposure to blood
through the sharing of syringes or
needles. Women living with
«can pass the virus to l;?\ei r babies
during pregnancy, childbirth.
and breastfeeding. HIV is not
transmitted by casual contact
(sharing food, dishes, clothing,
etc ), =aliva, casual kissing, food

preparation or insect bitez.

3. What Is an antlbody? Antibodies
are produced by your body's
immune system in responze to
harmful organisms like viruses
and bacterna. Their purpose is to
defend against infection.

About the Test

4. How does the INSTI HIV Self
Test work? INSTIHIV Self Test
iz a blood test for detecting HIV
antibodies. The test produces
result in the form of either
one dot (control dot) or two
dots (control and test dots). A
control dot is the built-in control
mechanism and js visible if the
testis Performed correctly. A test
dot will only be visible if sample
contains antibodies to HIV. The
adding a
drop of blood to Bottle 1. Thiz
diluted sample is then poured
into the test device followed
by sclutions in Bottle 2 and
tle 3, sequentially after each
solution has absorbed through
the test device. Test procedure

Warnings and Precautlons

= {Test components are harmful
if swallowed due to the presence
of Sedium Azide

= All blood samples should
be handled as if capable of
transmitting infectious diseases.

= Clean up spills.

= Keep out of the reach of
children.

Storage

arc
- ¥4 Store in the original
gackaging inacool drhlocaﬁon
efween 3 to 30°C. DO NOT
FREEZE.
= Do not store in direct sunlight.
= Do not open the test device

ouch until you are ready to
ake the test.

or in accordance with local regulations.

Questions and Answers

must be in the

‘amimy for aarhy WV antbady desectizn i ashwscnd by s

groper sequence without delays
etween steps.

5. How accurate Is the test?
Based on a Canadian study on
the INSTI HIV-1/HIV-2 Antibody
Tast, INSTI has & proven:
» Clinical sensitivity of 98_6%,
which means that on average 998
n every 1,000 positive results will
be correct.
» Clinical specificity of 99.3%,
wihich means that on average 903
in every 1,000 negative results
will be correct.
In another Canadian study
conducted by lay users, the
positive percent agreement was
100%. This means all true HIV
antibody subjects were identified
a3 negative by the INSTI HIV
selftest. The negative percent
agreement in this study was
99.5%, which means that 614/617
true HIV negative subjects were
identified az negative by the
INSTI HIV selftest.”

6. What Is a false posltive result?
Afalze positive result is when
a test result is positive, but the
true HIV status of the person is
negative (not infected with HIV).

7. What Is a false negative result?
Afalze negative result is when
a test result is neTgatwe. but the
true HIV status of the person is
positive (infected with HIV].

8. How early can this test detect
HIV? Based on bioLytical's
studies, INSTI demonstrates third
generation performance and
detects HIV antibodies of the IgM
and Ig6 classes. IgM antibodies

re the earliest antibodies that
the body produces after an HIV
infection and can he detectable
within 21-22 days ™. Depending
on how quickly a person's
immune system generates HIV
antibodies after exposure, it
could still take up to 3 months to
get a positive result. If you think
you have been expozed to HIV
within the last 3 months, and
wour results are negative, you
will need to test again after at
least 3 months have pazsed since
ﬂour exposure. The time from

IV exposure to when a test can
correctly give a positive result
is referred to as the ‘window
period”

“lashgazadt W, L *Seraiticiy of  rapid oint of cars

5 Chinerea (300

Bet; LT
‘cchen £ cf scasa M infection
Liefuct Db 203 (3008 270377,

Test Procedure

8. How do | make sure | get
enough blood? Before starting
the test, relax and drink a glass

water. Warm your hands. Place
your hand below waist level to.
promete blood flow. Before using
the lancet, look for a spot on
the side of your finger tip that iz
smoeth and not calloused and
away from your fingernail.

10. The contents of Bottle 1, 2 or
3 do not absorb Into the test
devlee. It is very rare for this to
h‘ax n, but if it does, you will
not be able to complete the
test progedure and read the
results. You will need to perform

er test. In some instances,
samples may exhibit longer
than normal flow times
the test device. This is due to
wvariable factors, such as cellular
components within the whole
blogd sample. Failure to follow
the instructions may also result
in leakage and for overflow of
liquids from the test device.

