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Executive summary

In November 2020, the Minister of Health established the C&@IDesting and Screening Expert Advisory Panel.
The Panel providesvidenceinformed advice to the federal government on science and policy related to existing
and innovative approaches to COMI®testing and screening.

The Panel has issued 4 reports since January 2021. This fifth report provides recommendations eotisek

tests within Canada, including criteria for their application and potential cases for use. For the purpose of this
NESLRZ2 NI -KSaGSNMMe aBISTINE (2 -dddinsteleddstd, RomsaynBlecblgioR Sy G & S
toreadingresti G A ® ¢ KA & A D2RMESIOUNCY ¢F NEFY adavydsfBa dGKF G F NB & dzo
or ata pointof-care testing site.

The main objectives guidingrecommendations for the use oftsgling for COVIE9 are to:

1 reduce mortality and mdbidity from COVIEL9 by reducing community transmission of SARS2
1 supportsafer environments for more normal functioning of society and the economy
1 maintain and, if possible, enhance surveillance of SBR& and its variants of concern (VoCs)

The Pael closed deliberations for this report on July 28, 2021 therefore the advice inthis report may require
revision due to the rapid evolution of the evidence, the availability ofteel on the Canadian market and the
epidemiological situation. The Pdrne providing this advice as a third wave of COMDas receded across
Canadaand vaccinationrates are increasing. As of July 24R2@280%of eligible Canadians hawveceived at

least 1 dose of a vaccine. The expectation is that the percentage of the population receiving vaccines will continue
to increase across the country. Approved vaccines have transformed Q@Yfidn an infection with a highrate

of severe disese and death in the elderly and people who are immunocompromised into an infection with a much
lower mortality rate, highly concentrated among people who remain unvaccinated.

Evidence demonstrates that vaccination markedly reduces the risk of both symiiténfiections and severe
disease. However, the Panel recognizes that not everyone is able or willing to be vaccinatedtiSglprovides
an additionaltool to allow people to rapidly identify infections and potentially mitigate transmission to others.

As vaccination rates increase across Canada and the incidence of CMiideases, demand for both diagnostic
testing and testased screening is expected to evolve. Dedicated specimen collection centres will not be as readily
available as demand decrazs. However, seasonal respiratory viruses, such as influenza, are expected to circulate
along with COVI29 in the upcoming months. This may trigger a renewed interest for testing people with
symptoms who are vaccinated and unvaccinated.

Selftesting mayhave a role, particularly for those who are not vaccinated and those who have been hesitant to
get tested if they exhibit COWI® symptoms. Setesting may also play an important role should there be a
marked resurgence of COVID (for example, due to@accineescape variant).

The Panel offers the following recommendations for the future use oftestf as a complement to existing testing
options:
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Communication

1 Selftests should come with clear, concise messaging on how to use them, how to intirpres ults,
steps to take based on the result and how to dispose of the kits. There should also be a message about
the importance of following public health measures, regardless of a negativieselésult.

Equity and affordability

1 Whereitis aneffeitve use of public resources such as in the event of a CQ¥tBsurgence, setésting
should be accessible at no costand at various locations in communities.

Use of seltesting

1 Intheevent of a COVIDAresurgence, selésting may be an effective t for screening people who are
asymptomatic and unvaccinated. It could also quickly identify potential infections in people with
symptoms.

Implementation

1 As selftest programs are deployed, they must be evaluated for test performance, accessibility, user
acceptance, behavioural response and economic efficiency.

1 Given the potential for outbreaks in the fall and winter, provinces and territories should maintain
sufficient capacity for testing. They should not rely solely ontssting to manage a potentiaésurgence
of COVIELY.

Ii ] Priority strategies toptimize selftesting in Canada
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TheExpertAdvisory Panel and reports
Mandate of the Panel

The COVIR9 Testing and Screening Expert Advisory Panel aims to provide timely and relevant guidance to the
Minister of Health on COWII® testing and screening.

¢KS tFySfQa YIFIyRIFIGS Aa (2 02 Y il cBnicdglidahceyretastingddJt | OS>
screening. Ourreports reflect federal, provincial and territorial needs, as all governments seek opportunities to
integrate new technologies and approaches into their CaMPesponse plans.

