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SPERA™ COVID-14 EST

Instructions fo

Rapid Test for the Detection of SARS-CoV-2 Antige
For use under the Emergency Use Authorization (EU
For in vitro diagnostic use

For prescription use only

For use with kit provided nasal swabs
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Intended Use

The SPERA COVID-19 Ag Test is a lateral flow immunoassay intended for the qualitative
detection of nucleocapsid protein antigen from SARS-CoV-2 in direct anterior nasal swab specimens
collected by a healthcare provider from individuals suspected of COVID-19 within the first 5 days of
symptom onset when tested at least twice over three days with at least 48 hours between tests.
Testing is limited to laboratories certified under the Clinical Laboratory Improvement Amendments

of 1988 (CLIAgM 2 U.S.C. § 2634, that meet the requirements to perform moderate, high or waived

complexifg is test is authorized for use at the Point of Care (POC), i.e., in patient care settings

Certificate of Waiver, Certificate of Compliance, or Certificate of

t does not differentiate between SARS-CoV and SARS-CoV-2.

n of SARS-CoV-2 nucleocapsid protein antigen, which is

generally detectable in i imens during the acute phase of infection. Positive

not rule out bacterial infection or co-infec ses. Additional confirmatory testing

f there is a low likelihood of SARS-CoV-2
infection, such as in individuals without kng S -CoV-2 or residing in communities
with low prevalence of infection. The agent detec initive cause of disease.

Laboratories within the United States and its territorj ed to reporgall results to the

appropriate public health authorities.

signs and symptoms consistent with COVID-19.

The SPERA COVID-19 Ag Test is intended for use by healthcare professionals or operators
who are proficient in performing tests in point of care settings. The SPERA COVID-19 Ag Test is only
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for in vitro diagnostic use under the Food and Drug Administration’s Emergency Use Authorization.

This product has not been FDA cleared or approved.

Summary and Explanation of the Test

Coronaviruses are a large family of viruses which may cause illness in animals or humans.
SARS-CoV-2 is an enveloped, single-stranded RNA virus of the genus. SARS-CoV-2, also known as the
COVID-19 virus, was first identified in Wuhan, Hubei Province, China December 2019. The WHO

traction reagent buffer supplied in the test kit. The
SPERA™ COVID-19 Ag Testis s
CoV-2.

ts necessary to complete a test for SARS-

Principles of the Test

The SPERA™ COVID-19 Ag Test utili ographic technology that uses
antibodies to detect SARS-CoV-2 nucleocapsid protein f]
Antibodies specific for SARS-CoV-2 as well as control #tibodi i i as two distinct lines

on the nitrocellulose membrane.

interpreted 15 minutes following addition of sample to the device.

Reagents and Materials Provided
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CONTENTS NAME QUANTITY DESCRIPTION

Individually packaged SPERA™ COVID-19 Ag 10 Anti-SARS-CoV-2 mouse monoclonal

Test Devices antibody immobilized on nitrocellulose
membrane, and anti-SARS-CoV-2 mouse
monoclonal antibody bonded latex dried

in the pad
REF: XH-100-110

SPERA™ mple Collection 0.4 mL per tube x 10 tubes x = Sample collection tube with a buffer

Tubes 5 tubes per bag x 2 bags solution containing a surfactant and
0.08% (w/v) of sodium azide as a
preservative

REF: XH-100-17

SPERA™ COVID-19 Ag T mple Collecti 10 Filter tops for dropping sample

Caps suspension buffer containing suspended

sample into the device

REF: XH-100-130

Sterile sample collection swabs Individually packaged sterile nasal swabs

or specimen extraction

REF: XH-100-140

)

Sample tube stand

Package Insert

Quick Reference Guide 1 Quick referé

Reagents Materials Required, But Not Provided
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. CONTENTS NAME

 QUANTITY REQUIRED

 DESCRIPTION

Timer or stopwatch

1

Device to reliably keep track of time

SPERA™ COVID-19 Ag Test Positive
Control Swab

REF: XH-100-

SPERA™ COVID
Control Swab

REF: XH-100-205

1 per new lot of kit or per new
operator.

Swab coated with non-infectious
recombinant SARS-CoV-2
nucleocapsid protein antigen.

Purchase the SPERA™ COVID-19 Ag
Positive Control Swab (REF: XH-100-
200) by contacting:
support@xtravahealth.com.

0o

er new lot of kit or per new
rator

Warnings and Precautions

e Forin vitro diagnostic use

e For prescription use only

Sterile blank nasal swab

Purchase the SPERA™ COVID-19 Ag
Negative Control Swab (REF: XH-100-
205) by contacting:
support@xtravahealth.com.
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e For use with kit provided nasal swabs

e This product is authorized by FDA unde

e Read all instructions carefully before performing the test. Fa
instructions may result in inaccurate test results.

e Inthe USA, this product has not been FDA cleared or approved, but h
by FDA under an Emergency Use Authorization. This product has been authorized only for the
detection of proteins from SARS-CoV-2 not for any other viruses or pathogens. The emergency use of
this product is only authorized for the duration of the declaration that circumstances exist justifying

the authorization of emergency use of in vitro diagnostics for detection and/or diagnosis of COVID-
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19 under Section 564(b)(1) of the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1),
unless the declaration is terminated or authorization is revoked sooner.

e Serial testing should be performed in symptomatic individuals with negative
results at least twice over three days (with 48 hours between tests). You may need to
purchase additional tests to perform this serial (repeat) testing.

o Federal Law restricts this test to sale by or on the order of a licensed practitioner (U.S.

oduct has been authorized only for the detection of proteins from SARS-CoV-2,

not fo es or pathogens.

