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Reviewed by Date Reviewed by Date

PRINCIPLE
CAUTION

For U.S.A. only, Federal law restricts this device to sale and distributionby or on the order of aphysician,ortoa
clinical laboratory; and use is restricted to by or on the order of a physician.

The concentration of SARS-CoV-2IgG in a given specimen determined withassays from different manufacturers
can vary due to differences in assay methods and reagent specificity. Values obtained with different assay

methods should not be used interchangeably.

The results of this semi-quantitative test should not be interpreted as an indication or degree of immunity or
protection fromreinfection.

INTENDED USE

The Access SARS-CoV-21gG llassayis a paramagnetic particle, chemiluminescentimmunoassayintended for the
semi-quantitative and qualitative detection of IgG antibodies to SARS-CoV-2in human plasma (lithium heparin,
dipotassium EDTA, tripotassium EDTA, and sodium citrate). The Access SARS-CoV-2IgG Il assay is intended for use
as anaidin identifying individuals with an adaptiveimmune res ponse to SARS-CoV-2, indicatingrecent or prior
infection. Atthis time, itis unknown for how long antibodies persist following infectionandif the presence of
antibodies confers protective immunity. The Access SARS-CoV-2 IgG Il should not be used to diagnose or exclude
acute SARS-CoV-2 infection. Testingis limited to laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA), 42 U.S.C. §263a, that meet requirements to perform moderate or high complexity
tests.

Results areforthe detection of SARS-CoV-2 antibodies. IgG antibodies to SARS-CoV-2 are generally detectablein
blood several days after initial infection, although the duration of time antibodies are present post-infectionis not
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well characterized. Individuals may have detectable virus present for several weeks following seroconversion.

Laboratories within the United States and its territories arerequiredto reportall results to the appropriate public
health authorities.

The sensitivity of the Access SARS-CoV-2 1gG |l assay early afterinfectionis unknown. Negativeresults do not
preclude acute SARS-CoV-2 infection. If acuteinfection is suspected, direct testing for SARS-CoV-2is necessary.

False positive results for the Access SARS-CoV-21gG Il assay mayoccurdue to cross-reactivity from pre-existing
antibodies or other possible causes.

The Access SARS-CoV-21gG Ilassayisonlyfor useunder the Food and Drug Administration's EmergencyUse
Authorization.

SUMMARY AND EXPLANATION

Coronavirus disease-2019 (COVID-19) is caused by a novel coronavirus known as severe acute respiratory
syndrome coronavirus 2 (SARS-CoV-2) which has spread worldwidein 2020 causing a global pandemic. COVID-19is
characterized by fatigue, fever, cough, shortness of breathandother respiratory symptoms.1 Thevirus uses the
transmembrane receptorangiotensin-converting enzyme 2 (ACE-2) to infect epithelial cells inthe airwaysand
lungs.2

Someindividualsinfected with SARS-CoV-2 have no, or mildsymptoms while others develop severe respiratory
distress requiring mechanicalventilation.3 Infected individuals developan immune response to thevirusin the
form of anti-SARS-CoV-2 1gM and IgG antibodies over the course of days to weeks .4 Testing for the presence of
1gM/1gG antibodies to SARS-CoV-2 can help to inform clinical management of patients with current, or recent
COVID-19.

Evidence shows thatrecovered COVID-19 patients cangenerateimmunoglobulin G (1gG)-type antibodies
specificallybinding to various structure proteins of SARS-CoV-2 after the onset of disease, atvariable levels.5,6,7 A
significant correlation between severity of illness and neutralizing antibody titers specificto the receptor binding
domain (RBD) of the S1 proteinhas been identified.8.9,10

Multiple laboratories and companies are working to rapidly devel op vaccine candidates in a short period of time
employing vaccine strategies targeting the RBD of the S1 protein10,11,12 with initial data indicating that an antibody
response from this region may be neutralizing to SARS-CoV-2. The ability to identify neutralizing antibodies to the
RBD of the S1 protein may proveto be animportanttool to study theimmune response of SARS-CoV-2.

METHODOLOGY

The Access SARS-CoV-21gG Il assayis a two-step enzyme immunoassay. Asampleis added to a reactionvessel with
buffer, and paramagnetic particles coated with recombinant SARS-CoV-2 proteins pecific forthe receptor binding
domain (RBD) of the S1 protein.8 After incubationina reactionvessel, materials bound to the solid phaseare held
ina magneticfieldwhile unbound materials are washed away. Amonoclonal anti-human|gG alkaline phosphatase
conjugateisadded and the conjugate binds to the IgG antibodies captured on the particles. Asecond separation
and washstep remove unbound conjugate. Achemiluminescent substrateis added to thevessel and light
generated by thereaction is measured with aluminometer. The light production is directly proportional to the
concentrationof SARS-CoV-21gG antibody in the sample. Theamount of analytein the sampleis determined from
a stored, multi-point calibration curve.

The Access SARS-CoV-21gG Iltestis to be used with the fully automated Access Family of Immunoassay Analyzers
including the standalone Access 2, UniCel Dx1 600, and UniCel 800analyzers andintegrated
chemistry/immunoassay platforms; UniCel DxC 600i, UniCel DxC680i, UniCel DxC 880i, UniCel DxC660i and UniCel
DxC 860i.
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SPECIMEN

SPECIMEN STORAGE AND STABILITY

Stability

20°Cto 25°C 2°Cto8°C -20°Cor colder
Specimen Type (hours) (days) (days)
Plasma Lithium Heparin 48 7 30

K2 and K3 EDTA
Sodium Citrate

Do notthaw samples morethantwo times.

SPECIMEN COLLECTION AND PREPARATION

Blood Specimen

1.The roleof preanalytical factors in laboratory testing has been describedin a variety of published literature.13,14
To minimize the effect of preanalyticalfactors observe the following recommendations for handlingand
processing bloodsamples:13

a.Collectall bloodsamples observing routine precautions for venipuncture.

i. Follow blood collectiontube manufacturer’s recommendations for centrifugation.

