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Who is Pasaca Capital? &, Pasaca Capital
£

US Owned Private Equity firm offering advisory services and fund managing billions of dollars in
assets from Institutional and Ultra High Net Worth investors across Asia and U.S.

Investment Strategy is focused on identifying under-valued assets to exploit that discount via value
gaps that exist between different equity markets

Focus industries are Entertainment, Finance, Healthcare, Industrial-Manufacturing, Infrastructure,
and TMT

Founding Partner is Charles Huang, Ph.D. formerly top-ranked China Equity Market Analyst for
Credit Lyonnais Securities Asia (CLSA). Led 20+ IPOs and secondary offerings during his career at
CSLA and BNP Paribas. Earned his Ph.D. and MBA from University of Strathclyde, Scotland
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Innova Medical
Group

* Stem —Cell

e Stroke

* Heart Disease

* Arterial Health

* Cancer

* HPV / Viral Testing
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Innova Biotime Medical Antigen Rapid Test

ANTIGEN -
Relative Sensitivity: 72175 96.00% (88.75%~99.17%)
RAPID DIAGNOSTIC Relative Specificity: 220220 100.00% (98.34%~100.00%)
1ml Sputum Accuracy: 2921295 98.98% (97.06%~99.79%)
Nasal/Throat Swab
Total Results 75 220 295
Buccal Scrape #55% Confidence Interval

Point of Care —

USFDA Applied EUA August 3
Acknowledgement Letter August 19th
EUA Expected Mid-Sept.

Current Production 1 million per day; will reach 2 million per day by Sept. 14
Xiamen, China / Los Angeles, California
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QDX™ Health ID Smartphone App

A Robust, Highly Secure Health ID Application

* The entire system is US HIPAA
compliant, uses HL7 data compliance
and is supported by blockchain security

Domt pat ot Fam sy o el g
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* Tracking and reporting within the app
managed privately and securely

* Objective: keep contagious travelers,
customers and staff from contaminating
the greater population in the airport,
manufacturing facility and community

t
SO DRAROBND

* Adaptive protocols and enterprise
dashboard

Copyright© QDX™ HealthID, 2020 All Rights Reserved




QDX™ HealthID

A Key or Passport to Healthy Havens

QDX™ HealthlID is a secure, trusted, always-on service that provides end-to-end visibility to support testing
and immunization for infectious diseases on a global scale, as well as associated back-to-work, play and life
for individuals that are verifiably clear of a disease.

Simple-Authentic-Certified

Copyright© QDX™ HealthlD, 2020 All Rights Reserved
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What Does QDX™ HealthID Do?

Enables Testing Process

/
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@ Mike Jackson )
Home Test Site HR @ Work e
Authenticates & Validates P s e
. ealth Status
O E 1 Authenticated & Trusted g A
~o g Health Status e
Test Taker Test Test Giver Providers

Find the location of

the nearest providers

Easy To Use - HIPAA Compliant
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Personal App QDX™ HealthID Data
Platform Privacy

Copyright© QDX™ HealthID, 2020 All Rights Reserved
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What QDX™ HealthID Does NOT Do?

® No Storage of Personal Data
® No Storage of Test Results
® No Storage Employment Status Decisions

No Decision-Making Authority on Health Status




COVIDLytics™ Explained

A combination of analytical modeling
and encrypted “health passport” app
leveraging Innova’s integrated tests

Analytical modeling which captures global infections
rates daily on a detailed level - country by country,
state by state, etc., and uses that data to perform
computational and highly accurate modeling for any
given test environment

Medical data, symptoms, and actual testing
information using antibody or antigen testing, or in
combination

Ideal for large campuses, manufacturing, airports,
airlines, cruise lines

Objective: analytics used to quantify risk in a specific
environment on an individual basis and building up
to a risk profile which will not overwhelm the COVID
health response in any particular area
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Healthy Havens
for Work, Travel,

Play & Living

TESTING =+

COVIDLYTICS =
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SARS-CoV-2 Antigen Rapid Qualitative Te

Instructions for Use
For prescription only
For in vitro diagnostic use only

Please read these instructions completely before beginning testing of
specimens.

INTENDED USE

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

Results are for the identification of SARS-CoV-2 mucleocapsid antigen. Antigen is
generally detectable in upper respiratory samples or lower respiratory samples during the
acute phase of infection. Positive results indicate the presence of viral antigens, but climcal
correlation with patient history and other diagnostic information is necessary to determine
infection status. Positive resulis do not rule out bacterial infection or co-infection with
other viruses. The agent detected may not be the definite cause of disease.

Negative results do not rule out SARS-CoV-2 infection and should not be used as the sole
basis for treatment or patient management decisions, including infection control decisions.
Negative results should be considered in the context of a patients recent exposures, history
and the presence of clinical signs and symptoms consistent with COVID-19, and
confirmed with a molecular assay, if necessary for patient management,

The SARS-CoV-Z Antigen Rapid Qualitative Test is intended for use by trained clinical
laboratory persennel specifically instructed and trained in the techniques of in vitro
diagnostic procedures, and proper infection control procedures and individuals similarly
trained in point of care settings.

SUMMARY

SARS-CoV-2 belongs to the bread family of viruses knewn as corcnaviruses. 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. 0C43, HKU1, MERS-CoV, and the original SARS-CoV. Protein
modeling experiments on the spike (5) 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.