. ommended for handling patient specimens.

e Do not use the kit gtion date.

e Do not store product in direc

e Do notuse product if it has bé

e Leave the test device sealed wit@ig i j just prior to use.

e Do not use a test device that appears ped after opening

e Inadequate or inappropriate sample coll ort may yield false
test results.

e To obtain accurate results, the Quick Reference

COVID-19 Ag Test Instructions for Use is available at www.xtrav.

documentation.
e Do not use a nasal swab that is not provided with the kit.
e Do not transfer sample from the sample collection tube to the tes%
sample collection cap in place.
e  Wear a safety mask or other face-covering when collecting a specimen from a child or
another individual.
e Do not use if any of the test kit contents or packaging is damaged.

e Test components are single use. Do not re-use.
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e Do not use kit past its expiration date.

e Do not touch the swab tip.

e Once opened, the test device should be used within 60 minutes.

e Dispose of used and unused kit contents as biohazardous waste according to federal,
state, and local regulatory requirements.

e Do notread test results before 15 minutes or after 30 minutes. Results read

before 15 miputes or after 30 minutes may lead to a false positive, false negative, or invalid

result.

tact with your skin, eyes, nose, or mouth. Do not ingest any kit

CHEMICAL NAME/CAS CONCENTRATION

Sodium Azide / 26628-22-8

tryCode=US&language=en

e For more information on EUAs please visit: https://www.fda.gov/em

preparedness-and-response/mcm-legal-regulatory-and-policy-framework/emergency-use-

authorization.
e For the most up to date information on COVID-19, please visit:

www.cdc.gov/COVID19
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Kit Storage and Stability

The SPERA™ COVID-19 Ag Test kit should be stored at 2-30°C away from direct sunlight. Do
not freeze. The SPERA™ COVID-19 Ag Test kit is stable until the expiration date printed on the
outside of the outer packaging. If the kit is stored at less than 15°C, ensure all test components are
placed at room temperature (15-30°C) at least 30 minutes prior to use. Do not open kit contents until

immediately prior to use.

AL CONTROL

The SPERA™ SARS-CoV-2 Positive
be provided separately. The external posit

External controls shall be evaluated:

® With every new operator
® Once with each new shipment received i i t lot received in the

shipment is tested)

® Asnecessary to conform with local, state and/or fede

requirements, or your lab’s standard quality control procedures

If the blue control line does not appear or the correct results are not o8
external positive and/or negative controls, discard the test and repeat with new co . If the
problem persists upon the repeat test, report the problem to Xtrava Health technical support at: 1-

888-987-2821.

Specimen Collection and Handling
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PREPARATION FOR SAMPLE COLLECTION

1. Determine the number of samples to be collected.
2. Prepare one sterile swab, one sample collection tube, one sample collection cap, and one
test device for each patient sample to be collected. NOTE: If you notice the swab is damaged prior to

use, discard the swab.

omponents immediately after opening.

Open Insert the swab

Remove the swab from the Insert the entire collection tip of 1 by
container, being careful not to the swab provided (usually % to 34 ing ar path
touch the soft end with your hand. of an inch, or 1 to 1.5 cm) inside i 3 % Bast 4

the nostril.

Take approximately 15 seconds to
collect the specimen. Be sure to
collect any nasal drainage that may
be present on the swab.
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Remove swab peat

Gently remove the . Repefat in the other nostril using the same swab.

SPECIMEN TRANSPORT A

Specimens collected for the SPERA™ COV t should be tested as soon as possible

and should not be stored or transported. The sample | p to 60 minutes after preparation.

Testing collected specimen after 60 minutes could yield false 1,

Test Procedure

SAMPLE PREPARATION:
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Dip Swab Remove Swab

Remove the alui i he tip of the swab from the Pinch the outside of the tube

the sample collecti . id&of the tube. Continue to above the tip at the top of the
Immerse the swab coNg@ini i he outside of the tube to tube and pull out the swab (while
collected sample into th id i e the sample from the swab squeezing the tube) to remove

any remaining sample and
suspension solution from the
swab.

B D

| = =
- D e
] e SRR SR 2
g & o(o)iE)
oy e J
Attach Cap Add Sample
Securely attach the sample Slowly turn it vertically upside down, pinch the tube, dd 3 drops
collection cap to the collection to the sample well on the test device. The first drop may contain
tube containing the sample. bubbles, but this will not affect the test results.
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Note: Fewer than three drops may result in false negative results.

NOTE: Upon completion of the testiiscard all mat@lals as biohazardous waste according to

federal, state, and local regulations.

INTERPRETATION OF RESULTS

Repeat testing is needed to improve test accuracy. Pleas ow the e below

interpreting test results for COVID-19.

'STATUSON  FIRSTRESULT  preOND |
. FIRST DAY OF |  INTERPRETATION
. TESTING
. iDAY 1 DAY 3
With Symptoms Positive N/A Positive for COVID-19
Xtrava Health - SPERA™ COVID-19 Ag Test | Rapid Test for Detection of SARS-CoV-2 Antigen QSL-002 Rev. 3
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Negative Positive Positive for COVID-19

Negative Negative Negative for COVID-19

Results should be considered in the context of an individual’s recent exposures, history, and

the presence gficlinical signs and symptoms.
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POSITIVE RESULT

C T

aup

If the Control (Y line andihe Test are visible, the test is positive. Any faint visible

test (T) line with the control li positive.

Note: Repeat testing does not ng@éd to be perfofihed if patients have a positive result at

any time.

