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This Fact Sheet informs you of the significant known and
potential risks and benefits of the emergency use of the
Flowflex COVID-19 Antigen Test.

The Flowflex COVID-19 Antigen Test is authorized for
non-prescription home use with self-collected anterior
nasal swab specimens directly from individuals within 7
days of symptom onset or without symptoms or other
epidemiological reasons to suspect COVID-19. This test
is authorized for non-prescription home use with self-
collected anterior nasal samples from individuals 14
years or older or adult collected anterior nasal samples
from individuals age 2

years or older.

All individuals who use this assay are required
to receive and should carefully review the
Flowflex COVID-19 Antigen Test Instructions
for Use before they use the test.

What are the symptoms of COVID-19?

Many patients with COVID-19 have developed fever
and/or symptoms of acute respiratory illness (e.g.,
cough, dyspnea), although some individuals experience
only mild symptoms or no symptoms at all. The current
information available to characterize the spectrum of
clinical illness associated with COVID-19 suggests that,
when present, symptoms include cough, shortness of
breath or dyspnea, fever, chills, myalgias, headache,
sore throat, new loss of taste or smell, nausea or
vomiting or diarrhea. Signs and symptoms may appear
any time from 2 to 14 days after exposure to the virus,
and the median time to symptom onset is approximately
5 days.

Public health officials have identified cases of COVID-19
throughout the world, including the Canada. Please
check the Health Canada COVID-19 webpage (see link
provided in “Where can | go for updates and more
information?” section at the end of this document) or
your local jurisdictions website for the most up to date
information.

This test is for use by a health care professional
with self-collected anterior nasal swab specimens
from individuals within 7 days of symptom or
without symptoms or other epidemiological
reasons to suspect COVID-19. This test is
authorized for use by health care professional for
anterior nasal samples from individuals age 2
years or older.

What do | need to know about COVID-19 testing?

Current information on COVID-19 for healthcare

providers is available at Health Canada's webpage,

Information for Healthcare Professionals (see links

provided in “Where can | go for updates and more

information?” section).

e The Flowflex COVID-19 Antigen Test can be

used to test directly collected Anterior Nasal
Swab specimens

e The Flowflex COVID-19 Antigen Test can be
used to test individuals within 7 days of
symptom or without symptoms or other
epidemiological reasons to suspect COVID-19.

e The Flowflex COVID-19 Antigen Test is for use
by health care professionals for anterior nasal
samples from individuals age 2 years or older.

What does it mean if the specimen tests positive for
the virus that causes COVID-19?

A positive test result for COVID-19 indicates that
nucleocapsid antigens from SARS-CoV-2 were detected,
and the patient is infected with the virus and presumed
to be contagious. COVID-19 test results should always
be considered in the context of clinical observations and
epidemiological data such as local prevalence rates and
current outbreak/epicenter locations) in making a final
diagnosis and patient management decisions. Patient

Report Adverse events, including problems with test performance or results to https://www.canada.ca/en/health-canada/
services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/medical-device.html or by calling 1-866-225-0709
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management decisions should be made by a healthcare
provider and follow current Health Canada guidelines.

The Flowflex COVID-19 Antigen Test has been designed
to minimize the likelihood of false positive test results.
However, in the event of a false positive result, risks to
patients could include the following: a recommendation
for isolation of the patient, monitoring of household or
other close contacts for symptoms, patient isolation that
might limit contact with family or friends and may
increase contact with other potentially COVID-19
patients, limits in the ability to work, the delayed
diagnosis and treatment for the true infection causing the
symptoms, unnecessary prescription of a treatment or
therapy, or other unintended adverse effects.

All healthcare providers must follow the standard testing
and reporting guidelines according to their appropriate
public health authorities.

What does it mean if the specimen tests negative for
the virus that causes COVID-19?

A negative test result for this test means that
nucleocapsid antigens from SARS- CoV-2 were not
present in the specimen above the limit of detection.
However, a negative result does not rule out COVID-19
and should not be used as the sole basis for treatment
or patient management decisions, including infection
control decisions. Antigen tests are known to be less
sensitive than molecular tests that detect viral nucleic
acids. The amount of antigen in a sample may decrease
as the duration of iliness increases. Specimens collected
after day 7 of illness may be more likely to be negative
compared to a RT-PCR assay Therefore, negative
results should be treated as presumptive and
confirmation with a molecular assay, if necessary for
patient management.

