ID NOW COVID-19

For Use Underan Emergency Use Authorization — US only (EUA)

Foruse withthe ID NOW Instrument
Foruse with anterior nasal, throat or nasopharyngeal specimens

Forinvitro Use
Rx Only

INTENDED USE

ID NOW COVID-19 assay performed on the ID NOW Instrument is a rapid molecular in vitro diagnostic
test utilizing an isothermal nudeic acid amplification technology intended for the qualitative detection of
nucleicacid from the SARS-CoV-2 virus in direct anterior nasal (nasal), nasopharyngeal or throat swabs
from individualswhoare suspected of COVID-19 bytheir healthcare provider withinthe first seven days of
the onset of symptoms. Testing is limited to laboratories certifiedg®™ g the Clinical Laboratory
Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, that megfthe reqqements to perform high,
moderate, or waived complexity tests. The ID NOW COVID-19 assgy iSRs i
of Care (POC), i.e., in patient care settings operating under a i cagfof Waiver, Certificate of
Compliance, or Certificate of Accreditation.
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SUMMARY AND EXPLANATION OF THETEST

Coronaviruses are a large family of viruses which may cause illness in animals or humans. SARS-CoV-2is
an enveloped, single-stranded RNA virus of the p genus. The virus can cause mild to severe respiratory
illnessand hasspread globally, including the United States.

ID NOW COVID-19 is a rapid (13 minutes or less), instrument-based isothermal test for the qualitative
detection and diagnosis of SARS-CoV-2 from nasal, nasopharyngeal and throat swabs. The IDNOW
Instrument has a small footprint and easy to use graphical user interface for convenience within a busy
hospital or near patient testing environments. The ID NOW COVID-19 kit contains all components required
to carry out an assay for SARS-CoV-2 on the ID NOW Instrument.



PRINCIPLES OF THE PROCEDURE

ID NOW COVID-19is anautomated assay that utilizesisothermal nucleic acid amplification technology for
the qualitative detection of SARS-CoV-2 viral nucleic acids. Itis comprised of a Sample Receiver, containing
elution/lysisbuffer, a Test Base, comprising twosealed reaction tubes, each containing a lyophilized pellet,
a Transfer Cartridge for transfer of the eluted sample to the Test Base,and the ID NOW Instrument.

The reactiontubesin the Test Base containthe reagentsrequired for amplification of SARS-CoV-2, as well
as an internal control. The templates (similar to primers) designed to target SARS-CoV-2 RNA amplify a
unique region of the RARp segment. Fluorescently-labeled molecular beacons are used to specifically
identify each ofthe amplified RNA targets.

To perform the assay, the Sample Receiver and Test Base are inserted into the ID NOW Instrument. The
sample is added to the Sample Receiver and transferred via the Transfer Cartridge to the Test Base,
initiating targetamplification. Heating, mixingand detection are provided by the instrument.

REAGENTSAND MATERIALS
Materials Provided

Test Bases: Orange plastic components containin

bes of lyophilized
reagents for the targeted amplification of SARS; K and an intemal

control.

Sample Receivers: Blue plasticcomponent{gontain

CcaRTRDG | extractfrom the Sample Receiver {#f

were performed correctly.

Negative Control Swab: T

are obtained.

PackageInsert

Quick Reference

Materials Required b ot Provided

ID NOW Instrument
Nasopharyngeal Swabs
PRECAUTIONS

1. Forinvitrodiagnosticuse under the FDA Emergency Use Authorization.

2. Forprescription use only.

3. This producthasnotbeen FDA cleared or approved; buthas beenauthorized for emergency use by
FDAunderan EUAforuseby authorizedlaboratories.

4. Thisproducthasbeenauthorized onlyforthe detection of nucleic acid from SARS-CoV-2, not for
any othervirusesor pathogens.

5. The emergencyuseofthisproductis onlyauthorized for the duration ofthe declarationthat
circumstances exist justifyingthe authorization of emergency use of in vitro diagnostics for
detectionand/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.

6. Thisproducthasbeen authorizedby FDAunder an EUA for use bylaboratories certified under the
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Clinical Laboratory Improvement Amendments of 1988 (CLIA), 42 U.S.C. §263a, to perform high,
moderate, or waived complexity tests and 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.

Federal Lawrestricts this device to salebyoron the order of a licensed practitioner (US only).
This test hasbeen authorized only for the detection of nucleic acid from SARS-CoV-2, not for any
otherviruses or pathogens.