Plan for reports

The focuof the first Panel report included 4 immediate actions to optimize testing and screening:

1. optimize diagnostic capacity with ldimsed PCR testing

2. accelerate the use of rapid tests, primarily for screening

3. address equity considerations for testing as@eening programs

4. improve communications strategies to enhance testing and screening uptake

The second report focused on testing and screening strategies in thédongare sector. The third report
provided a perspective on how the recommendations fribmfirst report can be applied to schools. The fourth

NSLI2Z2 NI F20dzaSR 2y (SadAy3a FyR ljdzZ Ny yiAyS YSI adzNBa ¥F2N

on selftesting.
Consultation

The Panel consulted with more than 50 health and public pekperts in preparing this report. In addition, the
Panel consulted with the Public Health Ethics Consultative Group (PHECG) regarding ethical considerations for self
testing. The Panel will continue to consult with a variety of stakeholders as we prfepies reports.

Guiding principles
Public health initiatives should strive to:

maximize benefit and minimize harm
promote equity

respectindividual autonomy

offer a reasonable expectation of privacy
increase transparency and accountability

E R

Where these gals come into conflict with other, tradeffs need to be made. Panel discussions and engagement
with stakeholders highlighted a number of key principles to consider in its guidance, including equity, feasibility
and acceptability. The Panel applied thpsciples in framing its guidance and aimed to be transparentin
describing tradeoffs.
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information at the time of writing the report. The Panel exandiseientific journal articles, modeling studies, grey
literature and news articles to inform its recommendations.

Terms

G{ SISBOA Yy IESH 2N & a6 FS NEadimigisteledtdR thy I gughSuy tiie®nti e @<ty

process, fromstart (sapling) to finish (results) according to the instructions provided by the test manufacturer.
Some seHestkits may connectto a smartphone app and automatically upload results to a database for reporting
purposes. Other seliest kits provide results withut automatic reporting.

¢ KA & NBELR2O dBGHEA ByaeStiF2 NSFSNI G2 | LINRPOSaa GKIG Syl of

samples for testing. Setbllectionis performed by the person being tested. The sample processing and asalysis i
done by a professional ina laboratory or pedrftcare testing site.

Some terms used in the report may not be familiar to all readers. See Annex A for a glossary of terms.

Case Study

United KingdomThe U.K. prioritized setésting at no charge to theublic to expand national testing capacity
The U.K.is sendirsglttests by posto reach those who carmt collect them. In additiorpersonal care
attendantsandhome care workera/ho support people with disabilities are testing themselves twice a wee
regardless of their vaccination status, using rapidgerttidetection test (RADT) s&tbts. Individuals receive a
box of 7 tests by mail every 21 days sothatthey canalsotestthemselves.
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Background
Status of selfesting and seltollection in Canada

As of July 5, 2021, there afd testing devices for COVIDBthat are authorized for use in Canada. famy of
these tests selfcollectionis under review or is beipgrformed as a clinical trial.

la 2F Wdz & p3I HAHMZ19TektKitig thizOmyNddst kit Apiirévédiby Hedlth Cahauat ILis
used as anovethe-counter selftestin people aged 14 and older.

G/ KSO1 LG¢ A a Iiongetéstthatworksiwithis ditollecied dfadalBamplésiResults are provided
in30 minutes Thesensitivity? ¥ & / K S-Bsts camipared t tbaFed PCR tests is reported to be 92% for
people with COVIQ19 symptoms.

Off-label use of rapid antigen tests as stelfts are also occurring in some jurisdios across Canada. Currently,
there are no seHests available for purchase in Canada, either with or without a prescription.

Health Canada is expecting additional applications for authorization efesédfin the near future, including
RADTSs, which agenerally less expensive than molecular tests. However, the availability of othtstelbn the
marketis uncertain. In thenited Statesindin other countries, RABElfFtest kits use aamplecollected from the
nose, throat or saliva and are available either with or without a prescription (for example, at retail stores,
pharmacies).

Rationale for seltesting

As vaccination campaigns proceed across Canada, testing needs are decreasing. However, there remains a role for

testing as the economy and public servicempen. There are also some Canadians who are ineligible, unable or
unwilling to get vaccinated. Used properly, gets can quickly identify those who are infected and allow people
to take measures to protect their household and their community.