A positive test result means that the virus that ¢ s detected in the sample,
and it is very likely the individual has COVID-19 and i
doctor/primary care physician (if applicable) and the local he
your patient to adhere to the local guidelines regarding self-i

that this test can give a positive result that is incorrect.

additional confirmatory testing with a molecular test for positive results may also be necessary, if
there is a low likelihood of COVID-19, such as in individuals without known exposures to COVID-19

or residing in communities with low prevalence of infection (a false positive).
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NEGATIVE RESULT

Y
j—
—

e control line under the letter “C” and no red test line under the letter “T”

e 15-minute time frame, the sample is considered negative and results are

the chaftce that the negative result for COVID-19 is accurate, you
should:

e Testagainin 48 holifs if t 1dual has symptoms on the first day of testing.

A negative test result indicates th uses COVID-19 was not detected in the
sample. A negative result does not rule ouOVID-19. Th her chance of false negative
results with antigen tests compared to labo g as PCR tests. If the test is negative

but COVID-19-like symptoms, e.g., fever, cough, and continue, follow up

used as the sole basis for treatment or patient management decisions, including

decisions.
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INVALID RESULT

C T

( )

If the controifi® visible, the test is invalid. Re-test with a new swab and new test device.
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Limitations
e The performance of this test was established based on the evaluation of a limited

number of clinical specimens collected between 06/04/2021 and 07/22/2021. The clinical
performance has not been established for 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 SARSCoV-2 and their prevalence, which change over time.

e is a higher chance of false negative results with antigen tests than with

d nonviable SARS-CoV-2. Test performance

e and may or may not correlate with viral

second tests are negative, the patient may ver additional follow-up may be
needed.
e Ifthe test is positive, then proteins from t VID-19 have been found
in the sample and you likely have COVID-19.
e This test is read visually and has not been valida
vision or color-impaired vision.

e Incorrect test results may occur if a specimen is incor
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Conditions for Intended Authorization

The SPERA™ COVID-19 Ag Test Letter of Authorization?, along with the authorized Fact
Sheet for Healthcare Providers, the authorized Fact Sheet for Patients, and authorized labeling will be
available on the FDA website post authorization: https://www.fda.gov/medical-
devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-devices/in-

vitro-diagnosj

sist clinical laboratories in using the SPERA™ COVID-19 Ag Test, the relevant

rization are listed below:

ancillary reagents and authorized materia i 38 he product are not permitted.

C. Authorized laboratories that i ct myst notify the relevant public health

or false negative results and significant deviations from the establis

of the product of which they become aware.

1 The letter of authorization refers to, “Laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meets the requirements to perform high, moderate, or
waived complexity tests. This test is authorized for use at the Point of Care (POC), i.e., in patient care settings
operating under a CLIA Certificate of Waiver, Certificate of Compliance, or Certificate of Accreditation.” as
“authorized laboratories.”

Xtrava Health - SPERA™ COVID-19 Ag Test | Rapid Test for Detection of SARS-CoV-2 Antigen QSL-002 Rev. 3
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F. All operators using your product must be appropriately trained in performing and
interpreting the results of your product, use appropriate personal protective equipment when
handling this kit, and use your product in accordance with the authorized labeling.

G. SPERA™ COVID-19 Ag, authorized distributors, and authorized laboratories using your
product will ensure that any records associated with this EUA are maintained until otherwise

notified by FDA. Such records will be made available to FDA for inspection upon request.

formance characteristics of the SPERA™ COVID-19 Ag Test were evaluated in

COVID-19. The study w int of care (POC) sites in U.S. by 14 test operators.

No training on the use of the te operators. Operators used the Quick Reference

negative by the comparator test. Test resultS{e a e results from a highly sensitive

EUA approved COVID-19 RT-PCR test.

External control testing, using the SPERA™ COVID-19 egative Controls,

was performed prior to sample testing each day, at all study s

The agreement between the SPERA™ COVID-19 Ag Test and

are presented in the table below.

Table 1. SPERA™ COVID-19 Ag Test Performance Against Comparator Method

Xtrava Health - SPERA™ COVID-19 Ag Test | Rapid Test for Detection of SARS-CoV-2 Antigen QSL-002 Rev. 3

19



SPERA™ RT-PCR COMPARATOR METHOD

COVID-19 AG TEST

POSITIVE NEGATIVE

Positive 45 92

egativ 4 279

49 288

Positive Percént

Negative Percent Agree

(45/49) x 100% = 91.8% (95% Cl:

279/288) x 100 = 96.9% (95% CI:

TOTAL

54

283

337

80.4 to 97.7%)

94.2 to 98.6%)

2 Following discordant analysis two false negative samples were confirmed as positive samples.

Xtrava Health - SPERA™ COVID-19 Ag Test | Rapid Test for Detection of SARS-CoV-2 Antigen
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Patient Demographics

Patient demographics (gender, age, time elapsed since onset of symptoms) are available for

the 337 samples used in the analysis. The table below shows the positive results stratified by patient

age for the SPERA™ COVID-19 Ag Test.

Table 2. SPERA D-19 Ag Test Positive Results by Age Group

RATOR COMPARATOR SUM % POSITIVITY
VE NEGATIVE RATE
5to 21 years 29 35 17.1
195 225 13.3

22 to 59 years

77 16.9

Sum 49 337 14.5

TABLE 3. POSITIVE RESULTS STRATIFIED BY D TOM ONSET

DAYS POST SYMPTOM # SPECIMENS # POS Cco RATOR
ONSET TESTED SPECIM

0 29

1 100 8 8

2 86 10 9
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were discordant a third highly sensitive EUA RT-PCR test was perfor

was based upon the majority rule.
Study participants reported symptom status throughout the study using
app. Two-day serial antigen testing is defined as performing two antigen tests 36 - 48 hours apart.