Laboratories within the United States and its territories are required to report all results to the
appropriate publichealthlaboratories.

Tobe usedin conjunction with the ID NOW Instrument.

Treat all specimens as potentiallyinfectious. Follow universal precautions whenhandling samples,
this kit andits contents.

Propersample collection, storage and transport are essential for correct results.
Leavetestpiecessealedin their foil pouches until just before use.

Donot tamperwithtestpiecespriorto orafteruse.
Do not use kit pastitsexpirationdate.

Solutionsused to make the positive control swab are inactivgte® Hard methods. However,
patientsamples, controls, and test piecesshouldbe han ; could transmit disease.
Observe established precautionsagainst microbial h : nd disposal.

betweenthehandling of specimenssuspected of C

Ifany assay components are dropped, foun®Wto be damaged or opened when
received, DONOT USE and discard Do ors or sharp objects to open foil

e instrument. It will prohibit the Elution

Buffer from reaching temperature test performance.

If the Sample Receiveris spilled w ean the instrument perinstructions provided in
the instrument User Manualgand ca . Repeat test witha new Sample Receiver.
All test pieces must bereggp e instrument according to removal instructions displayed
) ing to countryand local requirements. Pieces must not
be separated onceyffey: assembled.
Do not use with multiple specimens.
Pntains large amounts of amplified target (Amplicon). Do not
e and Transfer Cartridge. In the case of a positive sample, this
couldleadtoa arage and potential ID NOW COVID-19 false positive test results.
At a low frequenCRglinical samples can contain inhibitors that may generate invalid results. Site
tosite invalidrates
Due to the high sensitivity of the assaysrun on the instrument, contamination of the work areawith
previous positive samples may cause false positive results. Handle samples according to standard
laboratory practices. Clean instruments and surrounding surfaces according to instructions
providedin the cleaningsection of the instrument User Manual. Referto Section 1.6, Maintenance
& Cleaning, for further information.

STORAGE AND STABILITY

Store kit at 2-30°C. The ID NOW COVID-19 kit is stable until the expiration date marked on the outer
packaging and containers. Ensure all test componentsare at room temperature before use.

QUALITYCONTROL

ID NOW COVID-19 has built-in procedural controls. The result of the Procedural Control is displayed on
the screenandis automatically stored in the instrument with eachtestresult. Thiscanbereviewed later by
selecting Review Memory on the instrument.



Procedural Controls:

ID NOW COVID-19 contains aninternal control thathas been designed to control for sample inhibition and
assay reagent function. In positive samples where target amplification is strong, the internal control is
ignored, and the target amplification serves as the ‘control’ to confirm that the clinical sample was not
inhibitory, and that assay reagent performance was robust. At a very low frequency, clinical samples can
containinhibitors that may generateinvalid results.

Procedural Control Valid displayed on the instrument screenindicatesthat the assay reagents maintained
theirfunctional integrity and the sample did not significantly inhibit assay performance.

External Positive and Negative Controls:

Good laboratory practice suggeststhe use of positive and negative controlsto ensure that test reagents are
working and thatthe test is correctly performed. ID NOW COVID-19 kits contain a Positive Control Swab
and Sterile Swabsthat canbeused as a Negative Control Swab. These swziaghill monitor the entire assay.
Test these swabs once with each new shipment received and once fog krained operator. Further
controls may betestedin orderto conformwithlocal, state and /or fe d Jons, accrediting groups,
or yourlab’sstandard Quality Control procedures.

CONTROLSWAB PROCEDURE
Positive and Negative Controls should be tested followinglihe Q st instructions on the IDNOW
Instrument. A Positive Control Swab is included in t ifl Usea e swab provided in the kit as the
Negative Control Swab. Refer to Quality Control Sw ure or Instrument User Manual for

furtherdetails.
Note: The ID NOWInstrumentreportsQCre
If the correct control results are not obtaine ormpatienttestsorreport patient results. Contact

Technical Support duringnormal bugggess h rsbefore testing patient specimens.

SPECIMEN COLLECTIO
Use freshly collected SPecigg

ID NOW COVID-19is inteMed for testing a swab directly without elution in viral transport media as
dilution will result in decreased detection of low positive samples thatare nearthelimit of detection of the
test.