11. What happens If | splil some
of the contents of Bottle 1,
Bottle 2 or Bottle 3 outslde the
test device? Continue with the
t.es_thrDcedu re. The test result iz
wvalid as Ion%as the control dot
shows a visible dot after pouring
Bottle 3 into the test device.

12. How will | know If my test
was done correctly? The
INSTI HIV Self Test has a built-
in control dot to show that
the test haz been performed
correct'l-g and that you have
added the proper Z2ample type
and amount of blood sample.
If the control dot does not
appear (invalid test result), your
test has not worked. It is not

ossible to draw conclusions
rom this result and you will
need to perform andther test.
In the event of repeated invalid
results, consult & doctor.

Test Results

If you are unsure of your result you
should go to a doctor to perform
maore testing.

For Questions Or Further Support Call your provincial and territorial HIV/AIDS hotlines:

AB: 1-B00-T72-2437
BC: 1-B800-661-4337
MB: 1-800-T82-2437 NS
NL: 1-800-563-1575
NE: 1-B00-561-4009

NT: 1-800-661-D844
HU: 1-B00-661-0785
-B00-566-2437
ON: 1-B00-668-2437 (EN],
1-800-267-7432 (FR)

QCInfo-Santé: 811

PE: 1-B00-314- 2437

Portail VIH/sida du QC:
1-877-Portail (767-
SK: 1-200-667-6276

¥T: 1-B00-661-0408 ext.
8323
EASTERN ARCTIC:

B245) 1-B00-661-0785

A Caution. Harmful if swallowed.

¥ Consult Instructions for Use
& For single uze only. Do not.

B I vitro diagnostic medical
device

FRIX Sterilization using irradiation
= Catalogue Number

bl Lot number

ol Manufacturer

13. When can | read the result?
‘You can read the result instantly
or within 1 hour of completing
the test procedure. M
the control dot is present before
reading your result.

14. | have used the test but no
dots appeared. What should
I do? Make sure you have
adequate lightinig. If no dots
are visible, you may not have
completed the test comectly, or
collected enough blood. You will
need to perform another test.

15. What da | do If the result Is
osltive? A Posliive Result:
onsult a doctor as soon as
ossible and inform himher
hat you have performed a

self test for HIV. All positive
results must be confirmed
by & laboratory test. HIV iz
reventable and you can help
o stop the spread of HIV. Itis
highly recommended to avoid
high risk sexual behaviors to
prevent passing HIV to your
partner.

16. What's Next After A Posltlve
Result? Having HIV does not
mean you have AIDS. With early
diagnasiz and treatment, itis
unlikely that you will develop
AIDS. Discuss the next steps
with your dector or counzellor.

17. What do | do If the result Is
negathve? A Negatlve Result:
As with many tests, there iz a
chance for falze results. If you
have a negative result but you
were involved in an HIV-ris]
activity in the past 3 months,
¥ou__cog.|ld beinwhat is called

he “window period” and it iz

recommended to repeat testing

at a later date.

18. Can any medlcatlon or
medical condltions affect the
result?
= Always read the manufacturers’
instructions for any medication
you are taking before
tonducting the test.
= A falze negative result can
occur for the following reasons:
=»Have been on long term anti-

retroviral treatment
»Have a severe blood disorder,

such as multiple myeloma.
= Have higher than normal

haemoglohin.

wl Manufactured by:

binLytical Laborataries, Inc.
40613251 Delf Flace

Richmond, B, Canada VeV 242
Phones +1 604-104-6784

www. biolytical.com

50-1044, 50-1053 INSTI HIV Self Test
51-1220{Cciraft) 20- Jul-2020

& Capyright 2020. All rights reserved
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PREPARATION

Preparation

O

Use a well lit area. Open test
Wash and dry hands. device pouch.
2 3
s . .

_

Place test device Remove cap of Bottle 1.

on a flat surface. Place on flat surface.
WARNING: Bottle 1 contains
liquid. Handle with care.