Il. Ensureresidual fibrinandcellular matter has been removed prior to analysis.

2.Eachlaboratoryshould determine the acceptability of its own blood collectiontubes and separation products
thatarein use. There may bevariations in these products between manufacturers and between manufacturing

lots.

3. Alternatecollectiontypes may be appropriateif the laboratory has established its own performance

characteristics as defined by applicable law.

4. Avoid assaying lipemicor hemolyzedsamples.

REAGENTS
CONTENTS

Access SARS-CoV-2 IgG Il Reagent Pack

Ref.No. C69057,200determinations, 2 packs, 100 tests/pack

Well Ingredients

Rla: Paramagnetic particles coated with recombinant SARS-CoV-2 protein in TRIS buffer with
surfactant, protein(bovine), <0.1%sodiumazideand0.1% ProClin* 300.

R1b: MES buffer, surfactant, protein (bovine), <0.1% sodiumazideand 0.1% ProClin 300.

Ric: MES buffer, mouse monoclonal anti-human 1gG antibody alkaline phosphatase conjugate,

surfactant, protein(bovine), <0.1% sodiumazideand0.1% ProClin300.
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Well Ingredients

R1d: TRIS buffer, surfactant, protein (bovine), <0.1% sodiumazideand0.1% ProClin300.

Rle: TRIS buffer, surfactant, protein (bovine), <0.1% sodium azideand0.1% ProClin300.

*ProClin™is a trademark of The Dow Chemical Company (“Dow”) or anaffiliated company of Dow.

WARNING AND PRECAUTIONS

e For Emergency Use Authorization (EUA) only.
e Forinvitrodiagnosticuse.

¢ The results of this semi-quantitative test should not beinterpreted as an indication or degree of immunity or
protectionfrominfection.

¢ This testhasnotbeen FDA cleared or approved but has been authorized for emergency use by FDAunder an
EUA for use by authorized laboratories certified under CLIA, that meet requirements to perform moderate or
high complexitytests.

¢ This testhas been authorized onlyfor detecting the presence of IgG antibodies against SARS-CoV-2, not for any
other viruses or pathogens.

¢ The emergency useof thistestis onlyauthorized for the duration of the declarationthat circumstances exist
justifying the authorization of emergency use of in vitrodiagnostics 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

declarationis terminated or authorization is revoked sooner.

¢ Samplesandblood-derived products may be routinely processed with minimum risk using the procedure
described. However, handle these products as potentially i nfectious according to universal precautions and
good clinical laboratory practices,15 regardless of their origin, treatment, or prior certification. Usean
appropriate disinfectant for decontamination. Store and dispose of these materials andtheir containersin
accordance with local regulations and guidelines.

¢ For hazards presented by the product refer to the following sections: REACTIVE INGREDIENTS and GHS HAZARD
CLASSIFICATION.

REACTIVE INGREDIENTS

fﬁ CAUTION
Sodium azide preservative may form explosive compoundsin metal drain
lines. See NIOSH Bulletin: Explosive Azide Hazard (8/16/76).
To avoidthe possible build-up of azide compounds, flush wastepipes with
water after the disposal of undiluted reagent. Sodium azide disposal must
be inaccordance with appropriate local regulations.

GHS HAZARD CLASSIFICATION

SARS-CoV-2 IgG I Particles WARNING
(CompartmentR1a)
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SARS-CoV-2 1gGlI
Conjugate Diluent
(CompartmentR1b)

SARS-CoV-2 1gGlI
Conjugate (Compartment

Rlc)

Access SARS-CoV-2 I1gG
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H317
H412
P273

P280
P333+P313

P362+P364

WARNING

D

H317
H412
P273

P280
P333+P313

P362+P364

WARNING

May causeanallergic skinreaction.
Harmful to aquaticlife with long lasting effects.
Avoid release to the environment.

Wear protective gloves, protective clothing and
eye/faceprotection.

If skinirritationor rash occurs: Get medical
advice/attention.

Take off contaminated clothing andwash it before
use.

reaction mass of: 5-chloro-2-methyl-4-isothiazolin -3-
one [EC# 247-500-7] and 2-methyl-4-isothiazolin-3-
one [EC# 220-239-6](3:1) <0.05%

May causeanallergic skinreaction.
Harmful to aquaticlife with long lasting effects.
Avoid releaseto the environment.

Wear protective gloves, protective clothingand
eye/face protection.

If skinirritationor rash occurs: Get medical
advice/attention.

Take off contaminated clothing andwash it before
use.

reaction mass of: 5-chloro-2-methyl-4-isothiazolin -3-
one [EC# 247-500-7] and 2-methyl-4-isothiazolin-3-
one [EC# 220-239-6](3:1) <0.05%
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H317 May causeanallergic skinreaction.

H412 Harmful to aquaticlife with long lasting effects.
P273 Avoid releaseto the environment.

P280 Wear protective gloves, protective clothing and

eye/face protection.

P333+P313 If skinirritationor rash occurs: Get medical
advice/attention.

P362+P364 Take off contaminated clothing andwash it before
use.

reaction mass of: 5-chloro-2-methyl-4-isothiazolin -3-
one [EC# 247-500-7] and 2-methyl-4-isothiazolin-3-
one [EC# 220-239-6](3:1) <0.05%

SARS-CoV-2 1gG Il Ancillary WARNING

Diluent (Compartment

R1d)

H316 Causes mildskinirritation.

H317 May causeanallergic skinreaction.

H319 Causesserious eyeirritation.

H412 Harmful to aquaticlife with long lasting effects.
P273 Avoid release to the environment.

P280 Wear protective gloves, protective clothingand

eye/face protection.

P332+P313 If skinirritation occurs: Get medical advice/attention.

P333+P313 If skinirritationor rash occurs: Get medical
advice/attention.

P337+P313 If eye irritation persists: Get medical
advice/attention.
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P362+P364 Take off contaminated clothing and wash it before
use.