Follow Standard Precautions when handling clinical specimens, all of which may contain potentially
infectious materials. Standard Precautions include hand hygiene and the use of personal protective
equipment (PPE), such aslaboratory coats or gowns, gloves, and eye protection.

To minimizerisk of contamination of PPE and swab package duringsample collection, it is recommended
towidelyopen the package by pulling from the top down. Carefully remove the swab and perform sample
collection.

Throat Swab
For optimal test performance, use the swabs provided in the test kit. Alternatively, foam, polyester,
HydraFlock® and nylon flocked throat swabscan beused to collect throat swab samples.

Rayon swabs are not suitable for use in thisassay.


https://www.cdc.gov/coronavirus/2019-nCoV/lab/guidelines-clinical-specimens.html

Collect patient specimen by swabbing the posterior pharynx, tonsils and other inflamed areas. Avoid
touching the tongue, cheeks and teeth withthe swab.:

Nasal Swab

For optimal test performance, use the swabs provided in the test kit. Alternatively, rayon, foam,
HydraFlock® Flocked swab (standard tip), HydraFlock® Flocked swab (mini tip), Copan Mini Tip Flocked
Swab, or Copan Standard Flocked swabscanbeused to collect nasal swab samples.

Puritan PurFlock Standard Tip Ultra Flocked Swabs, Puritan PurFlock Mini Tip Ultra Flocked Swabs and
Copan Standard Rayon Tip Swabsare notsuitable for usein thisassay.

To collect a nasal swab sample, carefully insert the swab into the nostril exhibiting the most visible drainage,
or the nostril that is most congested if drainage is not visible. Using gentle rotation, push the swab until
resistance is metat thelevel of the turbinates (less than one inchinto the nostril). Rotate the swab several
times against the nasal wall then slowly remove from the nostril. Using the same swab, repeat sample
collectionin the other nostril.

Nasopharyngeal Swab
Use sterilerayon, foam, polyester or flocked flexible-shaft NP

asopharyngeal sample.

the nostril exhibiting the most
ot visible. Pass the swab directly
> assage runs parallel to the floor, not
parallel tothebridge of the nose. Using gentle rq the swab intothe anterior nare parallel to the
palate advancing the swab into the nasopha for a few seconds, and then slowly rotate
the swabasit is being withdrawn.

To collect a nasopharyngeal swab sample carefully i inse
visible drainage, or the nostril that is most congest

To ensure proper collection, the sw. epassed a distance that is halfway of that from the nose to
the tip of the ear. This is aboutha theswab. DONOT USE FORCE while inserting the swab.
The swab should travel smoo sistance; if resistance is encountered, withdraw the swab
a little bit without taking it o ostril. Then elevate the back of the swab and move it forward into

the nasopharynx.

SPECIMEN TRAN

Forbest performance, d1%ggt nasal, throat or nasopharyngeal swabsshould be tested as soonas possible
aftercollection. IfimmediMtestingis not possible,and to maintainbest performance, it is highly
recommended the nasal, throat or nasopharyngeal swabis placedin a clean, unused tube labeled with
patientinformation,and cappedtightly at roomtemperature (15-30°C) forup to one (1) hourpriorto
testing. Ensuretheswab fitssecurelywithinthetube andthecapis tightly closed. Ifgreaterthanone (1)
hourdelay occurs, dispose of sample. A newsamplemust be collected for testing.

If the swab is to be returned toits package for transport, carefully return to allow the swab head to only
come into contact withthelower portion of the packaging. Avoidtouchingthe outside of the wrapper with
the swab.

TEST PROCEDURE
Pleaserefertothe ID NOW Instrument User Manual for full instructions.

Before testing with ID NOW COVID-19:
e Puton a clean pair ofgloves.
e Allow all samples to reach room temperature.
e Allow all test piecesto reach room temperature.



e Checkthatareagentpelletis visibleat thebottom ofeach of thereactiontubespriortoinserting
the Test Basein the ID NOW Instrument. Do notusethe Test Baseifa pellet is notvisibleatthe
bottomofeachreaction tube.

To Perform a Test:

Step 1
Turn on the ID NOW Instrument - pressthe powerbutton

'@ on the side ofthe instrument.

Abbaokt

Note: Ifthe unit is unattended for one hour, the instrument Lozl s plis=idon
will go to ablack screen power save mode. Touch the screen
toreturn theunitto active display operation.

Enter User ID
Press ‘v’ afterentry.

Touch ‘Run Test’
This will begin the test process.