15



Test Procedure:
Collecting the blood

1 - Vo
/ W =E
H :cLlcxi
Step 1: N =
Collect Blood
Twist off tip and put aside. Place lancet on the side
If you have of finger tip.
trouble
collecting blood, 4 6
see Questions ]
and Answers ~
section.
Rub finger to create a Let 1 drop FALL into Bottle 1. Apply adhesive bandage.

LARGE drop of blood. Twist on cap of Bottle 1.

16



Test Procedure:
Conducting the Test

Step 2: Test ] ' >
SHAKE 4 TIMES POUR ALL SHAKE 4 TIMES POUR ALL SHAKE 4 TIMES POUR ALL
Shake and pour all liquid. Shake and pour all liquid. Shake and pour all liquid.
Wait until liquid disappears. Wait until liquid disappears. Wait until liquid disappears.

TIP: Gently tap Bottle 2 to pour liquid.




Test Procedure:
Read the Results

\' (
G C C C C
Step 3: IR
Read Result |
L J \ ) & ) J{
Read result " :
right away. Negative Positive Invalid
Your test result is HIV negative. Two dots mean your test result Your test did not work.
Result can be incorrect if you is positive. You may be HIV Control dot must appear to
engaged in HIV risk activity in the positive. Positive results MUST indicate that the test has been
last 3 months. be confirmed by a doctor. performed correctly. REPEAT

TEST again in 3 months. the test with a new test kit.

A\ 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.

The control dot only appears
1) if the test procedure was followed correctly
2) an adequate human blood sample has been added L




Is the INSTI HIV Self Test Accurate and
Acceptable in the hands of Intended
Users?

The clinical trial for the INSTI self-test (manufactured by the Canadian company bioLytical),
provided statistically-significant indicators that the self-test is accurate, acceptable, and
easy to use by self-testers from diverse backgrounds and locations. The trial was
conducted in 2019/20.

Accuracy compared to lab test was > 99%

Ease of use ranged from 82% to nearly 100%

Over 95% of study participants would use the test again

Outcomes were very similar to studies conducted in
African countries in 2017-2019

19
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HIV Self Test

Instructions For Use

Intended Use
The INSTI HIV Seif Testis a single

Warnings and Precautlons
* {A\Test components are hanmful

Storage

& Caution. Harmiful if swallowed.
¥ Consult Instructions for Use

e
u = use in vitro self-test for the if swallowed due to the presence - 7tk Store in the original @ For single use only. Do not
detection of antibodies to Human of Sodium Azide gackagin inacool dry location  TRUSE.
. Immunodeficiency Virus Type 1 Allblood samples should etween 2 to 30°C. BONOT dlseby i )
Contents Preparation £H|v.1_| and Type 2 (HIV-2) in whole handled as if capabl FREEZE. . . % I vitro disgnostic medical
lood. The test is intended for use transmitting infectious diseases. - Do not store in direct sunlight. device

package insert
will mitigate
some difficulties
In adequate
blood sample
collection and

~

= Belowthe ageof 12
= Taking Anti-retrov

(o

Bandage

1
el
- -E

Test Device Pouch Lancet

Before You Begin

- Read instructions carefully before use.

- Do not use if past expiration date on
outer packaging.

= Do not use if the test device pouch has
been damaged.

- Do notopen the pouch until you begin

nf

Bottle1,2,3

Use a well lit area.
Waszh and dry hands.

Place test device

Open test
device pouch.

g

as 8 self-test by uzers 18 years or
older.

Disposal

Discard with normal househeold waste or in accordangg

General

1. What Is HIV and AIDS? HIV
{Human Immuncdefic |encg'|"| rus)
iz thie viruz that cauzes AIDT

Acquired Imm unodeﬁclen:ﬂl
yndrome) if left untreated. When
erson becomes infected with
HIV, the virus begins to attack his

= Clean up spills.
» Keep out of the reach of
children.

5. How accurate Is the test?
Bazed on a Canadian study on
the INSTI HIV-1/HIV-2 Antibody
Test, INSTI has & proven:
= Clinical sensitivity of 00.6%,

ocal regulations.