SARS-CoV-2 infections cause COVID-19 disease. People whe 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 melude; fever, tiredness, and dry cough.. Seme
patients may have aches and pains, nasal congestion, runny nose, sore throat or diarthea,
These symploms are usually mild and begin gradually. Seme peeple become infected but
don’t develop any symptoms and don't feel unwell. Most people (about 80%) recaver 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 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
RNAhas also been found in stool specimens from infected patients. It is possible that the
virus can be infectious even during the incubation period, but this has 1ot been proven,
and the WHO stated on | February 2020 that "transmission from asymptomatic cases is

likely not a major driver of transmission” at this time.
The median incubation time is estimated to bo approximately 5 days with symptoms
estimated to be present within 12 days of infection 3 The symptoms of COVID-19 are
similar to other viral respiratory diseases and include fever, cough, shortness of breath.
PRINCIPLES OF THE PROCEDURE
This reagent is based an colloidal gold immunochromatography assay.
During the test. specimen extracts are applied to the test cartridges. If there were SARS-
CoV-2 antfigen in the extract, the antigen will bind to the SARS-CoV-2 menoclonal
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.

REAGENTS

The following components are included in the SARS-Co¥V-2 Antigen Rapid Qualitative
Test for rapid detection of SARS-C'aV-2 kit

Materials Provided:

25-Test Kit:

1. SARS-CoV-2 Antigen Test Cartridge (25) Monoclonal anti-SARS antibodies

2 Extraction Tubes (25)

3 BExtraction solution: 2 bottles/kit (enough for 25 test)

4 Instructions for use 1 copy/kit

5.QC Card (located on kit boxy

Optional Materials:

1.Throat Swabs (25)

2 Nasal Swabs (25)

Materials Required but not provided:

1. Timer

2 Tube rack for specimens

3.Any necessary personal protective equipment

4 External control set (including 1negative controls and 1 positive controls)
WARNINGS AND PRECAUTIONS

1. For in vitro diagnostic use.

2. This test has beon authorized only for the detection of proteins from SARS-CoV-2, not
for any other viruses or pathogens.

3. Do not use this kit beyond the expiration date printed on the outside carton

4. Do not use the kit to evaluate patient specimens if either the positive control swab o1
negative control swab fail to give expected results.

5. Test results are meant to be visually determined.

6. To avoid results,
procedre section

p must be processed as indicated in the assay

7. Do not reuse any kit components.

8. When collecting a nasal swab sample. use the nasal swab supplied in the kit. Use of
altemative swabs may result in false negative results.

9. Proper speeimen colleetion, storage and transpert are critical to the performance of this
test.

10. Specific training or guidance is recommended if operators are not experienced with
specimen collection and handling procedures. Wear protective clothing such as laboratory
coats, disposable gloves, and eye protection when specimens are collected and evaluated
Pathogenic microorganisms, inchuding hepatitis vinises and Human Immunodeficiency
Virus, may be present in clinical specimens Standard precautions and institutional
guidelines should always be followed in handling, storing, and disposing of all specimens
and all items contammated with blood or other body fluids

11. The SARS-CoV-2 external positive control have been prepared from recombinant viral
proteins and do not contain infectious material.

12 Digpose of used test kits as bichazardous waste in accordance with federal, state and
local requirements.

13, For additional information on hazard symbols, safety, handling and disposal of the
components within this kit, ploase refer to the Safety Data Sheet (SDS) located at bd.com.

14, Wear suitable protective clothing, gloves, and eye/face protection when handling the
contents of this kit

STORAGE CONDITIONS & PERIOD OF VALIDITY
1. Store extraction solution at 2-30°C, the shelf life is 24 months tentatively.
2. Store the test cartridge at 2-30°C, the shelf life is 24months tentatively.
3 Test Cartridge should be used right after opening the pouch
Reagents and devices must be at room temperature (1 5-30 °C) when used for testing.
SPECIMEN COLLECTION AND HANDING

Speci Collection and Pr i

Throat Swab Specimen Collection:

Let the patient's head tilt slightly, mouth open, and make "ah" sounds, exposing the
pharyngeal tonsils on both sides. Hold the swab and wipe the pharyngeal tonsils on both
sides of the patient with moderate force back and forth for at least 3 times.

Nasal Swab Specimen Collection:

1 Tnsert the swab into one nostril of the patient. The swab tip should be inserted up to 2.5

620781



Cowonn)

Innova Medical Group Inc.

cm (1 inchy from the edge of the nostril.

2Roll the swab 5 times along the mucosa inside the nostril to ensure that both mucus and
cells are collected

3 Using the same swals, repeat this process for the other nostril to ensure that an adecuate
sample is collected from both nasal cavities. Withdraw the swab from the nasal cavity.

@ @ @
Specimen Transport and Storage:
Samples should be tested as soon as possible after collection. Based on data generated with
influenza virus, throat swabs are stable for up to 24-hours at room temperature or 2° to
8°C.

TEST METHODS

The test shouild be operated at room temperature (15-30°C)
1. Place the extraction tube with opening facing up. Press the extraction solution bottle to
drip 6 drops of extract selution inte the extracter tube witheut touching the edge of the
tube.
2. The extraction of specimen: Put the swab had callected specimen into the extraction
tube, hold and press the swab head against the wall of tube with force while rotating the
swab for about 10 seconds torelease the antigen into the extraction solution from the swab
head.
3. Removing swab: Squeeze the swab head while removing the swab in arder to remave
as much liquid as possible from the swab, Dispose of swabs according to biohazard waste

disposal regulations.