Fabuind 1200pm

Run C Review
Test Mz oy

Preferences Setup Lig st

Touch ‘CO est Run Test

This starts
Influenza A & B

Strep A
RSV
COVID-19

Select Swab SampleType (if prompted)
If the sample type has already been specified by the Admin,
the instrument will automatically advance to the next step. eare Select Sam ple Type

Caution: VTM Samples are not an appropriate
sampletype for theID NOW COVID-19 test.

Wirl TR rsport Medim

#




Enter Patient ID using on screen keyboard or barcode
scanner.

Erberor Scan Patient IC

Touch ‘v”. alwlel|rlT|v[uli|a]r

Verify that the ID was entered correctly, then touch ‘v to
confirm entry.

Step 2 Fur Test

Open the Lid and Insert Orange Test Base into ©pen Lid.
OrangeTest Baseholder

Caution: Do not apply excessive force. Excessive
force could damage theinstrument.

Confirm that the correct test ig
screen.

the Run Test

Confirm test:
COVID-19 Test

Touch ‘OK’to proceed.

Caution: OncetheTegt Ba een placed in the
holder, the user wij)fhavg 10 miMMtes to confirm the
test. If the testis rmed within 10 minutes,
theinstrume i ndtheTest Base must
be removed

st Base has been inserted, remove and
dispose of the iMyprrect Test Base. Close the lid. The
instrument will then run a self-test before proceeding to the
Home screen. Press Run Test and restart the test using the

correct Test Base.

Step 3 RunTest
Insert Blue Sample Receiver into the Blue Sample Mae o
Receiver holder oo

Caution: Do not apply excessive force. Excessive
force could damage the instrument.

Caution: Once the Sample Receiver has been placed
in the holder, the user will have 10 minutes to start
the test (Steps 3 through 5). Ifthe testis not started
within 10 minutes, the instrument will time out and



all testpieces (Test Base and Sample Receiver) must
be removed and discarded. The instrument will
proceed to the Home screen. Press Run Test and
restart the test using a new Test Base and Sample
Receiver.

Wait for the Sample Receiver to Warm Up. Do not
remove the Sample Receiver from the instrument
once Warm Up begins. BEAE D

RunTest

1:55remaEning

Caution: DONOTREMOVETHEFOILSEAL
UNTILPROMPTEDBY THEINSTRUMENT. DO
NOT close thelid orinsert the sample until prompted by
the instrument.

Step 4

RunTest

Direct Nasal, Throat or Nasopharyngeal Swab Test
Procedure

remove the sample from the swab. Lift the
liquid and press the swab head agaig

removed, touch ‘OK’ to proceed.
Discard the swabintoa biohazard

Caution: To ensuregth eWSample Receiver
remains in the ins emoving the foil
ong the outer edge of the
d itgh place. If the Sample
Receiver sp 2 up, cancel the test by

’ : .Remove and discard the

a:ceiver and Test Base) and
ent. Press Run Testtostarta new
pest Base and Sample Receiver.

cleantheinst
test using ane

FunTest

Step 5a

Press the White Transfer Cartridge into the Blue
Sample Receiver

Listenfora click.

When the Transfer Cartridge is properly attached to the
Sample Receiver, the orange indicator on the Transfer



Cartridge will rise. If the orange indicator does not rise,
continue pushing onto the Sample Receiver until it does.

Caution: The orange indicator should be observed
closely. If the orange indicator does not fully rise,
the Transfer Cartridge may not collect enough
sample.

Step 5b

RunTest

Lift and then connect the Transfer Cartridge to the
TestBase

When the Transfer Cartridge is properly attached tothe Test
Base, the orange indicator on the Transfer Cartridge will
descend. Ifthe orangeindicator does notdescend, continue
pushingonto the Test Base until it does.

Caution: Ifthe orangeindicatordoes not fully
descend, notenough samplewill bedispensed.
This may potentiallyresultin invalid or falset
results.

Step 6

Fun Test

Closethe Lid.
DONOTOPEN THELID until the
message appearson the screen.

Note: Thetest will be cancelledi

Caution: This screen
seconds once the Tr

the instrumentd RunTest
closed by then, ifQgi Testing...
(Sample Recgime . -
Cartridge) 3 rernaEning

Caution: DO NOT OPEN THE LID. The test will be
cancelled and all test pieces (Sample Receiver, Test
Base, and Transfer Cartridge) must be removed and
discarded. A testresult will not be reported or saved
in the instrument memory.