Questions and Answers

= Do not open the test device
Fouch untilfvou are ready to
ake the test.

iz s aehusced brpits
jsodien.” 5 Chn Wi (38454

Test Procedure

8. How do | make sure | get
enough bloed? Before starting

FIT Sterilization using irradiation
= Catalogue Mumber

bl Lot number

ol Manufacturer

13. When can | read the result?
You can read the resultinstantly
or within 1 hour of completing
the test procedure. Make sure
the control dot is present before
reading your result

14, | have used the test but no
dots appeared. What should

v Sesn to sz how Remove cap of Bottle 1. or her immune system, which is - 1
. Witha iy - Enat i wihich means that on average 996 the test, relax and drink a glass | do? Make sure you have
With & bleeding the test. i st works on a flat surface. Place on flat surface. },,’ff;?ﬁ.’ﬁ ‘11?1?3::::%71"!‘:9‘:'3:125:' in every 1,000 positive results will waDe‘F. ur hands, Place adequate lighting. If no dots

= Afraid of needles

= Allow test to reach room temperature
if stored refrigerated.

disorder

Step 1:
Collect Blood

insti.com

WARMING: Botthe 1 contains

=l

Place lancet on the skde

more susceptible to disease and
infection. When his or her body
lozes the ability to fight diseaszes,
that person is diagnosed with
AIDS. There is no cure for HIV
infection. However, treatment for
HIV is highly effective.

2. How does someone acgulre
HIV? HIV spreads through contact
with blood, semen, pre-seminal
fluid, rectal fluid, vaginal fluids,
or breast milk of an infected

erson. Transmission can oocur
rom unsafe sex. ltcan also

be correct.

«» Clinical specificity of 89.3%,
which means that on average o83
inevery 1,000 negative results
willbe corect.

In another Canadian study
conducted by lay users, the
positive percent agreement was
100%. This means all true HIV
antibody subjects were identified
as negative by the INSTI HIV
selftest. The negative percent
agreament in this study was
99.5%, which means that 614/817
true HIV negative subjacts were
identified az negative by the

your hand below waist level to,
premate Hlood flow. Eefore uzing
the lancet, look for a spot on

the zide of your finger tip that is
smocth and not calloused and
away from your fingernail

10. The contents of Bottle 1, 2 or
3 do not absorb Into the test
devlce. Itis very rare for this to
h‘a,? n, but if it doese_.%'ou will
not be able to complete the
test procedure and read the
results. You will need to perform
ancther test. In some instances,
samples mael exhl’hl’tlnr}ier

rough

are vizible, you may not have
completed the test cormectly, or
collected enough blood. You will
need to perform another test.

15. What do | do If the result Is
ositive? A Posltive Result
onzult a doctor as soon as
ozsible and inform himfher

at you have performed a
zelf test for HIV. All positive
results must be confirmed
by a laboratory test. HIV iz

reventable and you can help
o stop the spread of HIV. Itiz
ighly recommended to avoid
high risk sexual behaviors to