Three-day serial antigen testing is defined as performing three antigen tests over five days with at

least 48 hours between each test.
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Out of the 7,361 participants enrolled in the study, 5,609 were eligible for analysis. Among
eligible participants, 154 tested positive for SARS-CoV-2 infection based on RTPCR, of which 97
(62%) were asymptomatic on the first day of their infection, whereas 57 (39%) reported symptoms

on the first day of infection.

Performance of the antigen test with serial testing in individuals is described in Table 4.

SYMPTOMATIC ON FIRST DAY OF
TESTING

BITIVE

DAYS AFTER FIRST
i TEST RESULT

OSITIVE / PCR POSITIVE
IGEN TEST PERFORMANCE %

'3 TESTS

0 44/47
(93.6%)
5 58/62
(93.5%)
. 55/58
(94.8%) (97.5%
¢ 27/34 26/33
(79.4%) (78.8%) (8
o 12/17 12/17 7/11
(70.6%) (70.6%) (63.6%)
Xtrava Health - SPERA™ COVID-19 Ag Test | Rapid Test for Detection of SARS-CoV-2 Antigen QSL-002 Rev. 3
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SYMPTOMATIC ON FIRST DAY OF
TESTING

 DAYS AFTER FIRST POSITIVE PCR ' AG POSITIVE / PCR POSITIVE
. TEST RESULT (ANTIGEN TEST PERFORMANCE %
PPA)

.1 TEST .2 TESTS 3 TESTS
4/9 3/7
(44.4%) (42.9%)

Analytical Perform

radiation-inactivated SARS-CoV-2 (isolate spiked onto sterile nasal swabs. A
preliminary LoD was determined by first §@&ti i / dutions of gamma irradiated SARS-
CoV-2 (isolate USA-WA1/2020) stock diluteq@im o€ oot asal matrix (PNM) in triplicate

which was further confirmed by an additional 20 replica testing procedure for this

Table 5. LoD of the SPERA™ COVID-19 Ag Test

VIRUS NUMBER OF
CONCENTRATION POSITIVE/TOTAL
(TCIDso/ML)
1.56x 103 20/20 100%

NIH/RADX VARIANT TESTING

Xtrava Health - SPERA™ COVID-19 Ag Test | Rapid Test for Detection of SARS-CoV-2 Antigen QSL-002 Rev. 3
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The performance of this device in the detection of the Omicron variant of SARS-CoV-2 was
evaluated in a dilution series of clinical specimens which were positive for the Omicron variant. This
testing was conducted by the National Institutes of Health (NIH) as a component of the Rapid
Acceleration of Diagnostics (RADx®) initiative. Specimen pools were prepared by the RADx® team
using clinical pooled samples from currently circulating Omicron strains and tested by RADx® to
assess performance with the Omicron variant. Results from this dilution series cannot be compared

to other specimen pools and do not indicate that a test will have different clinical performance

irus Omicron samples at a Ct-value of 21.6 (n=5). Testing was also compared
authorized OTC antigen tests (Assay #1 and Assay #2). Omicron dilutions at
alues greater than 21.6) were not detected by this test in this study.

Omicr ool SPERA
_ Assay #2
1-Li COVID-19 Ag
] Percent
Omicron . Test Percent
. Positive (n o
Clinical -5) Positive
Samples (n=5)
Dilution 1 19.4 0 100
Dilution 2 20.6 100
Dilution 3 21.6 100
Dilution 4 22.4 100
Dilution 5 23.3 100
Dilution 6 24.5 100 0 0
Xtrava Health - SPERA™ COVID-19 Ag Test | Rapid Test for Detection of SARS-CoV-2 Antigen QSL-002 Rev. 3
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Dilution 7 25.6 100 0 0

Dilution 8 26.5 0 0 0

Dilution 9 27.7 0 0 0

0 0 0
0 0 0
0 0 0

‘ CROSS-REACTIVI ALY IFICITY) AND MICROBIAL
‘INTERFERENCE

Analytical specificity of the SPERA™ as evaluated with a panel of sixteen

target organism

(16) viruses, ten (10) bacteria, three (3) fungi, and poo
concentrations were tested at = 1.43 x 10> TCIDso/m

for viruses, and = 1.0 x 106 cfu/mL for bacteria and fungi.

microbial interference were observed. The results for cross-reactivity and micig@ial i ofifC are

presented in the table below.

TABLE 6. CROSS- REACTIVITY AND MICROBIAL INTERFERENCE TESTING OF THE
SPERA™ COVID-19 AG TEST
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PATHOGEN CROSS REACTIVITY RESULTS

Human coronavirus 229E No Cross- Reactivity

No Cross- Reactivity

MICROBIAL
INTERFERENCE RESULTS

No Interference

No Interference

No Cross- Reactivity

Cross- Reactivity

MERS-coronavirus

No Cross- Reactivity

Adenovirus

Human metapneumovirus 4 Type B2 0 Cross- Reacti
Parainfluenza virus 1
Parainfluenza virus 2

No Cross- Reactivity

Parainfluenza virus 3 No Cross- Reactivity

Parainfluenza virus 4b No Cross- Reactivity
Influenza A No Cross- Reactivity
Influenza B No Cross- Reactivity

Xtrava Health - SPERA™ COVID-19 Ag Test | Rapid Test for Detection of SARS-CoV-2 Antigen