When amplification and detection is complete, the
instrument will automatically save the data before
advancingtotheresultsscreen. Sawing.-

RunTest

Caution: The test is not saved until the completed
result is displayed. Do not open the lid until the
results aredisplayed.




The Test Results screen displays either a Negative or

Positive result for a successfully completed test. If a test o

error occurs, the display will read ‘Invalid’. Refer to the &14pm
User ID: admin Procedural

Result Interpretation Section for Interpretation of Results. ——
COVID-19: Positive +

Test Results
patid

Press Print to print test results, press New Test to
run another test, Press Home to return to the Home
screen h

After printing, or if New Test or Home are selected, the
instrument will promptto open thelid and discard the used
test pieces. e lid,

Dz nd Fieoes

Removetest pieces bylifting the Transfer Cartridge attached
tothe Test Base, and clicking it into the Sample Receiver, by
pressing into the Sample Receiver.

Caution: Do not try to remove the Sample Receiver
by any other method as thereis a risk of spilling the
patientsample.

All test pieces will be connected and can now be
from the instrument and disposed of according
stateandlocalregulations.

arto

Caution: DO NOT disassemble th and
Cartridge and the Test Base befor discard

n n a Self-Test before
Patient ID screen,

Close thelid. Theinstru
showing the Home
dependingonthep ection.

Removeanddj

Quality Control Swab Test Procedure

For QC testing, select Run QC Test on the Home screen, and follow the displayed instructions. Refer to
Runninga QCTestin the ID NOW Instrument User Manual for further details.

1. Touch‘RunQCTest’

* Home EuF b0 W 12:00pm

Fun Fum CaZ
Test Test

Prete rences Satup Log Cout
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2. Touch‘COVID-19’

3. Selectthe QC Testto be Run

4. ConfirmTest

Confirm the test type to match the QC sample intended 4
for testing by touching ‘OK’ and following the on scyge
prompts to complete testing,

swabsamples.

Run QC Test
Influenza A & B

Strep A

RSV
COVID-19

Run  sitive QC Test

Confimn. “est:

COVID- ) Test

Positir  QC Test
~* .nple ID:

Edit QC Sample ID
Cancel #H

11



RESULT INTERPRETATION
When thetest is complete, the results are clearly displayed on the instrument screen.

Instrument Display Interpretation of Results and Follow-up Actions
Test Results COVID-19 Positive

Positiveresults do notrule outbacterialinfection or co-
infectionwith otherviruses.

User ID: admin Procedural
Control Valid

COVID-19: Positive +

L

Test Results COVID-19 Negative

10/Mari2022 Negative results should be treated as presumptive and, ifinconsistent with

User 10: admin rocedu clinical signs and symptoms or necegg

Control Valid tested withanalternative molec
COVID-19: Negative —

Anegativeresultdoes notrulegut8

Back f

;r'ﬁt Results The presenceor abs@ince o
10/Mar/2022 determinedo

1:06pm

—— Repeat testi

resultsare
COVID-19: [nvalid :

Back f

instructionsbelowshouldbe §
e Removetheconngs

or patient management, should be

s with other pathogens.

D-19Viral RNAscannotbe

pleusingnewtest components. Ifrepeated Invalid
should be confirmed by another method priorto

Base portion ‘ MPSED Sample Receiver. The connected Test Base and Transfer

Cartridge MW
new Transfer

(D

dge paCkage maybeused forthis.

¢ Remove the blue
Receivershouldberetained and keptuprightto avoid spillingtheliquid contents.

mple Receiver separately and carefully from the instrument. The Sample

e From the Home Screen, starta newtest. Follow the screen prompts; however, when asked toinsert

the Sample Receiver, reuse the Sample Receiverand DONOT re-elute the swab.

LIMITATIONS

e The performance of the ID NOW COVID-19 test was evaluated using the procedures provided in this

productinsertonly. Modificationsto these procedures may alter the performance of the test.

e Negative results should betreated as presumptive and tested with an alternative FDA authorized

molecular assay, if necessary for clinical management, including infection control.

e TFalse negativeresultsmay occurifa specimen is improperly collected, transported or handled. False
negative resultsmay also occurif amplification inhibitors are present in the specimen orifinadequate
levels of viruses are present in the specimen. Negative results should be considered in the context ofa
patient’srecentexposures, historyand the presence of clinical signs and symptoms consistent with

COVID-19.



e Aswith any moleculartest, mutations withinthetargetregionsofthe Abbott ID NOW COVID-19 test
could affect primerand/or probebinding resultingin failure to detect the presence of the virus.