If you have i result from exposure to blood IMSTI HIV self test. i
trouble o e through the sharing of yringes or . inelodiice Tniskaustss  preventpassing HIVtoyour
l l at e collecting blood, = can pass the virus to their babies S'ﬂﬂgla;elagsmfeer%soﬂm‘;ewﬁ:# e fiﬁfgé:Eang"{.?iﬁi‘:‘cph?ﬁﬁﬂfelar partner
see Questions during pregnancy, childbirth, a test result is positive, but the blood sample. Failure to follow 16 What's Next After A Posltive
I and breastfeeding. HIV is not true HIV status of the personis the instructions may also result Result? Heving HIV does not
and _':‘“5"‘95 =) transmitted by cazual contact negative [not infected with HIV]. in leakage and or overflow of mean you have AIDS. With early
= zection. ) II [sharing food, dishes, clothing, liquids from the test device. disgnisis and treatment, itis
|| = ,’"} etc.), saliva, casual kissing, food 7, What Is a false negative result? unlikely that you will develop
i ~ preparation or insect bitez. A false negative rezult is when 11. What happens If I splll some AIDS. Discuss the next steps
Rub finger to create a Let 1 drop FALL into Bottle 1. Apply adhesive bandage. a testHll'Ersu tizne ?‘tlu‘e.butﬂf\e of the contents of Bottle 1, with your doctor or counsellor.
3 7 Antibodi true HIV status of the person iz
LEEEE AT, e B e by e boan odFes  pocitive (infecked with HIVY Botle 2 or Bottle 3 outslde the 17, What do | doIf the result Is
immune system in response to test procedure. The test result is negathve? A Negative Result:
harmful organisms like viruses 8. How early can this test detect valid as long as the control dot Az with many tests, there iz a
1 2 3 and bacteria. Their purpose is to HIV? Based on bioLytical's . shows a visible dot after pouring chance for false results. If you
— — — defend against infection. itet:“ﬂl?: imsglerdfgmanr?c:ﬁ?h ird Eottle 3 into the test device. \'l‘aE\I.'E ane awienrszul-lltl\?%sl ou
el 1S Getacts HIV antibodies of the | ivity i S
s S ,_ > M 12, Hi LT K If my test activity in the past 3 months,
. - a 4 ! 2 N About the Test and |gC classes, |EM antibodies was done cofrectly? The you sould be n what i called
Step 2: Test e b T \5 s e 4. How does the INSTI HIV Self are the earliest antdbodies that |MSTIHIV Salf Test has a built- he “window peried” and it is
SHAKE 4 TIMES POURALL SHAKE 4 TIMES  POLIR ALL SHAKE 4 TIMES  POURALL Test work? INSTI HIV Self Test the body produces after an HIV in control dot to show that recommended to repeat testing
. e . iz a blood test for detecting HIV infection and can he detectable the test has been performed at alater date.
Shake and pour all liquid. Shake and pour all liquid. Shake and pour all liguid. antibodies. The test produces within 21-22 days . Depending m,-rpct{i!; and that you have
Wait until liquid disappears. Wait until liquid dizappears. Wait until liquid disappears. result in the form of either f’;gﬂ:‘;‘;ﬁgﬁ:ﬁﬁfg’:; v aﬂged 2 proper 22 drnple ta[pe 18, éﬂf&f crl;:ddllcﬂigll_li;r; o the
TIP: Gently tap Bottle 2 to pour liquid. :gfsqﬁtnls‘?gltﬁdd;%cgggfj A antibodias after exposure, it ﬁr{h:gﬂ#ﬁ%m (d,gessﬁg}p & result?
control dot is the buslt-in control could still take up to 3 months to appear {invalid test result), your + Always read the manufacturers’
mechanism and js visible if the ﬁzahggé'gzgr:?x‘#gg au H‘{.[‘k test Ijgls %gtdworked. IE is not Instrucﬂ;ra; Fnrba?y medication
i =
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test iz performed by adding a will need to test again after at In the event of repeated invalid occur for the following reasons:
- drop of blood to Bottle 1. This Ieast 3 months have passed since results, consult a doctor. »Have been on long ferm anti-
e diluted sample is then poured ﬂeurexposure.Thetlme from retroviral treatment.
Step 3: into the tes.tpdwice follgwed IV exposure to when atestcan o opo o b = Have a severe blood disorder,
Read Result by solutions in Bottle 2 and Correctly give & positive reault such & multiple myeloma.
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o Manufactured by:

bicLytical Laborataries, Inc.
406-13251 Delf Place

Richmond, BC, Canada V6V 242
Phanec +1 604-204-6784

wrarw biolytical com

501044, 301053 INSTI HIV Self Test
51-1220(Cdiraft) 20 Jul-2020

& Copyright 2020. All rights reserved
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Your test resultis HIV negative.
Result can be incomect if you
engaged in HIV risk activity in the
Last 3 months.

TEST againin 3 months.

Your test did not work.
Control dot must appesar to
indicate that the test has been
performed correctly. REPEAT
the test with & new test kit.

Two dots mean your test result
is positive. You may be HIV
positive. Positive results MUST
be confirmed by & doctor.

