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1. Basis of Compilation
1.1 Referenced Standards
No. Standard No. Standard Title

1 EN ISO 14971:2012

Medical devices--Application of risk management to medical
devices

2 | EN 13641:2002

Elimination or reduction of risk of infection related to in vitro
diagnostic reagents

3 | EN 13612:2002/AC:2002

Performance evaluation of in vitro diagnostic medical devices

4 | ENISO 23640: 2015

In vitro diagnostic medical devices — Evaluation of stability of
in vitro diagnostic reagents (ISO 23640:2011)

5 EN ISO 15223-1: 2016

Medical devices — Symbols to be used with medical device
labels, labelling and information to be supplied — Part 1:

General requirements

6 | ENISO 18113-1:2011

In vitro diagnostic medical devices — Information supplied by
the manufacturer (labelling) — Part 1: Terms, definitions and
general requirements (ISO 18113-1:2009)

7 | ENISO 18113-2:2011

In vitro diagnostic medical devices — Information supplied by
the manufacturer (labelling) — Part 2: In vitro diagnostic
reagents for professional use (ISO 18113-2:2009)

1.2 Related data

(1) Instruction for Use;

(2) Service condition in hospitals, customer complaint records;

(3) Design and development output file;

(4) Product inspection report.

2. Purpose and Scope

This is a report for the risk management of SARS-CoV-2 Antigen Rapid Qualitative Test, in which all

possible hazards and the cause for each hazard are determined. Severity and occurrence probability of

each hazards are estimated. When a risk is unacceptable, a control measurement is taken to reduce it.

At the same time, the residual risk is evaluated. Finally, all residual risks shall be made as low as

reasonably acceptable low enough to be acceptable.

3. Risk Management Team and Responsibility
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4. Product Description
4.1 Brief Introduction to the Product

SARS-CoV-2 belongs to the broad family of viruses known as coronaviruses. It is a positive-sense
single-stranded RNA (+ssRNA) virus. Other coronaviruses are capable of causing illnesses ranging
from the common cold to more severe diseases such as Middle East respiratory syndrome(MERS). It is
the seventh known coronavirus to infect people, after 229E, NL63, OC43, HKU1, MERS-CoV, and the
original SARS-CoV. Protein modeling experiments on the spike (S) protein of the virus suggest that it
has sufficient affinity to the angiotensin converting enzyme 2 (ACE2) receptors of human cells to use
them as a mechanism of cell entry. Studies have shown that SARS-CoV-2 has a higher affinity to human
ACE2 than the original SARS virus strain. An atomic-level image of the S protein has been created
using cryogenic electron microscopy.

SARS-CoV-2 infections cause COVID-19 disease. People who have confirmed COVID-19 have a range
of symptoms, from people with little to no symptoms to people being severely sick and dying.
Symptoms can include: fever, tiredness, and dry cough.. Some patients may have aches and pains, nasal
congestion, runny nose, sore throat or diarrhea. These symptoms are usually mild and begin gradually.
Some people become infected but don’ t develop any symptoms and don't feel unwell. Most people
(about 80%) recover from the disease without needing special treatment. Around 1 out of every 6 people
who gets COVID-19 becomes seriously ill and develops difficulty breathing. Older people, and those
with underlying medical problems like high blood pressure, heart problems or diabetes, are more likely
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to develop serious illness. About 2% of people with the disease have died. People with fever, cough and
difficulty breathing should seek medical attention.

Human-to-human transmission of the virus has been confirmed and occurs primarily via respiratory
droplets from coughs and sneezes within a range of about 6 feet (1.8m). Viral RNA has also been found
in stool samplesfrom infected patients. It is possible that the virus can be infectious even during the
incubation period, but this has not been proven, and the WHO stated on 1 February 2020 that
"transmission from asymptomatic cases is likely not a major driver of transmission" at this time

4.2 Intended Use

The SARS-CoV-2 Antigen Rapid Qualitative Test is a colloidal gold immunochromatography intended
for the qualitative detection of nucleocapsid antigens from SARS-CoV-2 in human nasal swabs, throat
swabs, and sputum from individuals who are suspected of COVID-19 by their healthcare provider
within the first five days of the onset of symptoms.

For in vitro diagnostic use only.
4.3 Test Principle
This reagent is based on colloidal gold immunochromatography assay.

During the test, sample extracts are applied to the test cartridges. If there were SARS-CoV-2 antigen in
the extract, the antigen will bind to the SARS-CoV-2 monoclonal antibody. During lateral flow, the
complex will move along the nitrocellulose membrane toward the end of the absorbent paper. When
passing the test line (line T, coated with another SARS-CoV-2 monoclonal antibody) the complex is
captured by SARS-CoV-2 antibody on test line resulting in coloring on line T; when passing the line C,
colloidal gold-labeled goat anti-rabbit IgG is captured by control line (line C, coated with rabbit IgG)
resulting in coloring on line C.

5. Identification of Intended Use and Characteristics Related to Safety

Questions that can be used to identify medical device characteristics that could impact on safety are
described as follows:
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9. Overall residual risks evaluation

Risks of hazard are reduced to the lowest level after implementation of risk control measures and no
new risk is introduced. Besides, benefits of the medical device outweigh the overall residual risks, so
the overall residual risks are acceptable. The residual risks should be included in the accompanying
documents such as Instructions for Use are as follows:

No. Residual risk description

1 This reagent is used for in vitro diagnosis only. Please do not use expired products.

) All samples (including the remaining samples after testing), used reagents and waste
should be treated as infectious materials.

3 The reagent is for single use. Once the pouch is opened, it should be used within 30
minutes to avoid test failure caused by the moisture absorption.

4 While using the test cartridge, vibration and electromagnetic environment should be
avoided.

5 Lot number of solutions and test cartridges must be matched.

10. Evaluation on Production and Post-market Information

The post-production information will be collected after the product is marketed.

11. Conclusion

According to the analysis, evaluation and control of risks in full life-cycle of the device, all risks are
acceptable. Therefore, the device is safe to be used.