The testcannotrule outdiseases caused by otherbacterial or viral pathogens.

ID NOW COVID-19 is intended for testing a swab directly without elution in viral transport media as
dilution will resultin decreased detection of low positive samples that are near the limit of detection of
the test.

Swab sampleselutedin VTM are not appropriate for use in this test.

The clinical performance has not been established in all circulating variants but is anticipated to be
reflective of the prevalent variants in circulation at the time and location of the clinical evaluation.
Performance at the time of testing may vary depending on the variants circulating, including newly
emergingstrains of SARS-CoV-2 and their prevalence, which change overtime.

CONDITIONS OF AUTHORIZATION FOR LABORATORIES

The ID NOW COVID-19 Letter of Authorization, along with the authorized Fact Sheet for Healthcare
Providers, the authorized Fact Sheet for Patients, and authorized labeling are available on the FDA website:
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid ency-use-
authorizations-medical-devices/in-vitro-diagnostics-euas.

However, to assist clinical laboratories and patient care settjgls (ayhori aboratories') using the ID
NOW COVID-19 (“your product” in the conditions below)gt ant @onditions of Authorization are
listed below:

C ith test result reports, all authorized
opriate methods for disseminating these Fact

A. Authorized laboratories using your product m
Fact Sheets. Underexigent circumstancg
Sheetsmay be used, whichmayinclud

B. Authorizedlaboratoriesusingyou A eyour product as outlined in the package insert.
Deviations from the authorized pRaced luding the authorized instruments, authorized
extraction methods, authoriged clin®l specimen types, authorized control materials, authorized

i iz materialsrequired to use your product are not permitted.

C. Authorizedlaboratori

of theirintenttorun uct priortoinitiatingtesting.
D. Authorized labo rproduct must have a processin place forreportingtest results
tohealthcareg vant public health authorities, as appropriate.

. pricosmst collect information on the performance of your product and report

to DMD/OHT7-QR/OPEQ/CDRH (via email: CDRH-EUA-Reporting @fda.hhs.gov) and you (via
email: ts.scr@abbo¥ycom) any suspected occurrence of false positive or false negative results and
significant deviations from the established performance characteristics of your product of which
they become aware.

F. All operatorsusingyour product must be appropriately trained in performing and interpreting the
resultsofyour product, use appropriate personal protective equipment when handling this kit, and
use your productin accordance with the authorized labeling.

G. Abbott, authorized distributor(s), and authorized laboratories using your product must ensurethat
any records associated with this EUA are maintained until otherwise notified by FDA. Such records
will be made available to FDA forinspection upon request.

! The letter of authorization refers to, “laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA),42 U.S.C. §263a, that meet requirements to perform high, moderate, or waived
complexity tests anduse at the Point of Care (POC), i.e., in patientcare settings operatingundera CLIA Certificate
of Waiver, Certificate of Compliance, or Certificate of Accreditation”as “authorized laboratories.”

PERFORMANCE CHARACTERISTICS
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Clinical Study:

The performance of ID NOW COVID-19 was evaluated using contrived clinical nasopharyngeal (NP) swab
specimens obtained from individuals with signs and symptoms of respiratory illness. The samples were
prepared by spiking clinical NP swab matrix with purified viral RNA containing target sequences from the
SARS-CoV-2 genome at concentrations approximately 2x LOD and 5x LOD. Negative NP swab samples
were alsotestedin this study.

The table below presents ID NOW COVID-19 test agreement with the expected results by sample
concentration.

ID NOW COVID-19 Test Agreement with the Expected Results by Sample Concentration

Number o
ConZ::i!?r(:ﬁon e * ggsr‘;,egﬁnt
Number Tested
2X LOD 20/20 100% [83.9% - 100%]
5X LOD 10/10 100% [72.3% - 100%]
Negative 30/30 100% [88.7Z2am100%]
ANALYTICALSTUDIES:

Analytical Sensitivity (Limit of Detection)

ID NOW COVID-19 limit of detection (LOD) in natural n
evaluating different concentrations of purified viral
2 genome.

gegPSwab matrix was determined by
get sequences from the SARS-CoV-

oph

Presumed negative natural nasopharyngeal s
buffer. Swab elutes were combined and mixed
diluent. Viral RNA was diluted in this na
testing.