No Interference

Interference

No Interference

No Interference

No Interference

No Interference

o Interference

No Interfgrence

No Interference

QSL-002 Rev. 3
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PATHOGEN

Enterovirus 68

Respiratory syncytial virus

Streptococcus pneu

Streptococcus pyogenes

Candida albicans

Bordetella pertussis

Mycoplasma pneumonia

Chlamydia pneumoniae

Legionella pneumophila

Mycobacterium tuberculosis

Pneumocystis carinii

P. jiroveci-S. cerevisiae

Xtrava Health - SPERA™ COVID-19 Ag Test | Rapid Test for Detection of SARS-CoV-2 Antigen

CROSS REACTIVITY RESULTS MICROBIAL

INTERFERENCE RESULTS

No Cross- Reactivity No Interference

No Cross- Reactivity No Interference
No Cross- Reactivity No Interference
No Cross- Reactivity No Interference
No Interference

No Cross- Reactivity

No Interference

No - Reactivity

No Interference

No Interference

No Interference

No Cross- Reactivity terference

No Cross- Reactivity

No Cross- Reactivity

No Int

No Cross- Reactivity rference

No Cross- Reactivity No Interference

QSL-002 Rev. 3
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PATHOGEN CROSS REACTIVITY RESULTS MICROBIAL
INTERFERENCE RESULTS

Staphylococcus aureus subsp. aureus No Cross- Reactivity No Interference

Staphylococcus epideermidis No Cross- Reactivity No Interference

Pooled Neg Negative Positive

ed with inactivated SARS-CoV-2 by spiking the highest
concentration pos i@y 2.8x106 TCID50 / ml) of SARS-CoV-2 onto swabs in triplicate

and processing the rep ructions for Use. No high dose Hook Effect was

observed.
Table 7. Hook Effec
TEST
POSITI
ECONCENTRATION  REPLICATES RES
. TCIDso/ML
2.80E+06 3
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Endogenous Interfering Substances

The SPERA™ COVID-19 Ag Test was evaluated for performance in the presence of potentially

interfering substances that might be present in a respiratory specimen. Negative specimens were

evaluated in triplicate to confirm that the substances were not cross-reactive with the test.

Specimens containing SARS-CoV-2 at a concentration near the limit of detection were also evaluated

in the preseng@of the substances in triplicate to confirm that SARS-CoV-2 could still be detected.

There w rence observed for any of the tested substances (Table 7).

INTERFERING
SUBSTANCE

Human Whole Blood (EDTA tube)

Mucin (porcine stomach, type II)

Chloraseptic (Menthol/Benzocaine)

Naso GEL (NeilMed)

Nasal Drops (Phenylephrine)

Nasal Spray (Oxymetazoline)

Xtrava Health - SPERA™ COVID-19 Ag Test | Rapid Test for Detection of SARS-CoV-2 Antigen

TANCES TESTING OF THE SPERA™ COVID-19 AG TEST

ENTR NUMBER POS / # NUMBER POS / #
TESTED WITH TESTED WITH VIRUS
NSPIKED SPIKED

4% v/ (0/3) (3/3)

0.5% (3/3)

1.5 mg/mL (3/3)
5% v/v
15% v/v
15%v/v (0/3) (3/3)

QSL-002 Rev. 3
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Nasal Spray (Cromolyn) 15%v/v

Zicam 5%v/v

Homeopathic (Alkalol) 10% v/v

Sore Throa 15%v/v

4 pg/mL

Tobramycin

Mupirocin

Tamiflu (Oseltamivir Phosphate) 5 mg

Fluticasone Propionate

SYMBOL GLOSSARY

IVD

I Manufacturer

In vitro diagnostic medical device

(0/3)

(0/3)

(0/3)

(0/3)

(0/3)

(0/3)

(0/3)

Indicates the medical &

Xtrava Health - SPERA™ COVID-19 Ag Test | Rapid Test for Detection of SARS-CoV-2 Antigen

(3/3)

(3/3)

(3/3)

(3/3)

(3/3)

(3/3)

(3/3)

QSL-002 Rev. 3

31



Use by Indicates the date after which the medical device is
g not to be used

Batch code Indicates the manufacturer’s batch code to identify
LOT the batch or lot

Indicates the manufacturer’s catalogue number to
identify the medical device

Indicates the temperature limits to which the
medical device can be safely exposed

Indicates a medical device that is intended for one
use, or for use on a single patient during a single
procedure

Do notYeuse

Caution icates the need for the user to consult the

truc for use for important cautionary

) restricts this device to
icensed healthcare

Prescription use only

| REEg

Contains sodium azide dressed in the

Consult instructions for use Indicates the need for thé
instructions for use

A
@
AN
[13]

Xtrava Health - SPERA™ COVID-19 Ag Test | Rapid Test for Detection of SARS-CoV-2 Antigen QSL-002 Rev. 3
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Keep Away from Sunlight Indicates a medical device that needs protection
from light sources.

.\\

NVA
)/_/I

Do Not Use if Package is Damaged Indicates a medical device that should not be used if
the package has been damaged or opened.

@

ilized Using Irradiation Indicates a medical device that has been sterilized
using irradiation.

[sreniLe g

ORDERING A CTI RMATION

Manufactured

Xtrava Inc., DBA Xtrava

3080 Olcott St. C201, Safia Clara CA 95(
1-888-987-2821

support@xtravahealth.com

www.xtravahealth.com

Xtrava Health - SPERA™ COVID-19 Ag Test | Rapid Test for Detection of SARS-CoV-2 Antigen QSL-002 Rev. 3

33


mailto:support@xtravahealth.com
http://www.xtravahealth.com/

Xtrava
Health

OPEN

Remove the Positive/Negative Control
swab from the container, being careful
not to touch the soft end with your hand.