There are benefits and considerations to weigh when determining how to depliaiesthg. In conventional

testing, specimens are obtained using a nasopharyngeal (NP) swab at an assessment centre and processed at a

laboratory. The potential benefits of sa#sts include:

privacy

rapidresults

easier accessibility

more acceptable (foinstance, may use less invasive sampling methods and canbe completed ata
location of choice)

= =9 = =8 =4 =4

usabilityin a variety of settings such as schoalskglaces and remote communities and before large
events such as concerts, sports and weddings
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The potential drawbacks of sdksts include:

inferior accuracy (more frequent false negatives and false positives)

uncertainty on the performance of seists in a vaccinated population

reduced opportunities for advice or guidance from a health care professional

risk that negative testresults may lead to hirggk behaviour due to false confidence
risk that positive test results are not acted onammmunicated to public health

E R

In the event of a COVHIO resurgence, selésting may be used as a tool to enable rapid screening for infection
and thereby help reduce transmissionin the community. Whiletestt can detect the presence of CO\II®D
infection, they cannot currently distinguish whether the infectionis from a variant of concern.

Industry and some jurisdictions who were consulted for this report indicated that various forms of screening will
be needed in the shortto medium term to redudeetrisk of outbreaks. Especially atrisk are:

1 workplaces such as food processing facilities where people are working indoors and in close proximity
1 longterm care homes and similar facilities where people are working with a vulnerable population

Similarlyjurisdictions aiming to minimize community transmission may continue to use testing for surveillance. In
this scenario, selfestingmay offer a lowecost option compared to other methods.

Screening programs are of greater value if protective behaveouaiintained. Public health measures should not

be disregarded due to a negative test result. In addition, positiveas should be confirmed with laboratery
based PCR.

Priority strategies t@ptimize selftesting in Canada



Evidencereview of seltesting

The available evidence on th#ectiveness of seliesting interms of reducing community transmissionis limited.

For this report, the Panel relied on research and evidence related to bottesgtig and sel€ollection, as well as
case studies from other countries. New evidence miagrge over the coming months that may influence the
recommendations below.

Test acceptability

Selftests rely on samples collected (typically nasal) by the layperson (collecting a sample on themselves or their
children). In contrast, nasopharyngeal swéh& most common and reliable sampling technique forbalsed PCR
tests) are collected by a health care professional. Previous stihésntineGraves and otherssoldfarb and

others, Siegler and othedsuggest that populations generally accept and tolesaiécollection of samples when

less invasive methods are used, particularly saliva and nasal swabs.

Recentresearch indicates that stdéting is feasible within the general population. For example, 81% of primarily
young and educated participants irsfudystated that the seHiest was easy to use. Some participants suggested a
number of improvements would facilitate se#sting:

illustrations

video formats

multiplelanguages

marks on swabs to guide insertion depth
instructions with precise or simple language

=A== -8 -8 -9

Despitereportedconfidence and comfort using sd#fsts, selftest administration can resduilh user error, which
can decrease the sensitivity of stibts.

Test performance

Scientific studies generally compare COWIB elftest performance with lakbased PCR tests using NP swabs
collected by health care providers. This report uses these casgrar for test sensitivity and specificity, unless
otherwise specified. However, current estimates of sensitivity and specificity fetestdfare imprecise because
performance characteristics reported by manufacturers are based on small studies. Exgther®5% confidence
intervals (95% CI) can give some indication of the level of certainty, with wider confidence intervals indicating less
certainty.

Overall, the performance of RADT and nucleic aciecedicted tests is lower than |dilesed PCR testising

samples collected by health care providers (see Annex B). Other smaller sttudtie®( and othergsoldfarb and
others, Hanson and other$1cCullough and other8razSilva and othergrediani and othefound sensitivities

of seltcollected anterior nasal swabs, salinega and saliva between 77% and 98% compared to nasopharyngeal
swab samples collected by health care providers using the same tesgkidyound that older age, lower viral

load and seleported difficulty with sampling are associated with reduced-sellection performance.

There is some variationin the performance of different brands oftegtf available in the U.S. and the United
Kingdom. Overall, both nucleic acests and RADTs have high specificity. RADTs are less sensitive than nucleic acid
tests (Annex C and Annex D).
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The performance of RADTs, which are commonly used fotesdilfig, varies based on symptom status and viral

load. Arecen€ochrane reviediound that RADTs conducted in people with symptoms were 72% sensitive
compared to 58% in people without symptoms. Furthermore, sensitivity was 95% enlitshigh viral loads
compared to 41% in those with lower viral loads. Sensitivity across RADT brands ranged from 34% to 88%, while
specificity for all tests considered was high (~99%).

Given evidence of higher transmissibiliytjerta HealthChian Kohn and otheiBuitrageGarcia and others
Byambasuren and othérén those who have symptoms amahigher viral loads, the impact of lower sensitivity of
RADTSs in people without symptoms and/or lower viral load cases is uncleat@géound high concordance

with PCR testresultshven viral load was high (Ct counts below 25) but less concordance with higher Ct counts.