For Questions Or Further Support Call your provincial and territorial HIAIDS hotlines:

AB: 1-B00-TT2-2437
BC- 1-B00-661-4337
MEB: 1-B00-TE2-2437
L: 1-200-5683-1575

NT: 1-200-661-0844
HU: 1-800-661-0755
NS: 1-200-566-2437
ON: 1-800-668-2437 (EM],
1-800-267-7432 (FR)

PE: 1-800-314- 2437 ¥T- 1-200-881-0408 ext.
QC Info-Santé: 311 £323

Portail VIH|sida du QC: EASTERMW ARCTIC:
1-877-Portail (TE7-2245) 1-E0D-661-0785
SK: 1-200-667-8276

A one dot may be lighter than the other.
In rare instances, a faint ring may appear at the testdot; this is & positive nesult.




How soon after an HIV risk should a person take the test:
understanding the window period.

 The window period is time between HIV infection and the point when the test will give an accurate
result. During the window period a person can have HIV and be very infectious but still
test HIV negative. The window period for an HIV antibody self test is 3 months.

« A person can test as early as three weeks after exposure. Following exposure, antibodies can take
time to reach detectable levels so using the self test earlier than three weeks could produce false
negative results even if the exposure had led to infection.

» HIV self tests can detect antibodies as early as three weeks after exposure. However, for some
people antibodies are not detectable until three months after exposure.

» So, while a person may test at three weeks, if their result is HIV negative, an HIV infection cannot
be ruled out until three months after exposure.



Under what circumstances should a person take an HIV self
test?

* |f there Is no reason that a person could have been exposed to HIV, then there is no need
to be tested for HIV.

« Deciding on when and how to take the test is a personal decision.

« Some people will choose to test frequently and others may test occasionally.

« Some people may choose to do so alone in a private setting of their choice.

« Others may want some support prior to, after or even during the self-test procedure.

* People should give careful consideration about whether they want someone else to see
their results at the same time as they do. They should feel comfortable and safe with
whomever and wherever they take the test, and should know who to contact if support is
needed at any time.

» Self testing is designed to reduce, not contribute to, the stigma often associated with HIV
testing.
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Where can a person get help with
doing the test?

There are several support mechanisms available to
Individuals who need help with doing a self-test:

e Easy to follow instructions on how to complete the
test, FAQ and contact information about support
Info-lines supplied with each self-test Kit.

e The manufacturer’s video: (www.INSTI.com).

e Front line community agencies, sexual health
clinics and AIDS Service Organizations.

e A national online access program with peers
scheduled to be available in October 2020.
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http://www.biolytical.com/

What supports can community agencies provide?

Education: Some people may want to learn more about the test from a staff member at a
local community

Provide space for self testing: have a staff person present for guidance on completion of
the test and interpretation of their results. If staff are asked to help with completing the test,
they should assist only by guiding the self-tester through the labelled instructions.

“Supervised” or “assisted” self-testing: if provided, it is advisable that staff :

o Do not complete the test on behalf of the client, especially not to conduct the finger puncture of the client’s skin.

o Do not indicate to the client that they have HIV; instead, guide the client through the results interpretation section of
the package insert, and remind the client that the self-test is an initial test for HIV requiring confirmatory testing if
positive.

Referrals: After self-testing, provide referrals to testing clinics for confirmatory testing, Pre-
exposure Prophylaxis or Post Exposure Prophylaxis services, and/or other services as
appropriate.

Support: remind self-testers that if their result is positive, people with HIV who receive
prompt care and treatment continue to live long healthy lives.




Examples of potential roles for Community-Based Organizations in
supporting self-testing. *

e Promoting awareness of HIV self-testing.
e Distributing HIV self-tests.

e Being a HIV testing information source for people in your community (including
to people who have not accessed your services previously). Assisting those who
are interested to navigate the appropriate resources and follow-up;

e Supporting people who have a negative test in their service delivery region to
link up with prevention (i.e harm reduction, PrEP, etc) and ongoing testing
supports;

e Supporting people who have a positive test in their service delivery region to link
with care and/or access community-based services — e.g., Peer Navigator,
health care providers;

e Supporting quality control of self-test Kkits.

*Source: Evin Jones, Pacific AIDS Network
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Linkage to Care for Self Testing



What should a person do if they get a positive HIV self-
test result?