The LOD was determined as t
concentration atwhich atleast

Claimed LOD eas .
(Genome Equivalents/mlL) Positive/Replicates
SARS-CoV-2 RNA 125 19/20

Analytical Reactivity (Inclusivity)

An alignment was performed with the oligonucleotide primer and probe sequences of the ID NOW COVID-
19 assay with all publicly available SARS-CoV-2 genomic sequences submitted to NCBI Genbank, GISAID
and COG-UK databasesbetween June 1 —June 30, 2021 to demonstrate the predicted inclusivity of the ID
NOW COVID-19 assay. A total of 26,855 complete SARS-CoV-2 sequences plus a reference genome were
submitted to NCBI GenBankand 262,260 high quality were submitted to GISAID database. The COG-UK
database contained 97,873 high quality sequences, which came from samples obtained within the same
timeframe. To avoid redundancy only the GISAID copies of any duplicated sequences were retained for
analysis bringing the total number of high quality human SARS-CoV-2 sequences available from all 3
databases to 320,634. Of the total number of sequences analyzed, 399 sequences contained at least 1 N
(unknown or unidentified nucleotide) within the target region, bringing the total number of isolates suitable
for inclusivity analysis down to 320,235. From this analysis 99.32% of the sequences provided 100%
homology to the ID NOW COVID-19 primer and probe sequences.

14



Analytical Specificity (Cross Reactivity)

An in silico analysis for possible cross-reactions with all the organisms listed in the table below was
conducted by mapping primers and probes of the ID NOW COVID-19 target nucleic acid sequence to the
sequences download from the NCBI Genbank and GISAID databases.

The ID NOW COVID-19 assay, designed for the specific detection of SARS-CoV-2, showed no significant
combined homologies with human genome, other coronaviruses, orhuman microflora that would predict
potential ID NOW COVID-19 false results.

ID NOW COVID-19 Analytical Specificity Microorganisms

Microorganisms from the

Same Genetic Eamily High Priority Organisms

Human coronavirus 229E Human adenovirus A
Human coronavirus OC43 Human adenovirus,
Human coronavirus HKU1 Human adenovj

Human coronavirus NL63

SARS-coronavirus

MERS-coronavirus

adgnovirus 7

adenovirus 8

an metapneumovirus (hMPV)

Human parainfluenza virus 1 -4

Influenza A

Influenza B

Enterovirus A-L

Human respiratorysyncytial virus

RhinovirusA-C

Chlamydia pneumoniae

Haemophilus influenzae

Legionella pneumophila

Mycobacterium tuberculosis

Streptococcus pneumoniae

Streptococcus pyogenes

Bordetella pertussis

Mycoplasma pneumoniae

Pneumocystis jiroveci (PJP)

Candida albicans

Pseudomonas aeruginosa

Staphylococcus epidermis

Staphylococcus salivarius
(Rhodotorula mucilaginosa)

15



Microorganisms from the

Sy (eam e i High Priority Organisms

Streptococcus salivarius

FDA SARS-CoV-2 Reference Panel Testing
The evaluation of sensitivityand MERS-CoV cross-reactivity was performed using reference material (T41),

blinded samples and a standard protocol provided by the FDA. The study included a range finding study

and a confirmatory study for LoD. Blinded sample testingwas used to establish specificity and to confirm
the LoD. Theresults are summarized in the table below.

Summary of LoD Confirmation Result using the FDA SARS-CoV-2 Reference Panel

Reference Materials Specimen Product LoD Cross-
Provided by FDA Type Reactivity
SARS-CoV-2 Nasopharyngeal 3.0x105N N/A
MERS-CoV Swab N. ND

NDU/mL =

RNA NAAT detectableunits/mL

N/A: Not applicable
ND: Not detected

SYMBOLS

y

Fragile, gfhdlegpith care

BASE ase
CARTRDG Transfer Cartridge
RCVR Sample Receiver
B(Only Prescription Only

Caution, consultaccompanying documents
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ORDERING AND CONTACT INFORMATION
Reorder numbers:

190-000: ID NOW COVID-19 Test Kit

190-080:ID NOW COVID-19 External Control Kit

US + 18774417440

Technical Support Advice Line
Furtherinformationcanbeobtained by contacting Technical Supporton:

Us
+ 18557312288 ts.scr@abbott.com
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