Ethoxylated lauryl alcohol 1 -<3%

reaction mass of: 5-chloro-2-methyl-4-isothiazolin -3-
one [EC# 247-500-7] and 2-methyl-4-isothiazolin-3-
one[EC#220-239-6](3:1) <0.05%

SARS-CoV-2 IgG Il Ancillary WARNING
Diluent (Compartment

Rle)

H316 Causes mildskinirritation.

H317 May causeanallergic skinreaction.

H319 Causesserious eyeirritation.

H412 Harmful to aquaticlife with long lasting effects.

P273 Avoid releaseto the environment.

P280 Wear protective gloves, protective clothingand
eye/face protection.

P332+P313 If skinirritationoccurs: Get medical advice/attention.

P333+P313 If skinirritationor rash occurs: Get medical
advice/attention.

P337+P313 If eye irritation persists: Get medical
advice/attention.

P362+P364 Take off contaminated clothing andwash it before
use.
Ethoxylated lauryl alcohol 1 -<3%
reaction mass of: 5-chloro-2-methyl-4-isothiazolin -3-
one [EC# 247-500-7] and 2-methyl-4-isothiazolin-3-
one[EC# 220-239-6](3:1) <0.05%

Safety Data Sheetis available at beckmancoulter.com/techdocs
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MATERIALS NEEDED BUT NOT SUPPLIED WITH REAGENT KIT

1.Access SARS-CoV-2 I1gG Il Calibrator
Provided as zero and approximately 5.0, 25.0, 100, 200and 450 AU/mL

Ref. No.C69058

2.QC (Quality Control) materials: Access SARS-CoV-2 1gG 11 QC
Ref. No.C69059

3.Access Sample Diluent A

Ref. No.81908
DiluentPackRef. No. A79783 (for use with the UniCel Dx| system onboarddilutionfeature.)

4. Access Substrate
Ref. No.81906

5.Access Wash Buffer |1, Ref. No. A16792
UniCel DxI Wash Buffer I, Ref. No. A16793

REAGENT PREPARATION

Provided ready to use.

REAGENT STORAGE AND STABILITY

Stability
Unopened at2°Cto 10°C Up to stated ExpirationDate
After openingat2°Cto 10°C 28 days

e Storeupright.

o Refrigerateat2°Cto 10°Cfor a minimum of two hours before use on theinstrument.

* Signs of possible deterioration are a broken elastomericlayer on the pack or quality control values out of range.
¢ Ifthereagentpackis damaged (e.g., a broken elastomer), discard the pack.

¢ Discard reagentsif anydiscolorationis observed.

e Donotusereagents pasttheexpiration date.

CALIBRATION
CALIBRATION INFORMATION

An active calibration is required for all tests. For the SARS-CoV-21gG Il assay, a calibrationis required every 28 days.
See calibratorInstructions for Use (IFU) for additional calibrationinformation. Refer to the appropriate system
manuals and/or Help system for information on calibration method, configuringcalibrators, calibrator test request
entry, and reviewingcalibrationdata.
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QUALITY CONTROL

Pleaserefer to Quality Control Instructions for Use.

Quality control materials simulate the characteristics of samples and are essential for monitoringthe system
performance of immunochemical assays. Include quality control materials ineach 24-hour time period, oras
required by individual laboratory procedures, because samples may be processed atany timeina “random access”
formatratherthan a “batch” format.

Include Access SARS-CoV-2 IgG I1QC or other commercially available quality control materialsthatcoveratleast
two levels of analyte.

Morefrequent use of qualitycontrols orthe use of additional controlsis left to the discretion of the operator,
based upongood laboratory practices or laboratory accreditation requirements and applicable laws. Follow
manufacturer’sinstructions forreconstituting andstoring controls. Eachlaboratoryshould establishmean values
and acceptableranges to assure proper performance. Quality control results that do not fall withinacceptable
ranges mayindicateinvalid test results. Examineall test results that were generated since obtaining the last
acceptable quality control test point for this analyte. Refer to the appropriate system manuals and/or Hel psystem
for information about reviewing quality control results.

TESTING PROCEDURE(S)

PROCEDURE

1. Refer to the appropriate system manuals and/or Hel p system for a specificdescription of installation, start-up,
principles of operation, system performance characteristics, operating i nstructions, calibration procedures,
operational limitations and precautions, hazards, maintenance, and troubleshooting.

a.The system default unit of measureforsampleresultsis AU/mL.

2. Mix the contents of a new (unpunctured) reagent pack by gentlyinverting the packseveraltimes before loading
iton the instrument. Do notinvertan open(punctured) pack.

3. Usetwenty (20) uL of samplefor eachdeterminationinadditionto the sample container and system dead
volumes when requesting the Access SARS-CoV-2 1gG Il assay. Use twenty-five (25) uL of sampleinadditionto
the sample container and system dead volumes for each determination run withthe DxI system onboard dilution
feature (test name: dCOV). Refer to the appropriate system manuals and/or Help system for the minimum
samplevolumerequired.

4. Refer to the appropriate system manuals and/or Hel p system for information on managing samples, configuring
tests, requesting tests, and reviewing test results.

a.Select COVII as the test name for assaying samples containing SARS-CoV-2 1gG concentrations up to the
concentrationof the Access SARS-CoV-2 |gG 11 S5 calibrator.

b. UniCel Dxl users use the UniCel Dxl onboard dilution feature (test name: dCOV)for assaying samples containing
SARS-CoV-2 |gG concentration greater than the Access SARS-CoV-21gG 1S5 calibrator.

LIMITATIONS

1.Useof Access SARS-CoV-21gG Ilis limited to laboratory personnel who have been trained. Not for home use.
2. Performance has only been established withthe specimen types listed in the Intended Use. Other specimen
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types havenotbeen evaluated andshouldnot be used withthis assay.
3. Falsepositive results may occur due to cross-reactivity from pre-existing antibodies or other possible causes.