Current evidence suggests that s&léting may be an effective tool to reduce SARS?2 transmission in
communities when incidence is highmddelling studyfrom the U.S. found that setésting with RADTs could
reduce COVIR9 transmission iftests are conducted frequently.

Asymptomatic testing criteria

Selttests work bestwhen the prevalence of iniea is high. The proportion of false positives is related to the
sensitivity and specificity of the test and the gest probability of a positive result. For asymptomatic screening,
the pretest probability is the prevalence of COM®in the populatio undergoing screening. This may be an
over-estimation because excluding symptomatic people lowers thegseprobability.

One study shows that theredictive valuef positivetest results drops greatly when prevalenceis low. A
prevalence threshold can be calculated for any-petermined minimum acceptable positive predictive value.

Thus far, there is little direct evidence related to the effects of leatpde screening progms using setests on
community transmission. Thereis also little direct evidence on the potential negative consequences (for example,
loss of income from a false positive). The proportion of false positives is related to the sensitivity and gpafcificit
the test and the preest probability. For asymptomatic screening, the{pest probability is the prevalence of
COVIBL9in the population. As prevalence decreases, the proportion of positive results that are false positives
increases. For exampleyfa test with 90% sensitivity and 99.9% s pecificity, the proportion of false positives will be
about 53% when the prevalenceis 0.1%, but 92% when prevalence is 0.01%. Figure 1 provides an example of
performance of a testin a setting where the prevalerskow.
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Figure 1. Performance of testin low prevalence setting

m’ With a test that has
99.9% specificity & 90% sensitivity

/9
Prevalence of 0.1% Prevalence of 0.01%
-ﬁ- 37,000 Canadians currently infected .ﬁ.a,mo Canadians currently infected
1,000,000 random asymptomatic tests 1,000,000 random asymptomatic tests
1,000 infected 999,000 not infected 100 infected 999,900 not infected
900 100 998,001 999 90 10 998,900 1,000
true positive false negative true negative false positive true positive false negative true negative false positive

53% of positive 92% of positive
results are false results are false

Usefulness in vaccinated people
Using effective testing modalities to navigate the months ahead and avoid strict public health interventions
6af 201 R26yasv I i Kost@WRIb&e®2y2YAO | YR &a20ALl f

While our understanding of the virus is growing, we still know little about the performance aéstfin people
who are partly or fully vaccinated. This is especially pertinent given emerging evidelesedsed viral
loadsafter partial or full vaccination. People who are vaccinated will have a |loweept@robability of infection,
which increases the likelihood that a positive test result may be a false positive
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Testing hesitancy and behavioural science

There are many reasons for testing rates being lower among marginalized groups than would be expected given
the rates of COVHD9. These include:

I mistrust of health systems
1 inequitable acced® testing
1 concerns about the potential financial and social impacts of a positive test

Note that these reasons are downstream consequences of both systemic and interpersonal racism.

Effective deployment of setests may help improve testing equity andalease community transmission by
making it possible to test people who would not have been tested-t8gtiing is part of a mulpronged approach
to developing a testing program that addresses equity and accessibility and reduces stigma for marginalized
populations.

To encourage testing, tailored interventions that offer a lot of support and links to health care resources should
reflectlocalissues and needs. Communities with positive or negativieesetes ults should be supported and
encouraged todllow public health guidance. Positive seéts should be confirmed with laboratebased PCR
testto allow for contact tracing, thereby reducing the risk of spread.

Both behavioural barriers (for example, not being able to access testing close to &wodi@ancial barriers (for
example, lack of access to paid sick leave and needing time off to get tested) can also promote testing hesitancy.
Behavioural barriers that selésts can address are outlined in Table 1.

Table 1. Barriers to testing that mayetoffset by seHltesting to reduce harms from COLO

Barrier Contribution to hesitancy Selftest application

Time/geograph' Time investment for travel to and from testing sites, and Results are available in 30
turn-around time to obtainresults minutesor less

Do not need to go to testing sit

Tests available where people
already go (for example,
supermarket, pharmacy)

Stigma People are hesitant to reveal contacts to contacttracers Selftests can be anonymous al
private

Affected individuals may notify
their own contacts

Socialnorms  The perceptionthat peers do not get tested makes Widespread test availability
individuals less likely to get tested themselves makes testingmore normal

Priority drategies to optimize selfesting in Canada | 9
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Barrier Contribution to hesitancy Selftest application