4. Install the nozzle cap onto the extraction tube.

5. Loading: drip 2 drops of extraction solution into the sample well of the fest cartri
and start the timer,

6. Read the results at 20-30 minutes. Strong positive results can be reported at 20 minutes,
however, negative results must be reported afier 30 minutes. If positive signal appears after
30 minutes, it should not be reported as positive
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Drip extract solution Extraction Removing swab

L
|

HEEes ‘ 20-30 mins

Install the nozzle Loading Reading

INTERPRETATION OF TEST RESULTS
Line C must be colered te have a valid test result
Valid results:

Negative result: There is coloration on line €' only showing as following picture,
suggesting that there is no SARS-CoV-2 antigen in the specimen.

Positive result: There are coloration on both line C and line T showing as follow pictures,
suggesting that there is SARS-CoV-2 antigen in the specimen,

Tnvalid result: There is no coloration on line €, as shown in the following pictures. The
test is invalid or an error in operation occurred. Repeat the assay with a new cartridge.

C n%r c Mlc Ilc
[
1 -‘l T T [T
=] = =
Negative Positive Invalid
REPORTING OF RESULTS

Pogitive Test:

Positive for the presence of SARS-CoV-2 antigen. Positive results indicate the presence of
viral antigens, but clinical correlation with patient history and other diagnostic information
is necessary to determine infection status. Positive results do not rule out bacterial infection
or co-infection with other viruses. The agent defected may not be the definite cause of
disease. Laboratories within the United States and its territories are required to report all
positive results to the appropriate public health autheritics.

Negative Test :

Negative results are presumptive. Negative test results do not preclhude infection and
should not be used as the sole basis for treatment or other patient management decisions,
including infection control decisions, particularly in the presence of clinical signs and
symptoms consistent with COVID-19, or in those who have been in contact with the virus.
It is recommended that these results be confirmed by a molecular testing method, if
necessary, for patient management Control.

Invalid:

Do not report results. Repeat the test.

QUALITY CONTROL

The SARS CoV-2 Antigen Control Set (catalog number: 1339) is available to purchase
separately from Xiamen Biotime Biotechnology Co., Ltd as external controls. The control
set can be ordered fhrough website (www.biofime.cn), telephons (+86-592-6883156) and
email (FEEEzbiotime.cn). One negative and one positive control are included in the
control sel, Returning expected test results for cach control in the control set indicates
appropriate performance of SARS-CoV-2 Antigen Rapid Qualitative Test. If any conirol
of the control set fail to provide the expected result, reasons that have led to failure
including the test kit, the eperater, the environment, the test procedure and any other causes
which may affect the test result should be analyzed and corrective action taken. Clinical
specimens can be run in the Biotime SAR 8-CoV-2 Antigen Rapid Qualitative Test. Tf all
the control set results observed are the expected results. Please refer to the Instructions For
Use of Biotime SARS-CoV-2 Antigen Control Set for expected test results as wellas other
information. It is recommended that the controls are tested when:

A A new operator uses the kit,
B. Anew lot of test kits is used;
. A new shipment of kits is used;

D. The temperature used during storage of the kit falls outside of the recommended

conditions;
E. The temperature of the test arca falls outside of 15-30°C;

F. To verify a higher than expected frequency of positive or negative results;
. To investigate the cause of repeated invalid results; or

H. A new test environment is used (e.g., natural light vs. artificial light).

I. As required by external quality ¢ontrol procedures and in accordance with local, state
and federal regulations cr acereditation requirements.

NOTE: Prepare kit control swabs and test using the same procedure as used for patient
imens. Failure of the external/procedural controls will generate an invalid test rosult

If the kit controls donot perform as expected. do not report patient results. Contact Xiamen
Biotime Biotechnology Co.,, Ltd Technical Services at (+86-592-6883577) and email

baotai@bioctime en)

LIMITATIONS OF THE PROCEDURE

1 Clinical performance was evaluated with frazen samples, and test performance may be
different with fresh samples.

2. Users should test specimens as quickly as possible after specimen collection

3 Positive test results do not rule out co-infections with other pathogens

4.Results from SARS-CoV-2 Antigen Rapid Qualitative Test should be carrelated with the
clinical history, epidemiological data, and other data available to the clinician evaluating

the patient.

5.A false-negative test result may ocour if the level of viral antigen in a sample is below
the detection limit of the test or if the sample was collected or transported improperly;

therefore, a negative test result does not eliminate the possibility of SAR $-CoV-2 infection.

6.The amount of antigen in a sample may decrease as the duration of illness increases,
Specimens collected alter day 5 of 1llness are more likely to be negative compared toa RT-
PCR assay.
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7 Failure to follow the test procedure may adversely affect test performance and/or
invalidate the test result.

8. The contents of this kit are to be used for the ¢ualitative detsetion of SARS-CoV-2
antigens from throat of nasal swab specimens only.

9.The kits for rapid dstection of SARS-Cov-2 can detect both viable and non-viable SARS-
CoV-2 material. The SARS-CoV-2 Antigen Rapid Qualitative Test for rapid detection of
SARS-CoV-2 performance depends on antigen load and may not correlate with other
diagnostic methods performed on the same specimen.

10.Negative test results are not intended to rule in other non-SAR S-CoV-2 viral or bacterial
fections.

11.Positive and negative predictive values are highly dependent on prevalence rates.
Positive test results are more likely to represent false positive results during periods of
little/no SARS-CoV-2 activity when disease prevalence is low. False negative test results
are more likely when prevalence of disease caused by SARS-CoV-2 is high.