4.This assay has not been evaluated withfingerstick specimens. This testis not authorized for used with fingerstick
wholeblood.

5.The clinical applicability of a quantitative or semi-quantitative resultis currently unknownandcannot be
interpreted as anindication or degree of immunity nor protection from reinfection, nor compared to other
SARS-CoV-2 antibody assays.

6. Results obtained withthe assay may not be used interchangeably with values obtained with different
manufacturers’ test methods.

7.For assays thatemploy antibodies, the possibility exists forinterference by heterophile antibodiesinthetest
sample. Patients who are regularly exposed to animals, or are subjected to medicaltreatments that utilize
immunoglobulins or immunoglobulinfragments, may produce human anti-animalantibodies, e.g. HAMA, that
interfere with immunoassays. Theseinterfering antibodies maycause erroneous results.

8.0ther potentialinterferences couldbe presentin the sample and maycause erroneous results inimmunoassays.
Some examples thataredocumented in literatureinclude rheumatoid factor, endogenous alkaline phosphatase,
fibrin, and proteins capable of bindingto alkaline phosphatase.16 Carefully evaluateresults if the sampleis
suspected of having these types of interferences.

9.The Access SARS-CoV-21gG Ilassay results shouldbeinterpreted inlight of the total clinical presentation of the
patient, including: symptoms, clinical history, data from additional tests, and other appropriate i nformation.

10. Results from antibodytesting should not be used to diagnose or exclude SARS-CoV-2infection or to inform
infection status.

11. Negativeresults do not preclude acute SARS-CoV-2 infection. |gG antibodies maynot be detected in thefirst
few days of infection; the sensitivity of the Access SARS-CoV-2 1gG Il assay early afterinfectionis unknown.
Samples shouldbe collected fromindividuals thatare>8 days post symptom onset. Samples should not be
tested if collected fromindividuals less than 8 days post symptom onset. If acuteinfectionis suspected, direct
testing for SARS-CoV-2is necessary.

12. A negativeresult can occur if the quantity of antibodies for the SARS-CoV-2 virus presentinthe specimenis
below the detection limit of the assay, or the antibodies that are detected are not present during the stage of
diseasein which a sampleis collected.

13. A positiveresult may notindicate previous SARS-CoV-2 infection. Consider other information, including clinical
history andlocaldisease prevalence, inassessing the need for an alternative serology test to confirman immune
response. Positive results maybe dueto pastor presentinfection with non-SARS-CoV-2 coronavirus strains, such
as coronavirus HKU1,NL63,0C43,0r 229E.

14.False positive testresults for IgGantibodies can occur due to cross-reactivity with pre-existing antibodies or
from other possible causes.

15.This testisnotto be used for screening donated blood.

16.The performance of this device has not been established inindividuals that have received a COVID-19 vaccine.
The clinical significance of a positive or negative antibody result following COVID-19 vaccination has not been
established, and the results from this assay should notbeinterpreted as an indication or degree of protection
frominfection after vaccination.

17.The performance of this test was established based on the evaluation of a limited number of clinical s pecimens.
The samples for the negative agreement study were all collected prior to December 2019. The samples from the
positive percentagreement were collected from New Jersey, USAand two sitesinFrance (Amiens and Lyons)
from February 2020to May 2020. The clinical performance has not been established in all circulating variants
butis anticipated to be reflective of the prevalent variants in circulationat the time and location of the clinical
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evaluation. Performance at the time of testing may vary depending on the variants circulating, includingnewly
emerging strains of SARS-CoV-2 andtheir prevalence, whichchange over time.

Conditions of Authorization for the Laboratory

The Access SARS-CoV-2 1gG Il assay Letter of Authorization, along withthe Authorized Fact Sheet for Healthcare
Providers, the Authorized Fact Sheet for Recipients, and authorized |abeling are available on the FDAwebsite:
https://www.fda.gov/medical-devices/coronavirus-disease-2019-covid-19-emergency-use-authorizations-medical-
devices/vitro-diagnostics-euas or at http://www.beckmancoulter.com. Authorized laboratories using the Access
SARS-CoV-2 1gG Il (“your product” inthe conditions below), must adhere to the Conditions of Authorization
indicated inthe Letter of Authorization as listed below:

1. Authorized laboratories* using your product mustinclude with testresult reports, all authorized Fact Sheets.
Under exigent circumstances, other appropriate methods for disseminating Fact Sheets may be used, which may
include mass media.

2. Authorized laboratories using your product mustuse your product as outlined inthe Instructions for Use.
Deviations from the authorized procedures, including the authorizedinstruments, authorized clinical specimen
types, authorized control materials, authorized other ancillary reagents and authorized materials required to use
your productare not permitted.

3. Authorized laboratories that receive your product must notify the relevant publichealthauthorities of their
intentto run your product priorto initiating testing.

4, Authorized laboratories using your product must have a processin place for reportingtest results to healthcare
providers and relevant public health authorities, as appropriate.

5. Authorized laboratories must collect information on the performance of this productand report to DMD/OHT7-
OIR/OPEQ/CDRH (via email: CDRH-EUA-Reporting@fda.hhs.gov) and Beckman Coulter, Inc. (Customer Technical
Support: 1-800-854-3633; Customer portal: www.beckmancoulter.com) anysuspected occurrence of false
reactive or false non-reactive results and significant deviations from the established performance characteristics.

6. All laboratory personnel using your product mustbe appropriatelytrained in automated i mmunoassay
techniques and use appropriate laboratoryandpersonal protective equipment when handling this kit,and use
this productin accordance with the authorized labeling. All laboratory personnel usingthe assaymustalso be
trained in and be familiar with theinterpretation of results of the product.

7.Beckman Coulter, Inc., authorized distributors, and authorized laboratories usingyour product must ensure that
any records associated with this EUA are maintained until otherwise notified by FDA. Suchrecords will be made
available to FDAfor inspectionuponrequest.