« Get confirmation - The HIV self-test is a screen test and all positive results

will need to be confirmed by the local Public Health Laboratory to confirm or
to rule out HIV infection.

« However, If a person gets a negative self-test result and believes they were
exposed to HIV within the past 72 hours - they should go immediately to
their nearest emergency department to determine whether they are a
candidate for Post Exposure Prophylaxis (PEP). The timing of PEP is very
Important: it must be started within 72 hours of exposure to HIV.
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...\What should a person do if they get a positive HIV self-test
result?

At any time throughout the self-testing process, individuals may benefit from the following resources:

e Provincial Sexual Health Infoline: can help people find follow-up testing near them to confirm their
result.

e Family doctor: can do follow-up HIV testing and work with people who test positive to begin
treatment and care.

e bioLytical Laboratories: the company that makes the INSTI HIV Self Test and has provided some
self-testing resources. (Www.INSTI.com)

e CATIE: a national resource centre for information about HIV and hepatitis C. email info@catie.ca or
visit https://www.catie.ca.

e Community-based HIV/AIDS services: These local agencies support many people living with HIV.
They can help with questions and concerns. They can provide emotional support, and practical
supports, including help to find a doctor, and programs to help pay for treatments.

e HIV411: online tool providing information on local HIV and Hepatitis C programs. https://hiv411.ca/
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Telehealth Platform

Banking-level encryption for user security

@ and privacy protection

Will provides a virtual support experience
through interactive video calls with peer

navigators

Anonymous identifiers will keep you
connected to support without disclosing

your email or phone number

Through the support and guidance of its community partners,
REACH/MAP Centre has commissioned a dedicated telehealth service
using the established OnCall online platform to provide virtual peer
navigation support for HIV self-testing

This secure video care platform will help connect peer navigators with
individuals looking to know their status using self-testing kits through a
virtual experience. Through a mobile app, users will be able to access
online support resources anonymously without having to provide a
phone number or email address and respect your right to privacy.
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Improving Testing and Linkage to Care

G -Y 3

Testing in the ED Pharmacy Based Testing Peer Navigation

P
O -
Telehealth . ,
App-driven approaches
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The REACH HIV Action Plan
Highlights

©

©
©
©

15t HIV self-test (INSTI blood test)
expected to be licensed by Health
Canada in the summer of 2020

REACH/MAP Centre will distribute an
Initial 60,000 free INSTI HIV self-test
kits through community agencies by
October 2020

A second HIV self-test kit (Orasure oral
swab test) expected to be licensed for
use by Health Canada in 2021

REACH/MAP Centre implementing an
online telehealth platform to support
individuals in self-testing through
interactive video sessions with peer
navigators through community agencies

¥ e



REACH Survey:
HIV self-testing in the context of COVID-19

On-line survey (launched soon) to get information from front-line
community-based workers and sector across the country about HIV self-
test knowledge, and options for access and supports needed to support

Intended end-users to get tested and linked to care:

* This is the 15t survey done in Canada to understand what access and
linkage to care supports will be needed to inform implementation and scale-
up of HIV self-testing across Canada in context of COVID-19. Please

complete !! And send out through your networks !!

« Survey will take approximately 15 mins to complete - those who complete
the survey can enter to win 1 of 5 $200 VISA gift cards

« A summary of the survey results will be shared with front-line providers,
AIDS service organizations and health decision-makers
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Brazil: Anonymous Testing using

Free HIVSTs

* Online site providing HIVST information, questionnaire

e Can request ST (oral or blood) to be sent to home or pharmacy

Results:

e 23,000 participated

* More tests requested than anticipated

* 31% had never tested before

* 62% were 18-28 years of age

* More than 80% had confidence in test results




eSTAMP: Evaluation of HIVST Among

MSM Project (CDC)

Study: Results:
e 2,665 MSM recruited through
advertisements placed on social network, * The ST group tested 3x more often than the control
music, and dating websites frequented by group
MSM
* Of the 36 newly identified HIV infections:
* Access to online HIV testing resources and * 26 (72%) were from those who received self-

tests

telephone counselling on request
e ~50% infections were among participants who

* Half were randomly assigned to receive 2 - :
| and 2 blood HIV self-tests with more had not been tested in the preceding year. 9 of
oral an them had never been tested before

available on request, while the control group

was not given tests : .
* The ST Group reported 34 newly identified HIV

infections among members of their social networks
* Answered surveys every 3 months for a year with whom they shared the tests