12.This device has been evaluated for use with human specimen material only.

13 Moncolonal entibedies may fail to deteet, or dotect with less sensitivity, SARS-CoV-2
viruses that have undergone minor amino acid changes in the target epitope regicn.

14.The performance of this test has not been evaluated for use in patients without signs
and symptoms of respiratory infection and performance may differ in asymptomatic
individuals.

15.Sensitivity of the test afler the first five days of the onset of symptoms has been
demonstrated to decrease as compared to a RT-PCR SARS-CoV-2 assay.

16.The kit was validated with the assorted swabs. Use of alternative swabs may result in
false negative results,

17 Specimen stability 1 e based upon stability data from influenza
testing and performance may be different wnh SARS-CoWV-2. Users should test specimens
as quickly as possible afler specimen collection, and within one hour after specimen

collection.

18.The validity of SARS-CoV-2 Antigen Rapid Qualitative Test has not been proven for
dentification/confirmation of tissue culture isolates and should not be used in this capacity.

CLINICAL PERFORMANCE

The performance of the Biotime SARS-CoV-2 Antigen Rapid Qualitative Test for rapid
detection of SARS-CoV-2 was established with 295 direct nasal swab or throat swab
prospectively collocted and enrolled from individual symptomatic patients (within 5 days
of onset) who were spected of COVID-19. As with all antigen tests. performance may
decrease as days since symptom onset increases. For each type, four kinds of samples from
the same person were tested by Company’s Kit. We selected 25 positive and 25 negative
sample. P1-P25 of samples are from infected people, and NI-N25 are from uninfected
people. P21-P25 are weekly positive

Relative Sensitivity: 72475 96.00% (88.75%~99.17%)
Relative Specifieity: 2204220 100.00% (98.34%~100.00%)
Accuracy: 292/295 98.98% (97.06%~99.79%)
Total Results | 75 | 220 295 ‘

* 95% Confidence Interval

ANALYTICAL PERFORMANCE
LIMIT OF DETECTION (ANALYTICAL SENSITIVITY)
LOD of human sputum matrix

The L.OD for the SAR $-C'oV-2 Antigen Rapid Qualitative Test for rapid detection of SARS-
CoV-2 was established using limiting dilutions of heat-inactivated SARS-CoV-2 antigen (bei
Resources NR-52286). The material was supplied frozen at a concentration of TCIDS0 of
3.40x10° per mL.

In this study, designed to estimate the LOD of the assay when using a direct throat swab, the
starting material was spiked into a volume of pooled human sputum obtained from healthy
donors and confirmed negative for SARS-CoV-2. An initial range finding study was
performed testing devices in triplicate using a 10-fold dilution series of 3 replicates per
concentration. At each dilution, 50 pl samples were added to swabs and then tested in the
assay using the procedure appropriate for pauent throat swab specimens. A concentration
was chosen between the last dilution te give 3 positive results and the first to give 3 negative
results. Using this concentration, the LOD was further refined with a 2-fold dilution series
of 3 replicates per concentration. The last dilution demonstrating 100% positivity was then
tested inan additional 20 replicates tested in the same way.

Scacting Material Estiwated | No. Pusitive/Total | % Positive
.
3.40x10° TCIDSOML | (EEXIC 1920 95%

LOD of human nasal swab specimen matrix

The LOD for the SARS-C'o V-2 Antigen Rapid Qualitative Test for rapid detection of SARS-
CoV-2 was established using limiting dilutions of heat-inactivated SARS-CoV-2 (bei
Resources NR-52286). The material was supplied frozen at a concentration of TCID30 of

Tn this study, designed to estimate the LOD of the assay when using a direct throat swab, the
starting material was spiked into a volume of pooled human nasal swab specimen obtained
from healthy donors and confirmed negative for SARS-CoV-2. An initial range finding study
was performed testing devices in triplicate using a 10-fold dilution series of 3 replicates per

At each dilution, 50 [IT, samples were added to swabs and then tested in the
assay using the procedure appropriate for patient nasal swab specimens. A concentration was
chosen between the last dilution to give 3 positive results and the first to give 3 negative
results. Using this concentration, the LOD was further refined with a 2-fold dilution series
of 3 replicates per concentration. The last dilution demonstrating 100% positivity was then
tested in an additional 20 replicates tested in the same way.

340 10" per mL.
Method PCR Test
Total
Results
Results positive Negative
Biotime Results positive 72 0 72
Negative 3 220 223

Starting Material | pogiaied LOD | No. Positive/Total | % Positive

Concentration
3.40x 10° 340x10%
TCID30/mL, TCIDSO/mL, 1229 =%

CROSS REACTIVITY (ANALYTICAL SPECIFICITY)
Fluman sputum matrix

Cross-reactivity of the SARS-CoV-2 Antigen Rapid Qualitative Test for rapid detection of
SARS-CoV-2 was evaluated by testing a panel of high prevalence respiratory pathogens
that could potentially cross-react with the SARS-CoV-2 Antigen Rapid Qualitative Test
for rapid detection of SARS-CoV-2 Fach otganism and virus spiked into negative throat
specimen was wet-tested in triplicate. The final concentration of each organism is