*The letter of authorizationrefers to, “Laboratories certified under the Clinical Laboratory Improvement
Amendments of 1988 (CLIA), 42 U.S.C. §2633, that meet the requirements to perform moderate or high
complexity tests" as "authorized |aboratories."

RESULTS INTERPRETATION

Testresults are determined automatically by the system software. Theamount of analytein thesampleis
determined fromthe measured light production by means of the stored calibrationdata. The testresults canbe
viewed using the appropriate screen. If the controls are notvalid or control results are outside of expected ranges
the patientresults cannot beinterpreted. Refer to the appropriate system manuals and/or Hel psystem for

compl eteinstructions on reviewing sample res ults.

Result Interpretation Reporting Instructions
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Result Interpretation Reporting Instructions

<10 AU/mL SARS-CoV-2 I1gG Il Non-Reactive Reportresultas non-reactive for

SARS-CoV-2 IgG antibodies

> 10 AU/mL SARS-CoV-2 IgGlI Reactive Reportresultasreactive for
SARS-CoV-2 IgG antibodies, with
numeric AU/mLvalue within the

measuringinterval

MEASURING INTERVAL

The analytical measuring range extends from 2.00 AU/mLto 450 AU/mL.

¢ Numerical results below 10 AU/mLshouldnot be reported outside of the laboratory. Report theresultas “Non-
Reactive”.

¢ The highest Access SARS-CoV-21gG Il calibrator (S5)is targeted atthe upper limit of the analytical measuring
range (450 AU/mL). If numerical results exceed the upper limit of the measuring interval, report theresultas
“Reactive>[S5 value]”. Alternatively, dilute one volume of sample with nineteen volumes of Access Sample
DiluentA.

¢ When the DxI system onboard dilution featureis used, the system will report anextended range from 380
AU/mL or up t0 9,000 AU/mL.

Refer to the appropriate system manuals and/or Hel psystem for instructionon entering a sampledilution ina test
request. Thesystemreports the results adjusted for the dilutions.

Onboard Dilution Feature for use on the UniCel DxI systems:

The DxI system onboard dilution feature automates the dilution process, using one volume of sample with
nineteen volumes of Access Sample DiluentA, allowingresults to be reported up to 9,000 AU/mL. The system
reports theresults adjusted forthe dilution.

PERFORMANCE CHARACTERISTICS
PERFORMANCE CHARACTERISTICS
POSITIVE AGREEMENT

The positive percent agreement (PPA) of the Access SARS-CoV-2 1gG Il assaywas evaluated in 126 individual plasma
samples from symptomaticindividuals diagnosed with SARS-CoV-2 by PCR methods from France andthe United
States. Theresults are presented inthe following table, classified by days between symptom onsetandthe blood
sampledraw. The 95% confidenceinterval was determined by the Wilson Score method.

Days post Number Non- PPA
symptom onset Total Samples reactive Number Reactive (95%Cl)
0-7 11 2 9 81.8%
(52.3-94.9%)
8-14 24 1 23 95.8%
(79.8-99.3%)
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Days post Number Non- PPA
symptom onset Total Samples reactive Number Reactive (95%Cl)
215 91 1 90 98.9%
(94.0-99.8%)
NEGATIVEAGREEMENT

The negative percentagreement (NPA) of the Access SARS-CoV-2 1gG Il assay was evaluated in a study of 93
samples collected priorto December 2019*. Based on this evaluation, the overall negative percent agreement of
the Access SARS-CoV-21gG Il assayis 100.0% (93/93), witha 95% confidence interval of 96.0-100.0% determined by

the Wilson Score method.

Number Non- NPA
Population Total Samples reactive Number Reactive (95%Cl)
Diagnostic 93 93 0 100.0%
Samples (96.0%-100.0%)

*It has been shown that over 90%of the adult population have antibodies to all four commoncirculating

coronaviruses.17,18

LINEARITY

The Access SARS-CoV-21gG Il assaydemonstrated acceptable linearity throughout the analytical measuring range
of 2.00 AU/mLto 450 AU/mL. Based on CLSI EP06-A,19 two high SARS-CoV-2 1gG samples, one moderate SARS-CoV-
2 1gGsampleandtwo SARS-CoV-2 1gG low samples were eachdiluted witha negative sampleto make 9 discrete
dilutions. Fourreplicates of each dilution and 8 replicates of the negative sample were tested on the Access 2

Immunoassay System.

PRECISION

A study was performed based on guidance from CLSI EP05-A320. A panel consisting of four QC samples (two levels
fromtwo QClots) andsix patient samples were tested with three reagent pack lots andtwo calibrator lots.
Samples wereruninreplicates of three for three days with two runs per dayusing three Access 2 instruments. A
concentrationresult (AU/mL) was calculated from 12 calibration cycles for each samplereplicate.

The Access SARS-CoV-2 1gG Il assay exhibits total imprecision<15.0% CV at concentrations 210.0 AU/mLand
standarddeviationwithin+1.50 AU/mLat concentrations<10.0 AU/mLshown inthetables below.

Within Run
Mean (Repeatability) BetweenRun BetweenDay
Sampl
e n AU/mL SD %CV SD %CV SD %CV
QC1 1932 0.1 0.02 NA 0.02 NA 0.00 NA
Qci 1944 0.1 0.02 NA 0.02 NA 0.01 NA
Sample 1944 0.5 0.02 NA 0.02 NA 0.01 NA
1
Sample 1944 9.4 0.29 NA 0.28 NA 0.24 NA
2
;Alccess SARS-CoV-21gG C69155C EN
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Within Run
Mean (Repeatability) BetweenRun BetweenDay
Sampl
e n AU/mL SD %CV SD %CV SD %CV
Qc2 1932 26.9 0.95 3.5% 1.00 3.7% 0.00 0.0%
Qc2 1932 28.9 1.00 3.5% 0.78 2.7% 0.00 0.0%
Sample 1932 32.2 1.17 3.6% 0.89 2.8% 0.67 2.1%
3
Sample 1944 52.3 2.03 3.9% 2.26 4.3% 2.27 4.3%
4
Sample 1944 106.1 3.83 3.6% 2.76 2.6% 0.01 0.0%
5
Sample 1932 242.8 11.63 4.8% 11.68 4.8% 0.00 0.0%
6
Mean Within Laboratory Reproducibility
Sample N AU/mL SD %CV SD %CV
QcC1 1932 0.1 0.03 NA 0.04 NA
QcC1 1944 0.1 0.03 NA 0.04 NA
Samplel 1944 0.5 0.03 NA 0.05 NA
Sample2 1944 94 0.47 NA 0.56 NA
Qc2 1932 26.9 1.37 5.1% 1.64 6.1%
Qc2 1932 28.9 1.26 4.4% 1.53 5.3%
Sample3 1932 32.2 1.61 5.0% 1.95 6.0%
Sample4 1944 523 3.79 7.2% 4.36 8.3%
Sample5 1944 106.1 4.72 4.4% 5.70 5.4%
Sample6 1932 242.8 16.48 6.8% 18.14 7.5%