Logistical Barriers that discourage testing includeating and getting Tests available where people
frictions to a testing site, language barriers, time and processto  already go (for example,
obtain results, requiring a health insurance card/number supermarket, pharmacy)

Results are available in 30
minutes or less

Procrastination People tend to put off unpleasant tasks Selfcollection of samples is
more pleasant

Results are available in 30
minutes or less

Status quo bias People dislike change intheirroutines and prefer more o Do not need to go to testing sit

the same once routines aestablished )
Tests available where people

already go (for example,
supermarket, pharmacy)

Uncertainty Mild symptoms or symptoms that overlap with other Do not need to go to testing sit
conditions (for example, allergies) may not trigger a deci:
to goto a testing site

Inthe U.S., the price of selfsting kits ranges from $12 to $55 USD (costs vary based on test type). RABIis el f
are less expensive, while nucleic acid$asfs are more accurate but also maepensive. RADT sifsts may be
better suited for screening given their lower cost. (Note: Currently, there are no RABasteHvailable for
purchasein Canada.)

Case Study

Austria: As part of theAustrian Testing Stratedgr SARE 02, the federal government is offering upidree
selftestspermontd & LIKI NX¥YI OAS&a adGFINIlAy3a Ay al NDK HAHMJ
selttests need tdoe followed up with a PCR test and public health authorities are to be informed
immediatelyLower Austridnas launched a platform to registerlichselftests in order to visit restaurants and
bars, as individuals are only allowed in if they have been tested, vaccinated or recovered frorrlGG\fiEd
submitting a picture with a negative result, the user receives a QR code for proof for entry.
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https://www.sozialministerium.at/dam/jcr:362fa8ce-a94d-4747-8061-df5553f318ff/210407_Austrian-Testing-Strategy_EN_v2_pdfUA.pdf
https://www.covid19healthsystem.org/countries/austria/livinghit.aspx?Section=1.5%20Testing&Type=Section
https://www.covid19healthsystem.org/countries/austria/livinghit.aspx?Section=1.5%20Testing&Type=Section
https://www.themayor.eu/en/a/view/lower-austria-launches-a-new-platform-for-self-testing-7967

Opportunity costs

Some countries have made free siéts available on demand. Whether they will continue to do so inlow
prevalence settings when the population is vaccinated is unclear. For instance, the daily number of RADTs
conducted intheUnited Kingdonmas been decreasing since May. The cost of an $8 test twice a week for 5 million
people would be about $320 million per month. In lpnevalence settings in a vacciedtpopulation, it will be

very expensive to find an additional positive case, with minimal benefit if the population has high vaccination
coverage. Thisis corroborated bgtadythat found serial screening using RADTs becomes lesgffesive as
transmission rates drop.

Provincialand territorial governments are well placed to weigh the cost of distributing free or inexpensive self
tests for piblic health purposes.

Businesses and private enterprise are also well placed to weigh the cost of implementing their etest self
programs. Th&overnment of Canadand some provinces have been working with industry associations, non
profits and other organizations to provide access to rapid testing in many sectors.
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https://coronavirus.data.gov.uk/details/testing
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Recommendations for $désting

¢ KS t I yiStingréconimsridations are based on the evidence available when this report was written. The
goal of the recommendations is to provide accessible testingand screening in order to identify positive cases,
reduce community transission of COVHD9 and facilitate reopening in Canada. As additional data and evidence
become available, the Panel may need to revisit these recommendations.

Communication
Recommendation 1

Selftesting means thatan individual is responsible for indepetiggerforming the entire testing process. For
this reason, selfests should come with clear, concise messaging:

howto use them

how to interpret the results

which steps to take if the resultis positive or negative
how to dispose of the kits

E R E

Thereshould also be a message about the importance of following public health measures, regardless of a
negative sekltest result.

With selftests available on the Canadian market, there will also be a need to provide guidance to Canadians on
what tests are reemmended, if any, for different scenarios. For example, Canadians will need to know that self
testing is not the preferred test for anindividual who has been exposed to someone with-C@VHkbased PCR

is the preferred testin this context.

Clear, transparent, creative and accessible information about C&¥IBnd seltesting must be available

in multiple languagesnot just French and EndlisAs well, accessibility and multiple formats are especially
important for people with disabilities, as many individuals in Canadafethexcludedrom COVIEL9 messaging.
Health helplines should also be equipped to respond to questions on usirigstslf

All this information should be available when a user obtains the test and alsoincluded with thess$ peckage.
Communic#éons tools such as websites or apps would be useful for reportingestifesults. Provinces and
territories could consider offering tools for reporting stlét reports, where this is possible through their existing
legislative and regulatory framewks.