documented in the following table

Cross-
S.N. | Potential Cross-Reactant | Concentration Tested | Reactivity
(Yes/No)
1 Human coronavirus 229E 2.0 10° TCIDS0ANL, NO
2 Human coronavirus OCA3 20% 10° TCIDSO/mL NO
3 Human coronavirus NL63 20% 10° TCIDSO/mL NO
4 SARS-coronavirus 2,0x 10° TCID5%/mL NO
% MERS-coronavirus 20% 105 TCIDSO/mL NO
6 Human coronavinas FICUL 2.0% 105 TCTD50/mL, NO
g Adenovirus €1 2.0% 10° TCTDS0/mL, NO
8 Adenovirus 71 2.0% 10° TCID30/mL, NO
9 Ve Sl i 2.0 105 TCIDSO/mL, NO
10 Parainfluenza virus 1-4 2.0x 10° TCIDSO/MI, NO
1 Tnfluenza A 20% 10° TCIDS0/mL NO
12 Tnfluenza B 2.0% 10° TCIDA0/mL NO
13 Enterovirus 2.0% 105 TCID30/mL, NO
14 Respiratory syncytial virus 205 10° TCIDSO/mL, NO
15 Rhinovirs 2.0% 105 TCTDS0/m, NO
16 Haemophilus influenzae 2.0% 106 TCID30/mL, NO
17 Streptocoseus prevmoniae 2.0% 106 TCIDS0/mL NO
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” The microbial interference studies for the SARS-CoV-2 Antigen Rapid Qualitative Test
18 Sireplococeus pyogenes 2.0x 10° TCID50/mL NO 7 Adenovirus C1 2.0 % 10° TCIDSO/mI, NO for rapid detection of SARS-CoV-2 was established using limiting dilutions of heat-
inactivated SARS-CoV-2 (bei Resources NR-52286).
— . 6
19 Candlida albicans 20x 107 TCID50/mL NO 8 Adenovirus 71 2,0x 10° TCID50/mL NO The material was supplied frozen at a concentration of TCTDS0 of 3.40 x10° per mL. the
starting material was spiked into a volume of pooled human sputum (the most challenging
i R — respiratory malrix) obtained from healthy donors and confirmed negative for SARS-CQ\;;
.N. i 551 i ivil 9 2.0%10° TCIDSG/mL NO 2. Based on the LOD studies, a low (3x LoD) SARS-CoV-2 concentration of 1.275x 1€
& RO G Reatant | CouRentraon Tepled %;:m.';y (BMPV) TCID50/mL was chosen. The specimen was confirmed positive for SARS-CoV-2 with
faintly line on Line T. Furthermore, the above-mentioned specimen was divided into
- — s 30Finally, the microorganism inclicated below was respectively spiked into the divided
Pl sl 0 Fasinoensywnia 2Lt e specimen to obtain microbial interference specimens that SARS-CoV-2 is present in a
20 Tepresentative ot;J pt}nﬁml 2.0x 10° TCIDSO/mL NO specimen with one mictoorganism.
respirafory microbial flora . 5
1 Tatluerieniy 20x 16> TCIDS0mL L Each microbial interference specimen was tested indivicually. At each test, 50 uL samples
o were added to swab. The results shows that the specimen was confirmed positive for
el Bordefellapertyssia 200 RCIDACL, RO 12 Tnfluenza B 2.0x 10° TCIDSO/mL NO SARS-CoV-2 with faintly line on Line T. Based on the study, no appreciable interference
was observed for the following substances at the spiked levels indicated below in sputum
22 Mycoplasma pneumoniae 2.0 % 10® TCIDSO/mL NO 7 marix.
13 Enterovirus 20x 10° TCTD50/mL NO
23 Chlamydia pneumoniac 2.0 x 108 TCIDSO/MmL NO Cross-
14 Respiratory syneytial virus 2.0 10° TCIDSO/mL NO S.N. Potential Cross-Reactant [¢ ion Tested i
24 Tegionella preamophila 2.0% 109 TCIDS0/mL No i)
15 Rhinovirus 2.0 x 10° TCIDSO/mL NO
; 5
25 | Mycobacterium tuberculosis | 2.0% 105 TCIDSOAML NO 1 Eimenicononnavini 8208 2xlp Il a Rl Ne
16 Haemophilus influenzae 2.0 x 10° TCIDSO/mL NO
5 5 2 Human coronavirus OC43 2.0x 10> TCID50/mL NO
26 el “J'f%l‘m"““ 2.0x10° TCIDSO/mL, NO
17 Streptococeus pneumoniac 2.0 x 10° TCIDSO/mL NGO
3 Human coronavirs NLG3 20x 10° TCTD50/mL. NO
Bt TOIAGm L= 0-20R il 18 SlSRBeOE s 2.0 % 10° TCIDSO/mL, No -
Based on the data generated by this study, the substances tested SARS-CoV-2 Antigen 4 SARS-coronavirus 20x10°TCID50/mL, NO
Rapid Qualitative Test do not eross-react 19 . 2.0x 105 TCIDSO/mL, NO
i 5
Human nasal swab specimen matrix 5 MER S-coronavirus 2.0x 10° TCIDS0/mT, NO
" o . = Pooled human nasal wash —
Sererceiny IR AR Gol - alnlgaa Iapiol ialnativ, et nnapid Bebehgiint 20 Tepresentative of normal 2.0 x 108 TCIDSO/mL NO @ Human coronavirus HKUL 2.0x 105 TCID50/mL NO
SARS-CoV-2 was evaluated by testing a panel of high prevalence respiratory pathogens M S
that could potentially cross-react with the SARS-C'oV-2 Antigen Rapid Qualitative Test pHReny
for rapid detection of SARS-CoV-2. Each organism and virus spiked info negative nasal 7 Bdbnovicne el 2.0x 10° TCIDS0/mL NO
specimen was wet-tested i triplicate. The final concentration of cach organism is 21 Bordetélls pertsis 505 10° TOIDSV/mL NO ; i
decumented in the following table.
g Adenovirus 71 2,0 x 10° TCIDS(/mL NO
¢ 22 Mycoplasma pneumoniae 2.0 x 10° TCIDSO/mL NO
“ross-
S.N. Potential Cross-Reactant Concentration Tested Reactivity Human Metapneumovirus 5
(Yes/No) 23 Chlamydia preumoniae 2.0 105 TCIDSO/mI, NO # (MPV) ZARIGTEIRM L, HQ
1 Fluman coronavins 229E 2.0 % 10 TCIDS0/mL NOo 24 Legionella preumophila 2.0% 108 TCM30/mI, NO 10 Parainfluenza virus 1-4 2,0x 10° TCIDS0/mL, NO
2 Human corenavirus GC43 2.0 x 10° TCIDSO/mL NO 25 Mycobacterium tuberculosis 2.0x 108 TCIDS0/mL. NGO 11 Influenza A 2.0 % 10° TCIDS0/mL NO
3 Human coronavirus NLG3 2.0x 10° TCID50/mL NO 26 Pneumocystis jirovecii (PP} 20x 108 TCIDSO/mL NO 12 Influenza B 2.0x 108 TCIDS0/mL NO
4 SARS-coronavirus 2.0 x 10° TCID50/mL NO Note :1 TCID50/mL=0.7CFU/ml 13 Enterovirus 2.0 x 10° TCIDSO/mL NO
- . Based on the data generated by this study, the substances tested SARS-CaV-2 Antigen
5 MERS-corenavirus 2.0 x 10° TCIDSO/mL NO Rapid Qualitative Test do not cross-react 14 Respiratory syneytial virs 2.0x 109 TCID50/mL, NO
6 Human coronavirus HKU1 2.0 % 10° TCID50/mL, NO 15 Rhinovirus 2.0x 10° TCTD50/mL NO
MICROBIAL INTERFERENCE STUDIES