INTERFERING SUBSTANCES

High concentrations of endogenous components were assessed for interference in the Access SARS-CoV-2 1gGlI
assay. Thetest protocol was based on CLSI EPO7, Interference Testingin Clinical Chemistry, 3rd Edition.21

Endogenous substances were spiked in two (2) positive samples containing SARS CoV-2 |gG antibodies (one low and

onemoderate) andinone (1) negative sample. None of the substances tested demonstrated significant

interferenceinthe Access SARS-CoV-21gG Il assayas defined by a shiftis concentrationgreater than 20% using the

test concentrations indicated in thetable bel ow.

Access SARS-CoV-2 I1gG
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Substance Interferent Concentration Tested
Bilirubin(conjugated) 43 mg/dL

Bilirubin (unconjugated) 43 mg/dL
Hemoglobin 300 mg/dL
Triglycerides (intralipid) 1,771 mg/dL

CROSS REACTIVITY

Cross-reactivity of the Access SARS-CoV-2 1gG |l assay was evaluated by testing samples for each of the potentially
cross-reacting conditions listed in the following table. No cross-reactivity was observed for the Access SARS-CoV-2
1gG Il assay.

Number of Reactive Number of Non-
Category Number of Samples Samples Reactive Samples
Anti-Influenza A 5 0 5
Anti-Influenza B 5 0 5
Anti-Hepatitis CVirus 5 0 5
(HCV)
Anti-Hepatitis B Virus 5 0 5
(HBV)
Anti-HIV 10 0 10
Anti-Nuclear 5 0 5
Antibodies (ANA)
Anti-Adenovirus 2 0 2
PositivelgG
Cytomegalovirus (CMV) 7 0 7
I1gG
Rheumatoid Factor 5 0 5
(RF)

ANALYTICAL SENSITIVITY

Limit of Blank (LoB), Limit of Detection (LoD), and Limit of Quantitation (LoQ) studies were conducted on the Access
2 ImmunoassaySystem following CLSI guideline EP17-A222, The LoB study included of a minimumof 4 blank
samples tested on two reagent|ots on oneinstrumentover a minimum of 3 days. The LoD and LoQ studies
included a minimum of 6 low level samples tested on two reagent|ots and oneinstrument over a minimum of 5
days.

Criteria
Parameter (AU/mL)
Limit of Blank (LoB) 1.00
Access SARS-CoV-2 I1gG C69155C EN
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Criteria
Parameter (AU/mL)
Limit of Detection (LoD) 2.00
Limit of Quantitation(LoQ) 2.00a

aThe LoQis defined as the lowest concentrationat whicha maximum allowable precision of 20% CV was met.

DILUTION RECOVERY

Five human samples containingelevated | evels of SARS-CoV-2 IgG with values above the analyticalmeasuring
interval werediluted 1:20 withSample Diluent Ausing the UniCel Dxl onboard dilution and manual dilutions are
shown in thefollowingtable.

DxI Onboard Manual Dilution
Dilution 1:20 % Recovery vs

Sample AU/mL AU/mL Manual
1 992 952 104%
2 789 815 97%
3 646 605 107%
4 1087 998 109%
5 816 782 104%

Overall Mean % 104%

Recovery

TRACEABILITY

The Access SARS-CoV-21gG llistraceableto aninternal standard based on agreement of known positiveand
negative SARS-CoV-2 specimens.

ADDITIONAL INFORMATION

Beckman Coulter, the stylized logo, and the Beckman Coulter product and service marks mentioned hereinare
trademarks or registered trademarks of Beckman Coulter, Inc. in the United States and other Countries.

May be covered by one or more pat. -see www.beckmancoulter.com/patents.

REVISION HISTORY
Revision A
New release.

Revision B

Typographical error.
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Revision C
Measuringinterval edit.

SYMBOLS KEY

Glossary of Symbolsis available at beckmancoulter.com/techdocs (document number C02724).
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ACCESS ACCESS SARS-CoV-2 IgG I

Immunoassay Systems CALIBRATOR
Instructions For Use SARS-CoV-2 IgG
C69058

For Use Under an Emergency Use Authorization (EUA) Only
For In Vitro Diagnostic Use

Rx Only
FOR USE ON ACCESS FAMILY OF IMMUNOASSAY SYSTEMS

ANNUAL REVIEW

Reviewed by Date Reviewed by Date

PRINCIPLE
CAUTION

For U.S.A. only, Federal law restricts this device to sale and distributionby or on the order of a physician,ortoa
clinical laboratory; and use is restricted to by or on the order of a physician.

INTENDED USE

The Access SARS-CoV-21gG |l Calibrators areintended to calibrate the Access SARS-CoV-2 1gG Il assay for thein
vitro semi-quantitative and qualitative detection of SARS-CoV-2 1gG antibodies inhuman plasma (lithium heparin,
dipotassium EDTA, tripotassium EDTA, and sodium citrate) for use on the Access Immunoassay Systems only.