EXTERNAL CONTROL TESTING PROCEDURES

A\ Contains Sodium Azide /\ Do not use if seal is broken

DIP SWAB

Remove the aluminum seal from the sample
collection tube. Immerse the control swab
into the liquid in the sample collection tube.

SPERA™
COVID-19 Ag Test

Quick Reference Guide .

Rapid Test for the Detection of SARS CoV 2 Antigen

For use under the Emergency Use Authorization (EUA) only
For in vitro diagnostic use

For prescription use only

For use with nasal swabs pro in the kit

Intended Use

The SPERA™ COVID-19 Ag Test is a late
detection of nucleocapsid protein antiger¥fro 2
specimens collected by a healthcare provider: 19 within

Improvement Amendments of 1988 (CLIA), 42 U.S.C. § 3 rements to
perform moderate, high or waived complexity tests. Thi i i use at the

Certificate of Compliance, or Certificate of Accreditation.

The SPERA COVID-19 Ag Test does not differentiate between SARS-

Results are for the identification of SARS-CoV-2 nucleocapsid protein Igen, which is
generally detectable in anterior nasal swab specimens during the acute phase of infectj
Positive results indicate the presence of viral antigens, but clinical correlation with paj
medical history and other diagnostic information is necessary to determine patient i
status. Positive results do not rule out bacterial infection or co-infection with other v
Additional confirmatory testing with a molecular test for positive results may be nece
there is a low likelihood of SARS-CoV-2 infection, such as in individuals without known
exposures to SARS-CoV-2 or residing in communities with low prevalence of infection. Th8
agent detected may not be the definitive cause of disease. Laboratories within the United
States and its territories are required to report all results to the appropriate public health
authorities.

All negative results are presumptive and confirmation with a molecular assay, if necessary for
patient management, may be performed. 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 measures such as isolating from others and wearing
masks. Negative results should be considered in the context of an individual’s recent

exposures, history and the presence of clinical signs and symptoms consistent with COVID-19.

The SPERA COVID-19 Ag Test is intended for use by healthcare professionals or operators
who are proficient in performing tests in point of care settings. The SPERA COVID-19 Ag Test
is only for in vitro diagnostic use under the Food and Drug Administration’s Emergency Use
Authorization. This product has not been FDA cleared or approved.

Quality Control
PROCEDURAL CONTROL

The SPERA™ COVID-19 Ag Test has a built-in procedural control contained within the test
device. The blue line at the “control” position of the device will always appear if the sample
flows properly and the reagents are working.

EXTERNAL POSITIVE AND NEGATIVE CONTROLS

The SPERA™ SARS-CoV-2 Positive Control Swab and Negative Control Swab are available to
be provided separately. The external positive and negative controls will validate the entire
test. External controls shall be evaluated:

With every new operator

Once with each new shipment received (provided that each different lot
received in the

shipment is tested)

When problems with testing are suspected or identified

As necessary to conform with local, state and/or federal regulations, accrediting
requirements, or your lab’s standard quality control procedures

If the blue control line does not appear or the correct results are not obtained with the
external positive and/or negative controls then discard the test and repeat with new
components. If the problem persists upon the repeat test, report the problem to Xtrava
Health technical support at : 1-888-987-2821.

MIX REMOVE SWAB
Pinch the tip of the swab from the outside

of the tube. Continue to pinch the outside
of the tube to release the sample from
the swab by moving the swab up and down
while rotating. Continue the process for
15 seconds.

Pinch the outside of the tube above the tip
at the top of the tube and pull out the swab
(while squeezing the tube) to remove any
remaining sample and suspension solution
from the swab. The sample is stable for up
to 60 minutes after preparation.

& i

ADD SAMPLE

Slowly turn it vertically upside down, pinch
the tube, and add 3 drops to the sample
well on the test device. The first drop may
contain bubbles, but this will not affect the
test results.

ATTACH CAP

Securely attach the sample collection
cap to the collection tube containing
the sample.

Repeat steps 1 - 6 for the second control swab.

pon completion of the test, discard all materials as biohazardous waste according to
, state and local regulations.

efer to the section Interpretation of Results in this Quick

ID-19 Ag Test should be tested as soon as
rted. The sample is stable for up to 60

specimen after 60 minutes could yield
false results,

Warnings

1. Read all instructions carefully %
instructions may result in inaccu

e performing the ailure to follow the

ost results.

2. Inthe USA, this product has not been approved, but has been authorized by
FDA under an Emergency Use Authorizatiomhis product has been authorized only for the
detection of proteins from SARS-CoV-2, not for any other viruses or pathogens. The
emergency use of this product is only authorized for the duration of the declaration that
circumstances exist justifying the authorization of emergency use of in vitro diagnostics
for detection and/or diagnosis of COVID-19 under Section 564(b)(1) of the Federal Food,
Drug, and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the declaration is terminated or
authorization is revoked sooner.

3. Serial testing should be performed in individuals with negative results at least twice over
three days (with 48 hours between tests) for symptomatic individuals. You may need to
purchase additional tests to perform this serial (repeat) testing.

& Xtrava Health QSL-003-Quick Reference Guide Rev. 2 Date of Rev. 2023/5 | For use under an Emergency Use Authorization (EUA) only
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Specimen Collection Procedure

OPEN INSERT SWAB

COLLECT SAMPLE

Firmly sample the nasal

wall by rotating the swab
ina circular path against
the nasal wall at least 4
times. Take approximately
15 seconds to collect the
specimen. Be sure to collect
any nasal drainage that may
be present on the swab.