Human sputum matrix
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16 Haemophilus influenzae 2.0x10° TCIDS0/mL NO 3 Human coronavirus NL63 2.0x10° TCID30/mL NO 23 Mycobacterium tuberculosis 2.0x 10° TCID30/mL NO
o
17 Streptococeus pneumoniae 2.0x10°TCIDS0/mL NO 4 SAR S-coronavirus 2.0x 10° TCIDS0/mL NO 26 Preumocystis jirovecii (PIP) 2.0x 10° TCID50/mL NO
g .
15 PEpiSEO0CUN iy ogtios S prmtE il M7 5 MERS-coronavirus 2,0x10° TCIDSOAML NO
End Tnterf Sut Studies:
19 Candida albicans 2.0x 108 TCIDSO/mL NO =
6 Human coronavirus FKUL 2.0x 105 TCID50/mL NO iR ST
Pooled human nasal wash — Aostde £ g
& 7 ~ 5 study was performed demonsirate that eighteen (18) potentially inferfering substances
20 representative of normal 20x10°TCIDS0/mL NO RN 20107 TCIDSOmL Rl Fhotaaae B Bomn T P owereres priabirss brick ek ey rosckon s tersswith oo
Tespiratory microbial flora detection of SARS-CoV-2 in the SAR S-CoV-2 Antigen Rapid Qualitative Test
& Adenovirus 71 2.0x 10° TCID50/mL NO
21 Bordetella pertussis 2,0 x10° TCIDS0/mL NO
Cross-
Interference
Human Metapneumovirs ;e o . "
55 Vol G TR s 9 VPV 2.0x10° TCIDSO/mL NO SN | Interfering Substance Concentration | Reactive .
Results
23 Chlamydia pneumoniae 20109 TCIDS0/mL, No 10 Parainfluenza virus 1-4 2.0x 10° TCID50/mL NO
1 Whole Bload % Nepative Positive
. ’ &
24 Legionella preumophila 2.0x 106 TCID50/mL NO 1 Siibliaia 0% 10° TCIDSOAmL, NO —
2 Mucin 0.50% Negative Positive
25 Myeobacterium tuberculosis 2.0% 108 TCID50/mL NO o 7
= Blywah 20x10* TCIDS¥mL e 3 Ricola (Mentholy Lsmghal. | Tesuive | Bosivs
26 | Pneumocystis jirovecii (PIP) 2.0x 109 TCIDSO/mL NO
13 Enterovirus 20x 10° TCID50/mL NO e -
4 (DyeloninMenthol) 1.5 mg/mL Negative Positive
iR sl sab i men At 14 Respiratory syneytial virus 2.0x10° TCIDSO/mL NO =
3 iy 1.5 mg/mL Negative Positive
i (Menthol/Benzocaine
The microbial mterference studies for the SARS-C'oV-2 Antigen Rapid Qualitative Test 5 2 o JO
5 4 SUIHIEEH sApiCi Lk 15 Rhinovins 20x 10° TCIDS0/mL NO
for rapid detection of SARS-CoV-2 was established using limiting dilutions of heat-
inactivated SARS-CoV-2 (bei Resources NR-52286) - 6 Naso GEL (NeilMed) 5% v Negative Positive
16 Haemophilus influenzae 2.0x 10° TCIDSO/mL NO
The material was supplied frozen at a concentration of TCTDS0 of 3.40 x10% per mL.. the
starting material was spiked into a volume of pooled nasal swab specimen (the most 7 CI\’]hs Nalsalh]? il 15% viv Negative Positive
challenging respiratory matrix) obtained from healthy donors and confirmed negative for 17 Streptococeus pneumoniae 2.0x10° TCID30/mL, NO (Bhenylephime)
SARS-CoV-2. Based on the LOD studies, a low (3x LoD) SARS-CoV-2 concentration of
1.02% 10% TCIDSO/mL was chosen, The specimen was confirmed positive for SARS-CoV- 8 Afrin (Oxymetazoline) 15% viv Negative Tositive
2 with Laintly livie on Line T. Furlhermore, (e above-menlioned specimen was divided 18 Streplococets pyogenes 2.0x10° TCIDSOANL NO
inte 30Finally. the microorganism indicated below was respectively spiked into the
divided specimen to obtain microbial interference specimens that SARS-CoV-2 is present 5 VS Nasal Spray P S .
in a specimen with one microorganism. 19 Candida albicans 2.0x 108 TCIDS0/mL NO (Cromolyn) c 8
Tach microbial interference specimen was tested individually. At each test, 50 uT. samples ———
were added to swab. The resulis shows that the specimen was confirmed positive for Pooled human nasal wash — % 10 et iie) 10% viv Negative Positive
SARS-CoV-2 with faintly line on Line T. Based on the study, no appreciable interforonce 20 representative of normal 2.0x10° TCID50/mL NO a
was observed for the following substances at the spiked levels indicated below in nasal respiratory microbial flora
swab specimen matrix. 11 Zicam 5% viv Negative Positive
21 Bordetella pertussis 2.0x10° TCIDSO/mL NO
Crosy 12 Homeopathic (Alkalol) 1:10 dilution Negative Positive
S.N. Potential Cross-Reactant Concentration Tested | Reactivity 22 eSS 2.0 % 108 TCTDS0/mL No - ~
(Yes/No) 13 Tisherman's Friend 1.5 mg/mL Negative Positive
. ; : 6
1 Human coronavirus 2298 2.0x 10° TCIDS0/mL NO = Chlamydia pneumoniae Zhalies B, . 14 | ore Threat Phenol Spray 15% viv Negative Positive
2 4 i 5 6 . -
2 Human coronavins OC43 20% 10° TCIDSO/mI, NO . et Rl . 15 Tobramyein 4pgfmL Negative | Positive
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16 Mupirocin 10 mg/ml, Negative Positive 16 Mupiracin 10 mg/ml, Negative Positive
17 Fluticasone Propionate 5% viv Negative Dositive 17 Fluticasone Propionate 5% viv Negative Positive
Tamiflu (Oseltamivir o g o Tamiflu (Oseltamivir , s
18 Phosphate) Smg/mL Negative Positive 18 Phosphaie) Smg/mL Negative Positive
Based on the data generated by this s S-CoV-2 Antigen Based on the data generated by this study, the substances tested SARS-CoV-2 Antigen