SUMMARY AND EXPLANATION

Quantitative assay calibration is the process by which samples with known analyte concentrations (i.e., assay
calibrators) aretested like patient samples to measure the response. The mathematical relationship between the
measured responses and the known analyte concentrations establishes the calibration curve. This mathematical
relationship, or calibration curve, is used to convert Rel ative Light Unit (RLU) measurements of samples to specific
guantitative analyte concentrations.

TRACEABILITY

The analyteinthe Access SARS-CoV-2 IgG |l Calibrators are traceable to the manufacturers working calibrators. The
traceability processis basedon ENISO 17511.

The assigned values were established usingrepresentative samples from this | ot of calibrator, and are specific to
the assaymethodologies of the Access reagents. The values assigned by other methodologies may be different.
Such differences, if present, may be caused by inter-method bias.

ACCESS SARS-CoV-2
1gG 11 CALIBRATOR
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Currentlyno reference standardis available for this assay.

REAGENTS
CONTENTS

Access SARS-CoV-2 IgG Il Calibrator
Ref.No. C69058:S0-S5,2.0 mL/vial

Provided readyto use.
Storeuprightandrefrigerateat2 to 10°C.
Mix contents by gently inverting before use. Avoid bubble formation.

Stable until the expirationdate stated on thelabel when stored at 2 to 10°C. Do not use calibrators past the
expiration date.

Vialisstableat2 to 10°Cfor 90 days after initial use.
Signs of possible deteriorationare quality control values out of range.

Refer to calibration card for exact concentrations.

S0: TRIS buffer, surfactant and protein (bovine), <0.1%sodiumazideand0.5% ProClin* 300.

S$1-S5: TRIS buffer containing human anti-SARS-CoV-2 monoclonallgG, surfactant and protein
(bovine), <0.1% sodium azideand0.5% ProClin300.

Calibration 1
Card:

*ProClin™is a trademark of The Dow Chemical Company (“Dow”) or anaffiliated company of Dow.

WARNING AND PRECAUTIONS

ACCESS SARS-CoV-2

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

This product has not been FDA cleared orapproved but has been authorized for emergency use by FDAunder
an EUA for use by authorized laboratories certified under CLIA, that meet requirements to perform moderate or
high complexitytests.

This productis for use witha testauthorized only for detecting the presence of IgG antibodies against SARS-
CoV-2, not for any other viruses or pathogens.

The emergency use of this productis only authorized for the duration of the declaration that circumstances exist
justifying the authorization of emergency use of in vitrodiagnostics 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
declarationis terminated or authorization is revoked sooner.

Samples and blood-derived products maybe routinely processed with minimum risk using the procedure
described. However, handle these products as potentially infectious according to universal precautions and
good clinical laboratory practices,1 regardless of theirorigin, treatment, or prior certification. Usean
appropriate disinfectant for decontamination. Store and dispose of these materials andtheir containersin
accordance with local regulations and guidelines.

For hazards presented by the product refer to the following sections: REACTIVE INGREDIENTS and GHS HAZARD
CLASSIFICATION.

C69156A EN
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REACTIVE INGREDIENTS

/N CAUTION
Sodium azide preservative may form explosive compoundsin metal drain
lines. See NIOSH Bulletin: Explosive Azide Hazard (8/16/76).
To avoidthe possible build-up of azide compounds, flush wastepipes with
water after the disposal of undiluted reagent. Sodium azide disposal must
be inaccordance withappropriate local regulations.

GHS HAZARD CLASSIFICATION

SARS-CoV-21gG11SO WARNING

b

H317 May causeanallergic skinreaction.

H412 Harmful to aquaticlife with long | asting effects.
P273 Avoid release to the environment.

P280 Wear protective gloves, protective clothingand

eye/face protection.

P333+P313 If skinirritationor rash occurs: Get medical
advice/attention.

P362+P364 Take off contaminated clothing andwash it before
use.

reaction mass of: 5-chloro-2-methyl-4-isothiazolin -3-
one [EC# 247-500-7] and 2-methyl-4-isothiazolin-3-
one [EC# 220-239-6](3:1)<0.05%

SARS-CoV-21gGI1S1-S5 WARNING

D

H317 May causeanallergic skinreaction.
H412 Harmful to aquaticlife with long lasting effects.
P273 Avoid release to the environment.
ACCESS SARS-CoV-2 C69156A EN
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pP280 Wear protective gloves, protective clothing and
eye/face protection.

P333+P313 If skinirritationor rash occurs: Get medical
advice/attention.

P362+P364 Take off contaminated clothingandwash it before
use.

reaction mass of: 5-chloro-2-methyl-4-isothiazolin -3-
one [EC# 247-500-7] and 2-methyl-4-isothiazolin-3-
one [EC# 220-239-6](3:1) <0.05%

Safety Data Sheetis available at beckmancoulter.com/techdocs

CALIBRATION
CALIBRATION INFORMATION

The Access SARS-CoV-21gG |l Calibrators are provided at six levels —zero and approximately 5.0, 25.0, 100, 200, and
450 AU/mL. Assay calibration dataarevalidup to 28 days.

Run the calibratorsin duplicate.

TESTING PROCEDURE(S)

PROCEDURE

Refer to the appropriate system manuals and/orHel psystem for information on calibration theory, configuring
calibrators, calibratortest request entry, and reviewing calibrationdata.

PROCEDURAL NOTES
LIMITATIONS

If thereis evidence of microbial contamination or excessive turbidity in a reagent, discard thevial.

ADDITIONAL INFORMATION

Beckman Coulter, the stylized logo, and the Beckman Coulter product and service marks mentioned hereinare
trademarks or registered trademarks of Beckman Coulter, Inc. in the United States and other Countries.

May be covered by one or more pat. -see www.beckmancoulter.com/patents.