When diagnostic testing is negative, the possibility of a
false negative result should be considered in the context
of a patient’s recent exposures and the presence of
clinical signs and symptoms consistent with COVID-19.
The possibility of a false negative result should
especially be considered if the patient’s recent
exposures or clinical presentation indicate that
COVID-19 is likely, and diagnostic tests for other causes
of

illness (e.g., other respiratory illness) are negative. If
COVID-19 is still suspected based on exposure history
together with other clinical findings, re-testing or testing
with molecular methods should be considered by
healthcare providers in consultation with public health
authorities.

Risks to a patient of a false negative include: delayed or
lack of supportive treatment, lack of monitoring of
infected individuals and their household or other close
contacts for symptoms resulting in increased risk of
spread of COVID-19 within the community, or other
unintended adverse events.

A negative antigen test should not be the sole basis
used to determine if a patient can end isolation
precautions. For additional recommendations regarding
infection control, refer to Health Canada's guidelines.

The performance of this test was established based on
the evaluation of a limited number of clinical specimens
collected between March and May 2021.The clinical
performance has not been established in all circulating
variants but is anticipated to be reflective of the
prevalent variants in circulation at the time and location
of the clinical evaluation. Performance at the time of
testing may vary depending on the variants circulating,
including newly emerging strains of SARS-CoV-2 and
their prevalence, which change over time.

Negative results, particularly in asymptomatic
individuals, should be considered to be presumptive and
additional testing with a highly sensitive molecular
SARS-CoV-2 test may be necessary to help rule out
infection.

What is Interim Order No. 3?

The government of Canada has made this test available
under an emergency access mechanism called Interim
Order No. 3 Respecting the Importation and Sale of
Medical Devices for Use in Relation to Covid-19.

Report Adverse events, including problems with test performance or results to https://www.canada.ca/en/health-canada/
services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/medical-device.html or by calling
1-866-225-0709
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What are the approved available alternatives? There
are no approved available alternative antigen tests. Any
tests that have received full marketing status (e.g.,
cleared, approved), as opposed to an Interim Order No.
3, by Health Canada can be found by searching the
medical device databases here:
https://www.canada.ca/en/health-canada/services/
drugs-health-products/covid19-industry/medical-
devices/authorized/list.html A cleared or approved test
should be used instead of a test made available under
an Interim Order No. 3, when appropriate and available.
The goveernment of Canada has issued Interim Order
No. 3's for other tests that can be found at:
https://www.canada.ca/en/health-canada/services/
drugs-health-products/covid19-industry/medical-
devices/authorized/list.html.

ACON Biotech (Hangzhou)
Co., Ltd

No. 210 Zhenzhong Road,
West Lake District,
Hangzhou, P.R. China,
310030

Customer Support:
+1 800-838-9502
support@aconlabs.com

Where can | go for updates and more
information?

Health Canada webpages:

General: https://www.canada.ca/en/public-health/services/
diseases/coronavirus-disease-covid-19.html

Symptoms:
https://www.canada.ca/en/public-health/services/diseases/2019-
novel-coronavirus-infection/symptoms.html

Healthcare Professionals:
https://www.canada.ca/en/public-health/services/diseases/2019-
novel-coronavirus-infection/health-professionals.html

Laboratory Biosafety: https://www.canada.ca/en/public-health/
services/laboratory-biosafety-biosecurity/biosafety-directives-
advisories-notifications/sars-cov-2.html

Isolation Precautions in Healthcare Settings:
https://www.canada.ca/en/public-health/services/diseases/2019-
novel-coronavirus-infection/health-professionals/infection-
prevention-control-covid-19-second-interim-guidance.html
Infection Control:https://www.canada.ca/en/public-health/
services/diseases/2019-novel-coronavirus-infection/health-
professionals/infection-prevention-control-covid-19-second-
interim-guidance.html

Health Canada webpages:
General: https://www.canada.ca/en/public-health/services/
diseases/coronavirus-disease-covid-19.html

Interim Order No. 3's:(includes links to fact sheet for individuals
and manufacturer’s instructions) https://www.fda.gov/medical-
devices/coronavirus-disease-2019-covid-19-emergency-use-

Méanufaicturekdufdrmitignstics-cuas

Technical :+1 800
838-9502
support@aconlabs.co
m

Report Adverse events, including problems with test performance or results to https://www.canada.ca/en/health-canada/
services/drugs-health-products/medeffect-canada/adverse-reaction-reporting/medical-device.html or by calling 1-866-225-0709
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