Equally important is the need to use strong messaging to inform people who atestahf that they should
continue to follow the relevant public healgiuidance
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http://www.bccdc.ca/health-info/diseases-conditions/covid-19/about-covid-19/translated-content
https://www.ctvnews.ca/health/coronavirus/disabled-canadians-feel-excluded-from-covid-19-messaging-1.4857691
https://www.canada.ca/content/canadasite/content/dam/phac-aspc/documents/services/diseases/2019-novel-coronavirus-infection/awareness-resources/vaccinated-against-covid-19-public-health-measures/vaccinated-against-covid-19-public-health-measures.pdf

Case Study

NovaScoty¥ | F f AFFEQ& OF YLI AJy abS3aAlI GABS F2NI GKS b
benefits and limitations of testing. A negative testis good fertrght, but not subsequent days. People whc
participate inthe rapid testing program receive messaging on mitigating risk, including the following:

1 Remember a negative test stillmeans you have to wear a mask, wash your hands, and social di
six feet

1 Anegativetestis only valid for the day. You could become positive after today. If you develop
symptoms atany point or have a known COVID positive contact, you must call 811.

I Comeoutand get tested again soon.

Equity and affordability
Recommendatior2

Whereitis an effective use of public resources, such as inthe event of a C@kdgurgence, setesting should
be accessible at no costand at various locations in communities.

If people are required to pay for se#sts, they will only be accabte to individuals who can afford them. This
does not alignwith the goals of screening programs and the values that underlie the delivery of health carein
Canada.

If one of the goals of deploying s#dfsts is to reduce testing hesitancy, it is impottdrat selftests be easily
accessible to all Canadians, especially inHrigidence areas and/or for higisk populations. Highisk
populations include:

older people

essential workers

people living in remote communities

people living in high incidenc®mmunities

people with disabilities or prexisting health conditions

racialized communities, including black and and offreserve Indigenous communities

=A== =8 -4 -4 -9

Ifthereis a resurgence of COMIB cases, in higimcidence areas, selésts should be availabin highincidence
areas. They should be offered at no cost and at various locations ina community. These include:

schools

workplaces

testing centres

places of worship

community centres

Indigenous service organizations

=A== -8 -8 -4 -9

In some cases, it may be desiratdienail selftests. This option would complement making dets available for
sale atretail locations such as pharmacies and grocery stores.
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https://www.rapidtests.org/case-studies/nova-scotia-community-testing

Case Study

United StatesThe Centers for Disease Control (CDC) and National Institutes of Healta(NiHed Rapid
Acceleration of Diagnostics Underserved PopulatiB#si}JB). This $500nillion COVIEL9 testing initiative
aims to help disproportionately impacted communities across the country. CDC afuhiN&d apilot studyin
North Carolina and Tennessee with the Quidel QuickViréoisie OTC COVID Test to determine if
community transrissionis reduced by providing free stdéts and testing regularly. They also funded
arandomizedtrial of homérased COVHDI testingwith American Indian and Latino communities in Mordan
and the Yakima Valley of Washington. This study investigates barriers toltesed testing, deliveringtests [
community health educators compared to mail and commudiiyen testing protocols.

Using seltests
Recommendation 3

In the event of a COBI19 resurgence, setésting may be an effective tool for screening people who are
asymptomatic and unvaccinated. It could also quickly identify potential infections in people with symptoms.

Evidence from scientifistudiesandmodellingdemonstrates acceptable sensitivity and s pecificity amongtesté
(see Annex B and C) in unvaccinated individuals. This ssijugss elftests may have a role in
testingasymptomati winvaccinated people from time to time when there are high case counts. In the tase o
current screening programs, using steléts can be less costly as they do not require dedicated staff for testing.

When case counts are low, manytests are needed to find a single case and false positives make up a larger
proportion of positive resultdn this case, screening programs are unlikely to be-efiettive. While rare, false
positives can also cause harm (for example, loss of income due to isolation requirements after a false positive
result).

The prevalence threshold and desired minimumipes predictive value for asymptomatic screening using a given
testcan becalculated For example, for a 99.9% specific, 90% sensitive test, prevalence would be atleast 1% to
have an 80% positive predictive value.