iy, the subslances Lested SAR!

Rapid Qualitative Test do not eross-react of interfere

Human nasal swab specimen matrix

A study was performed demonstrate that eighteen (18) potentially interfering substances
that may be found in the upper respiratory tract do not cross-react or interfere with the
detection of SARS-C'oV-2 in the SARS-CoV-2 Antigen Rapid Qualitative Test.

Rapid Qualitative Test do not cross-react or interfere

As part of the LeD study the hi;

HIGH DOSE HOOK EFFECT

est concentration of heat-inactivated SARS-CoV-2 stock

available (TCIDS0 of 3,40 x10° per mL) was tested. There was no Hook effect. detected.

IN VITRO DIAGNOSTIC MEDICAL DEVICE TECHNICAL

For technical assistance, call Biotime Technical Services at +86-592-688-3577, email
biotime. c1L, or visit Biotime website at http:// www. biotime.cn.

GENERAL INFORMATION

Manufactured by:

ASSISTANCE

Xiamen Biotime Biotechnology Co., Ltd

Address: 3F/4F, No, 188, Pingcheng South Road, Haicang District, Xiamen, Fujian,

361026, PR.China
Tel: +86-592-6883577

Fax: +86-592-6882362

Innova Medical Group Inc.

Address: 718 S. Primrose Ave, Monrovia, CA 91016, USA

www.innovamedgroup.com

Tssuing date: 2020-07-01

Cross-
Interference
By 2 € Rective | oo b INDEX OF SYMBOLS -
Results : www.biotime.cn
1 Whole Blood 4% Negative Positive Symbol Description Symbol Description
Yo Negati it
2 Mucin 0.50% Negative Positive Tn vitro diagricstic
. Do not re-use
3 Ribola{Meithioly TSwghet, | Wegatve | Peites medical device
Stiorets - Consult instructions for
4 (DysloninMenthicly 1.5mginl, | Negative |  Positive g Expiry date [:Ii]
use
i Tel: 626-239 0025
5 (Menthol/Berizocaine L5mgfml | Negative Positive Warning, please refer
Manufacturer
I — Fax: 626239 0038
6 Naso GEL (NeilMed) 5% viv Negative Positive
7 bt 1% vy | Negative | Positive * SREHeNE Latmamtier
~N-
8 Afrin (Oxymetazoline) 15% viv Negative Positive 7' =~ Keep away from i
Keep dry Version: /02
# 1 Sore L] sunlight
9 ¥ S Nacel Boray 15% viv drsastite | Padine
(Cromelyn)
s o Den’t use the product
European authorize
10 et o) 10% viv Negative Positive vepeseatie
damaged
A Zicam 5% viv Negative Positive By
Drate of manufacture N Biological risks
12 Homeopathic (Alkalol) I10dilution | Negative Positive
13 Fisherman’ s Friend 1.5 mg/mL Negative Positive For Prescription Only c e CE mark
14 | ore Throat Phenol Spray 15% viv Negative Positive g | Sz ing
= ethylene oxide
15 Tobramyem Angml Negative Positive