Insert the entire collection
tip of the swab provided
(usually % to % of an inch,
or1to1.5cm)inside the
nostril.

Remove the swab from the
container, being careful not
to touch the soft end with
your hand.

Test Procedure

/\ Contains Sodium Azide /\ Do not use if seal is broken

REMOVE SWAB
Gently remove the swab.

DIP SWAB

Remove the aluminum top
from the sample collection
tube. Next, immerse

the swab containing the
collected sample into

REMOVE SWAB

Pinch and squeeze the top of the
tube and pull out the swab (while
ueezing the tube) to remove any
mgaining sample and suspension
from the swab.

the liquid in the sample
collection tube

Interpretation of Results

Repeat testing is needed to improve test accuracy. Please follow the t

Status on First Day of Testing First Result Day 1 Second Resu

Positive N/A
With Symptoms

Negative Positive

Negative Negative

Results should be considered in the context of an individual’s recent exposures, history¥
symptoms consistent with COVID-19.

POSITIVE

C T

ane

LOOK CLOSELY!

The “T” line can be very
faint. Any red/pink line
visible here indicates a
positive result.

NEGATIVE RESULT

C T

D

If only the blue control line under the letter “C”
and no red test line under the letter “T” appears by
the end of the 15-minute time frame, the sample is
considered negative and results are valid.

-orR- C T

Note: To increase the chance that the negative result
for COVID-19 is accurate, you should test again in 48
hours if the individual has symptoms on the first day
of testing.

TITF

If ared “T” test line and a blue “C” control line are
visible at or before 15 minutes, the test is positive

and the result is valid. A negative test result indicates that the virus that

causes COVID-19 was not detected in the sample. A
negative result does not rule out COVID-19. There is
a higher chance of false negative results with antigen
tests compared to laboratory-based tests such as
PCR tests. If the test is negative but COVID-19-like
symptoms, e.g., fever, cough, and/or shortness of
breath continue, follow up testing for SARS-CoV-2
with a molecular test or testing for other respiratory
disease should be considered. If applicable, seek
follow up care with the primary health care provider.

Note: Repeat testing does not need to be
performed if patients have a positive result at any
time.

A positive test result means that the virus that
causes COVID-19 was detected in the sample, and
it is very likely the individual has COVID-19 and is
contagious. Please contact the patient’s doctor/
primary care physician (if applicable) and the local
health authority immediately and instruct your
patient to adhere to the local guidelines regarding
self-isolation. There is a very small chance that this
test can give a positive result that is incorrect.

All negative results should be treated as presumptive
and confirmation with a molecular assay may be
necessary if there is a high likelihood of SARS-
CoV-2 infection, such as in an individual with a close
contact with COVID-19 or with suspected exposure

to COVID-19 or in communities with high prevalence
of infection. 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.

Positive results do not rule out bacterial infection
or co-infection with other viruses. The agent
detected may not be the definite cause of disease.
Individuals who test positive with the SPERA™
COVID-19 Ag Test should self-isolate and seek
follow up care with their physician or healthcare
provider as additional confirmatory testing with

a molecular test for positive results may also be
necessary, if there is a low likelihood of COVID-19,
such as in individuals without known exposures

to COVID-19 or residing in communities with low
prevalence of infection (a false positive).

REPEAT

Repeat in the other nostril using
the same swab.

ni (5] ”

|

ATTACH CAP

Securely attach the sample
collection cap to tube. The sample
is stable for up to 60 minutes after
preparation.

ADD SAMPLE

Slowly pinch and turn the sample
collection tube vertically upside
down and add 3 drops to the
sample well on the test device. The
first drop may contain bubbles,
but it will not affect the results.

Discard the swab as biohazard
waste.
Note: Fewer than three drops may
result in false negative results.

IMPORTANT
Once the sample has been
applied to the sample well,
allow the test device to sit
undisturbed stand at 15-30°C
for 15 minutes on a level surface,
then interpret results. Do not
read results if more than 30
minutes after applying the
sample to the test device have
elapsed.
Note: Interpretation of the test
before 15 minutes or after 30
minutes could yield false results.
Do not interpret the test before
15 minutes or past 30 minutes.

erpreting test results for COVID-19.

ORDERING AND CONTACT INFORMATION

Technical Support
Contact us at 1-888-987-2821 or email us at
support@xtravahealth.com

“ Manufactured for:

Xtrava Inc., DBA Xtrava Health
3080 Olcott St. C201, Santa Clara CA 95054
1-888-987-2821

support@xtravahealth.com
www.xtravahealth.com

& Xtrava Health QSL-003-Quick Reference Guide Rev. 2 Date of Rev. 2023/5 | For use under an Emergency Use Authorization (EUA) only
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X t rava Reagents and Materials Provided
H ea I th Contents Name Quantity Description

SPERA™ COVID-19 1 Swab coated with non-infectious
Ag Test Positive recombinant SARS-CoV-2 nucleocapsid
Control Swab protein antigen.

REF: XH-100-200 Purchase the SPERA™ COVID-19 Ag

Positive Control Swab (REF: XH-100-200) by
contacting support@xtravahealth.com

SPERA™ COVID-19 1 Sterile blank nasal swab

Ag Test Negative

Control Swab Purchase the SPERA™ COVID-19 Ag
Negative Control Swab (REF: XH-100-205)

by contacting: support@xtravahealth.com.

s P E RATM Package Insert 1 Instructions for use
COVI D_-I 9 Ag Test Reagents Materials Required, But Not Provided
External Qu-lity Control , crption

Timer or 1 Device to reliably keep track of
stopwatch time

WA@ - . Storage and Stability

For Use with SPERA™ COVID 19 #  Test The SPERA™ SARS-CoV-2 Positive Control Swab and Negative Control Swab
should be stored at 2-30°C away from direct sunlight. Do not freeze. The
SPERA™ SARS-CoV-2 Positive Control Swab and Negative Control Swab is

For in vitro diagnostic use stable until the expiration date printed on the outside of the outer packaging,
For prescription use only which is currently 3 months from the date of manufacture.