The decision to implement a COVIBDselftest screening program may be based on the following factors:

low test cost
high test specificity and sensitivity
public support and desire for screening
effective ability taisolate with positive results
high COVIR9 prevalence for the jurisdiction
population particularly vulnerable to COVID due to:
0 age
0 highrisk groups
0 lowvaccination rates
o0 high variants of concernrates with potentially lower vaccine effectiveness
lack d access to rapid PCR testing or limited testing personnel
robustreporting of selfest results and contract tracing/quarantine capacity
barriers to accessing other forms of testing (for example, testing available at limited times/places or
testing hesitacy)

=A =4 =8 -8 4 -9
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https://radx-up.org/about/
https://www.nih.gov/news-events/news-releases/cdc-nih-bring-covid-19-self-testing-residents-two-locales
https://reporter.nih.gov/project-details/10255113
https://www.medrxiv.org/content/10.1101/2021.02.21.21252153v1
https://www.acpjournals.org/doi/10.7326/M21-0510
https://www.cambridge.org/core/journals/infection-control-and-hospital-epidemiology/article/detection-of-severe-acute-respiratory-coronavirus-virus-2-sarscov2-in-outpatients-a-multicenter-comparison-of-selfcollected-saline-gargle-oral-swab-and-combined-oralanterior-nasal-swab-to-a-provider-collected-nasopharyngeal-swab/92C1C67C242EE9F9F100A9E643FCAB4A
https://www.medrxiv.org/content/10.1101/2020.05.17.20104927v1
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Case Study

United Kingdom:The U.K. used a RADT detft at a cost of approximatefy8.50 CARor distribution through
the NHS Testand Trace prograrhe sasitivity of the testis 57.5% when useddslftrained members of the
publicand the specificity is 99.7%hdre was no difference between samples collected by symptomatic anc
asymptomatic people. The U.K. recommended that everyondesdifwice a week. Tests are available at
pharmacies and testing centres. In June 2021, the U.K. shifted Hestéliy focugo people who are not
vaccinated and those deemed to be highly vulnerable.

All secondary school students have been asked to take 2 tests every week since March as part of the sc
reopening program. From March 8 to April 4, 26,144,449 rapidestf were reported, with about 81% of
these taking place in educatioraintexts Of these, 30,904 were positive. Among the positive tests that ha
confirmatory PCR test, 18% were identified as falséipes. Over this period, the prevalence of COWDN
schoolchildren was estimated to be ab@utt3%

The U.K. program has been criticized for a lack of evidencedtbe testing recommendations, questionabls
impactand high cost (sééahaseRalffle and GilHalliday.

As public health restrictions are relaxed, other respiratory viruses will once again begin to circulate. It me
difficult to distinguish between SAR®V2, influenza, other respiratory viruses orimbection. Multiplex
testingis usedto simultaneously identify if an individual fected with the SARS0\2 virus or other
respiratory viruses (such as influenza or respiratory syncytial virusjeStatig can also help people determin
whether they are likely to have COVIB or be infected with another respiratory virus. Peoplehwigspiratory
symptoms should be encouraged to stay home and to follow public health guidance.
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https://www.standard.co.uk/news/health/ps5-rapid-result-covid-test-freedom-pass-b67975.html
https://www.gov.uk/government/publications/how-tests-and-testing-kits-for-coronavirus-covid-19-work/for-patients-the-public-and-professional-users-a-guide-to-covid-19-tests-and-testing-kits#self-testing
https://www.ox.ac.uk/sites/files/oxford/media_wysiwyg/UK%20evaluation_PHE%20Porton%20Down%20%20University%20of%20Oxford_final.pdf
https://www.ox.ac.uk/sites/files/oxford/media_wysiwyg/UK%20evaluation_PHE%20Porton%20Down%20%20University%20of%20Oxford_final.pdf
https://www.bbc.com/news/health-56750460
https://cmmid.github.io/topics/covid19/lft_confirm_testing_schools.html
https://www.bmj.com/content/371/bmj.m4950
https://www.bmj.com/content/373/bmj.n1058
https://www.theguardian.com/world/2021/apr/15/rapid-covid-testing-in-england-may-be-scaled-back-over-false-positives
https://www.idtdna.com/pages/community/blog/post/covid-19-and-the-flu-can-we-multiplex-our-way-out-of-this
https://www.idtdna.com/pages/community/blog/post/covid-19-and-the-flu-can-we-multiplex-our-way-out-of-this

Considerations for implementation
Research and evaluation
Recommendation 4

As selitest programs are deployed, they must be evaluated for test performance, accessibility, user acceptance,
behavioural response and economic efficiency.