ed for: Innova Medical Group Inc.
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SARS-CoV-2-Antigen Rapid Qualitative Test Kit Clinical Report

1. Experimental design
1. 1 Overall design and scheme description of the test
Blind data analysis was used in this clinical study, Use Xiamen Biotime

Biotechnology Co., Ltd. Manufacture SARS-CoV-2-Antigen Rapid Qualitative Test Kit
(Colloidal Gold). The detection results of the samples were compared with PCR method
for comparative study. After the end of the test, the blinding was uncovered, the cause
of the inconsistencies was analyzed, and all the inconsistencies in the test should be
fully analyzed in combination with the patient's epidemiological background, clinical
symptoms, disease outcome and other information.
1. 2 Test Methods

(1) The nasal swabs of 75 patients with novel Coronavirus nucleic acid positive and
220 subjects with novel Coronavirus nucleic acid negative were tested simultaneously
using the product and PCR method to evaluate the sensitivity, specificity and accuracy
of the product.

(2) Homologous pharyngeal swab samples were collected from the above samples:
25 positive samples, 20 weakly positive samples, and 25 negative samples were
required to evaluate the consistency of nasal swabs and pharyngeal swabs.

[. 3 Test sample requirements
1. 3. 1 Sample type

The samples were nasal swabs and pharyngeal swabs.
I. 3. 2 Inclusion criteria for clinical trial samples

(1) Confirmed cases of pneumonia infected by novel Coronavirus: patients with
positive nucleic acid from novel Coronavirus were selected .

(2) Confirmed cases of pneumonia infected with pneumonia other than novel
Coronavirus: patients with nucleic acid negative of Novel Coronavirus were

selected.
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1. 4 Sample Test
1. 4. 1 Test flow chart

sample selection

A (nose swab) B (nose swab) C ( Throat swabs

homologcus to group B) °

This pfoduct is
tested

The PCR
to detect

Unblind, statistical
analysis

2. Clinical trial results and analysis

2. 1 Basic data statistics
The sensitivity, specificity and accuracy were calculated and the 95% confidence

intervals were calculated respectively .

Method PCR Test Total
Results positive Negative Results
Biotime KIT positive 72 0 72

Negative 3 220 223

Total Results 75 220 295

Relative Sensitivity:  72/75 96.00% (88.73%~~99,17%)

Relative Specificitv: 220/220 100.00% (98.34%~-100.00%)

Accuracy: 292/295 98.98% (97.06%~99.79%)

2. 2 Homology comparison analysis

2. 2. 1 Homology comparison test results

Sample NO. Nasal swab Throat swab
P1 $HE ++
P2 + +
P3 £ria +
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P4 + +
P5 ++ ++
P6 + o
P7 ++ #*
P8 F: +
P e +
P10 + &
P11 +hF T
P12 o5 *
P13 ++ ++
P14 ++ +
P15 + +
P16 ++ -
P17 + +
P18 +=+ +++
P19 e ++
P20 +H+ ++
P21 £a s
P22 + &
P23 + +
P24 e -
P25 + it
NI - &
N2 - -
N3 - -
N4 - -
N3 2 =
N6 - -
N7 - +
N8 - -
N9 - -
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NI10

N11

N12

N13

N14

NI5

N16

N17

NI18

N19

N20

N21

N22

N23

N24

N25

Annolation: P1-P235 of samples are from infected people . and NI-N25 are [rom uninlected people.

P21-P25 are weekly positive.

3. Conclusion

The consistency between PCR method and this product is good. There was no

difference between nasal and pharyngeal swabs.

wn
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Xiamen Biotime Biotechnology Co., Ltd
3F/4F, No. 188, Pingcheng S. Road, Haicang District
Xiamen, Fujian 361026
CHINA

ear INERECR

The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration
(FDA) has received your submission. This submission has been assigned the unique document
control number below. All future correspondence regarding this submission should be identified
prominently with the number assigned and should be submitted to the Document Control

Center at the above letterhead address. Failure to do so may result in processing delays. If you
believe the information identified below is incorrect, please contact the Office of Product
Evaluation and Quality (OPEQ) submission support at (301) 796-5640 or

fda.hhs gov.

Submission Number: EUA202568

Received: 8/19/2020

Applicant: Xiamen Biotime Biotechnology Co., Ltd
Device: SARS-CoV-2 Antigen Rapid Qualitative Test

We will notify you when the review of this document has been completed or if any additional
information is required. For information about CDRH review regulations and policies, please

refer to http://www fda gov/MedicalDevices/DeviceRegulationandGuidance/default htm.

Sincerely yours,

Center for Devices and Radiological Health

Drug Administration

10903 New Hampshire Avenue

Silver Spring
www.fda.gov

, MD 20993
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