REF: XH-100-205

Contents Name Quantity Required Description

For Use under the Emergency Use  Jthorizs

Quality Control

RROCEDURAL CONTROL

Warnings and Precautions

For in vitro diagnostic use.
Do not use controls in media other than SPERA™ COVID-19 Ag Specimen Buffer.
Use of nitrile or latex gloves is recommended for handling controls.
* Do not use the controls beyond the expiration date.

Do not store product in direct sunlight.

Do not use product if it has been frozen.

This product is for single use only. Do not re-use.

Do not transfer sample from the sample collection tube to the test device

without the sample collection cap in place.

Interpretation of the test before 15 minutes or after 30 minutes could yield

false results. Do not interpret the test before 15 minutes or past 30 minutes.
Reagents contain sodium azide, which is harmful if inhaled, swallowed, or

exposed to skin. Contact with acids produces a very toxic gas. If there is

If the blue control line does not Xg@Rar or the t results are not obtained

contact with skin, wash immediately with plenty of water. Sodium azide may

with the external positive and/or ney Bls then discard the test and

react with lead and copper plumbing to form highly explosive metal azides.
repeat with new components. If the problem persists upon the repeat test,

On disposal, flush with a large volume of water to prevent azide build-up.
report the problem to Xtrava Health technical support at : 1-888-987-2821.

Dispose of used and unused kit contents as biohazardous waste according
to federal, state, and local regulatory requirements.

Wear appropriate personal protective equipment (i.e. clothing, gloves, eye/
face protection) when handing the contents of this kit.

: . ) ) ORDERING AND CONTACT INFORMATION
1. Read all instructions carefully before performing the test. Failure to follow the
instructions may result in inaccurate test results.
2. In the USA, this product has not been FDA cleared or approved, but has been Technical Support
authorized by FDA under an Emergency Use Authorization. This product has been
authorized only for the detection of proteins from SARS-CoV-2, not for any other
viruses or pathogens. The emergency use of this product is only authorized for the
duration of the declaration that circumstances exist justifying the authorization of
emergency use of in vitro diagnostics for detection and/or diagnosis of COVID-19 Manufactured for:
under Section 564(b)X(1) of the Federal Food, Drug, and Cosmetic Act, 21U.S.C. § Xtrava Inc., DBA Xtrava Health
360bbb-3(b)(1), unless the declaration is terminated or authorization is revoked

Contact us at 1-888-987-2821 or email us at support@xtravahealth.com

3080 Olcott St. C201, Santa Clara CA 95054

sooner.
3. Serial testing should be performed in individuals with negative results at least 1-888-987-2821
twice over three days (with 48 hours between tests) for symptomatic individuals. You support@xtravahealth.com

may need to purchase additional tests to perform this serial (repeat) testing.
www.xtravahealth.com
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Quality Control Procedure  /\ Contains Sodium Azide /N Do not use if seal is broken

Thoroughly review the SPERA™ COVID-19 Ag Test Instructions for Use, including the warnings and limitations, before using this this External Quality Control

document. The Instructions for Use are available at: www.xtravahealth.com/spera-product-documentation.

External Control Testing Procedures

OPEN DIP SWAB

Remove the Positive/Negative Control swab from Remove the aluminum seal from the sample

the container, being careful not to tg the soft collection tube. Immerse the control swab into the

end with your hand.

liquid in the sample collection tube.

REMOVE SWAB

Pinch the outside of the tube above the tip at |lection cap to the

the top of the tube and pull out the swab (while
squeezing the tube) to remove any remaining
sample and suspension solution from the swab.
The sample is stable for up to 60 minutes after
preparation.

Repeat steps 1- 6 fo

NOTE: Upon completion of the test, discard all materials as biohaz,

IMPORTANT

Once the sample has been applied to the sample well, allow the test device to sit undisturbed s
results. Do not read results if more than 30 minutes after applying the sample to the test devic

Interpretation of Results

POSITIVE RESULT

C T C T

MiIX

Pinch the tip of the swab from the outside of the
tube. Continue to pinch the outside of the tube to
release the sample from the swab by moving the
swab up and down while rotating. Continue the
process for 15 seconds.

ADD SAMPLE

Slowly turn it vertically upside down, pinch the
tube, and add 3 drops to the sample well on the
test device. The first drop may contain bubbles,
but this will not affect the test results.

LID RESULT

C T

If ared “T” test line and a blue

“C” control line are visible at or
D : = before 15 minutes, the test is
= positive and the result is valid.

Note: SPERA™ COVID-19 Ag
Test Positive Control Swab

Read Test Device

should provide a positive
result.

LOOK CLOSELY!
The “T” line can be very

faint. Any red/pink line
visible here indicates a

result.

positive result.

If only the blue control line
under the letter “C” and no
red test line under the letter
“T” appears by the end of the
15-minute time frame, the

If the control (C) line is not
visible, the test is invalid.
Re-test with a new control
swab and new test device.

sample is considered negative
and results are valid.

Note: SPERA™ COVID-19 Ag
Test Negative Control Swab
should provide a negative

& Xtrava Health SPERA™ COVID-19 Ag Test External Quality Control | For use under an Emergency Use Authorization (EUA) only
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