Continuous quality improvement frameworks should be applied, with both process and outcomesteimodify
or scale backineffective or suboptimal programs. Analyses should disaggregate for Indigenous populations, other
ethnic and racial groups, income groups, rural and urban groups, and genders.

Evaluating selfesting should consider the followirfgctors:

its effectiveness, acceptability, feasibility, test performance and effects on CTO\fBnsmission

how the supply chain can respondto high demands

how to report results, including how to address privacy concerns

its effect on surveillance dataontact tracing and rate of followp PCR tests

financial impacts and cosfffectiveness

socialimpacts and effects on testing equity

individualautonomy (for instance, in contexts where testresults are required to access settings such as
workplaces andducational institutions)

1 the user experience, including qualitative information from people on the acceptability of various self
tests (sample collection, convenience, comfort, ease of access)

= =8 =8 -8 -8 -9 -9

These factors will helpinform future séfisting program$or COVIEL9 or other pandemics.

Researchis needed on the effectiveness ofteslfs in vaccinated populations. There is also benefit to better
understanding the behavioural response to a negative result and whether the result encouragéskigh
behaviour.

Selftests can be done in private without consulting a health care provider. It would be useful to know:

1 aboutthetypes of people who would not go to a testing centre but would use deself
9 ifthere are settings where people who are otherwise taetito be tested would use setésts

Reporting, public good and privacy

Selfcollected samples that are processedin alab or at the pafHeare will have results automatically relayed to

the public health authority. However, Health Canada has alraathorized 1 selfest with no builtin reporting
mechanism. The Panel respects the rights of Canadians to a reasonable expectation of privacy, including privacy of
their health information.

The Panel also recognizes that mandated reporting for indepehdpnicessed seliests is likely not feasible. The

lack of reporting createshallengesor contact tracing and quarantine compliance monitoring. Tools willbe
needed to encourage people to voluntarily report their stelt results.
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https://www.ecdc.europa.eu/sites/default/files/documents/Considerations-use-of-self-tests-for-COVID-19-in-the-EU-EEA-17-March2021-erratum.pdf

People who voluntarily undergo se#fsting may be more inclined to adjust their behaviour if they receive a
positive esult, whether or notthey opt for a confirmatory PCR test.

The Panel suggests the following measures to encourage the voluntary reportingtessedt ults:

1 supportand incentives for those who receive positive test results, such as paidasiektoreduce any
negative consequences for those who decide to report
91 clear communication about the need for a confirmatory PCR if thdeslfesultis positive
1 accessible communications outlining the importance of-gagbrting and the communignide beneits
of contacttracing
0 teaming up with community leaders, including health care andreligious leaders, for
communication campaigns may help increase uptake
1 clear information on best practices, where the approach is on trusting people tiss&fe when &k
0 less reliance on the public health system and enforcement

Recommendation 5

Given the potential for outbreaks in the fall and winter, provinces and territories should maintain sufficient
capacity for testing. They should not rely solely on-tesifingto manage a potential resurgence of COXD

As vaccination rates increase across the country, itis expected pleaimercollection sites will decrease
capacity Screening for COD in certain settings (such as workplaces) will also decrease over time, assuming
case counts remain low.

As the demand for testing decreases, it may not be a reasonable use of public resooned@stain testing

infrastructure, such as mass COXYMXesting sites. The Panel recommends that provinces and territories take care

6KSYy a0FftAy3d R26y AYFNIAGNHOGANSd 2SS OFyQili LINSRAOG @K
have rotyet had an influenza season during the pandemic.

Diagnostic testingwill remain important as the pandemic subsides and the €OVImis continues to circulate.
Use cases for selésting

In addition to the recommendations outlined inthis report, fAanel offers 3 potential use cases for getfting to
putthe recommendations in context.

Homes for populations at risk of severe outcomes from GO¥ID

The immune response of some vulnerable populations (for example, elderly or people with comortuidities)
lower. They are more susceptible to COXD particularly if they receiveihome care from an external provider,
live in a congregate or mulgienerational setting or live in a remote or isolated community.

In these settings, personal support wers, health care workers and family members should be given easily
accessible and rapid se#sting tools to protect the vulnerable people they serve, especially if there are those who
choose notto be vaccinated. S&téts could be deployed to home @aaigencies for distribution to their

employees.
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https://www.cbc.ca/news/canada/ottawa/first-covid-19-testing-centre-closes-ottawa-coronavirus-pandemic-1.6088063
https://www.cbc.ca/news/canada/ottawa/first-covid-19-testing-centre-closes-ottawa-coronavirus-pandemic-1.6088063




