MacGowan et al. JAMA Intern Med. 2020;180(1):117-125



Kenya: reaching high risk population via

text messaging

2,262 Male truck drivers registered with a health provider

Randomised to 3 groups:

* Texted 3x re oral HIVST available at all clinics QQQ
* Texted 1x re HIV testing available at all clinics Q

* Texted 1x re general information on HIV testing Q

Of those who tested, 65% opted for ST vs 36% standard group

But 96% did not test......
Kelvin EA. et al. BMC Public Health 2019; 19:7



STAR: Distribution Models in Malawi, Zambia and Zimbabwe

Distribution Models:

628,705 Self Tests distributed using 3 models:

 Community based: door to door, street,
markets etc

* Workplace
* Integration into HIV Testing Services (HTS)

Results:

* 119,991 individuals at 11 outreach and 1 fixed sites:
85% opted for HIVST — no difference by gender

* ~92% at HTS, workplace, bus terminus, truck stops vs
62% in households opted for HIVST

* 20% were first time testers, more male than female

 Men and adolescents contribute disproportionately
to PLHIV not aware of their serostatus

Hatzold K et al. Journal of the International AIDS Society 2019, 22(S1):e25244






Social Innovation in Health

A new and unconventional solution developed by various actors (communities, civil
society, public sector, private sector) to a health care delivery challenge making it more

inclusive, effective and affordable
*  must be technologically sound and financially sustainable
*  buy-in or work in synergy with healthcare system

* Should have a positive effect on people’s life beyond health (equity, dignity, empowering

people)
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Crowdsourcing Messaging to promote

uptake of Syphilis Testing

Open Contest: Results:

e Designed open contest with MSM community * Syphilis Crowdsourcing contest generated
leaders and website managers excitement within the MSM community

* Invited submission of 30-sec videos taken by * Increased knowledge of syphilis and risks

phone or cameras to promote uptake of

s : e Winning videos featured on MSM websites but
syphilis testing

unable to attribute increased testing to
* Entries reviewed by a judging panel of film crowdsourcing project alone
makers, syphilis experts, community leaders

* Winning entries received a prize and their
videos were featured on MSM websites
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MSM STl and NGO clinics in Guangzhou, China

Men who come in for STI testing were
randomised to pay for chlamydia and gonorrhoea
testing or get tested for free.

For those in the free testing group, they were
told their testing had already been paid for by
the previous tester. They were then asked if they
would pay for the next tester

Gay and LGBTQ community participated in the
design and implementation of the study

2

Pay-it-Forward: Kindness is Infectious!

Results:

* 6% of 201 men in the pay group agreed to chlamydia and gonorrhoea
testing vs 56% of 205 men in the pay-it-forward group

 Of 121 men who tested, 4% gonorrhoea+, 12% chlamydia+:
- 97 (80%) this was their first gonorrhoea test
- 104 (86%) this was their first chlamydia test

* 97 (89%) of 109 men who received testing in the pay-it-forward group
donated money towards testing for future participants

At the 2019 World Health Assembly, UNAIDS featured this
initiative as one of top 12 innovations selected from hundreds
of entries submitted to the Global Health Innovation Exchange.

Li K. et al Lancet Infect Dis July 2019



HIV self-testing: Social Innovation

* Social Business Partnerships: between NGOs and businesses

* Rewarding HIV-free status:

» conditional economic incentives for risk reduction behaviours, testing and
medication adherence

e To maximize program effectiveness, CEl programs must be designed according
to contextual and population-specific factors that may determine
intervention applicability and success



Co-creating a way to move forward with HIVST

A new paradigm for sexual health: Autonomy, Privacy, Confidence

Access options:

Commercial Venues

Affordability options:

Community Venues

Health Facilities

Industry partnership

Social Business

Community Support
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Health care center

Opportunity to
reach those who
Bm heed it most with
the most
affordable options