REVISION HISTORY

Revision A

New release.
ACCESS SARS-CoV-2 C69156A EN
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SYMBOLS KEY

Glossary of Symbolsis available at beckmancoulter.com/techdocs (document number C02724).
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1 Approved Guideline - Protection of Laboratory Workers From Occupationally Acquired Infections, M29-A4, 4th
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ACCESS ACCESS SARS-CoV-2 IgG Il QC

Immunoassay Systems
Instructions For Use SARS-CoV-2 IgG
C69059

For Use Under an Emergency Use Authorization (EUA) Only
For In Vitro Diagnostic Use
Rx Only
FOR USE ON ACCESS FAMILY OF IMMUNOASSAY SYSTEMS

ANNUAL REVIEW

Reviewed by Date Reviewed by Date

PRINCIPLE
CAUTION

For U.S.A. only, Federal law restricts this device to sale and distributionby or on the order of a physician,ortoa
clinical laboratory; and use is restricted to by or on the order of a physician.

INTENDED USE

The Access SARS-CoV-21gG I1QCisintended for monitoring system performance of the Access SARS-CoV-2 IgG I
assayusingthe Access Immunoassay Systems only.

SUMMARY AND EXPLANATION

Quality control (QC) materialssimulate the characteristics of patient samples and are essentialfor monitoring the
system performance of the Access SARS-CoV-2 1gG |limmunoassay. Inaddition, they arean integral part of good
laboratory practices. When performing assays with Access reagents for SARS-CoV-2 IgG, include quality control
materials to validate theintegrity of the assays. The assayed values should fall within the acceptablerangeifthe
testsystemis workingproperly.

TRACEABILITY

The analyteinthe Access SARS-CoV-2 1gG 11 QCis traceable to the manufacturer’s working calibrators. Traceability
processisbasedon ENISO 17511. The assigned values were established using representative samples from this lot
of QC, and arespecificto the assay methodologies of the Access reagents. The values assigned by other
methodologies maybe different. Such differences, if present, maybe caused by inter-methodbias.
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REAGENTS
CONTENTS

Access SARS-CoV-2 IgG 1l QC
Ref.No. €69059:QC1-QC2, 4 mL/vial, 3 vials each level

Provided readyto use.
Store uprightandrefrigerateat2 to 10°C.
Mix contents by gently inverting before use. Avoid bubble formation.

Stable until the expirationdate stated on the label when stored at2 to 10°C. Do not use controls past the
expiration date.

Vialisstableat2 to 10°Cfor 30 days after initial use.
Signs of possible deteriorationare quality control values out of range.

Refer to the QCvalue cardfor mean values and standard deviations (SD).

QC1: Negative: TRIS buffer, defibrinated human plasma negative for anti-SARS-CoV-2,
surfactant, protein(bovine), <0.1%sodiumazideand0.5% ProClin* 300.

QC2: Positive: TRIS buffer, defibrinated human plasma, human anti-SARS-CoV-2 monoclonal I gG,
surfactant, protein(bovine), <0.1% sodium azideand0.5% ProClin300.

QC Value 1

Card:

*ProClin™is a trademark of The Dow Chemical Company (“Dow”) or anaffiliated company of Dow.

WARNING AND PRECAUTIONS

For useunder anEmergencyUse Authorization (EUA) only.
For in vitro diagnostic use.

This product has notbeen FDA cleared orapproved but has been authorized for emergency use by FDAunder
an EUA for use by authorized laboratories certified under CLIA, that meet requirements to perform moderate or
high complexitytests.

This productisfor use witha test authorized only for detecting the presence of |gG antibodies against SARS-
CoV-2, notfor any other viruses or pathogens.

The emergency use of this productis only authorized for the duration of the declaration that circumstances exist
justifying the authorization of emergency use of in vitrodiagnostics 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
declarationisterminated or authorization is revoked sooner.

Samples and blood-derived products maybe routinely processed with minimum risk using the procedure
described. However, handle these products as potentially i nfectious according to universal precautions and
good clinical laboratory practices,1 regardless of theirorigin, treatment, or prior certification. Usean
appropriate disinfectant for decontamination. Store and dispose of these materials andtheir containersin
accordance with local regulations and guidelines.

For hazards presented by the product refer to the following sections: REACTIVE INGREDIENTS and GHS HAZARD
CLASSIFICATION.
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REACTIVE INGREDIENTS

/N CAUTION
Sodium azide preservative may form explosive compoundsin metal drain
lines. See NIOSH Bulletin: Explosive Azide Hazard (8/16/76).
To avoid the possible build-up of azide compounds, flush wastepipes with
water after the disposal of undiluted reagent. Sodium azide disposal must
be inaccordance withappropriate local regulations.

GHS HAZARD CLASSIFICATION

SARS-CoV-21gGI1IQC1 WARNING

b

H317 May causeanallergic skinreaction.

H412 Harmful to aquaticlife with long | asting effects.
P273 Avoid release to the environment.

P280 Wear protective gloves, protective clothingand

eye/face protection.

P333+P313 If skinirritationor rash occurs: Get medical
advice/attention.

P362+P364 Take off contaminated clothingand wash it before
use.

reaction mass of: 5-chloro-2-methyl-4-isothiazolin -3-
one [EC# 247-500-7] and 2-methyl-4-isothiazolin-3-
one [EC# 220-239-6](3:1)<0.05%

SARS-CoV-2 1gG 11 QC2 WARNING

D

H317 May causeanallergic skinreaction.

H412 Harmful to aquaticlife with long lasting effects.
P273 Avoid release to the environment.

P280 Wear protective gloves, protective clothingand

eye/faceprotection.

ACCESS SARS-CoV-2 C69157A EN
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P333+P313 If skinirritation or rash occurs: Get medical
advice/attention.

P362+P364 Take off contaminated clothing and wash it before
use.

reaction mass of: 5-chloro-2-methyl-4-isothiazolin -3-
one [EC# 247-500-7] and 2-methyl-4-isothiazolin-3-
one [EC# 220-239-6](3:1)<0.05%

Safety Data Sheetis available at beckmancoulter.com/techdocs
TESTING PROCEDURE(S)
PROCEDURE

Usethe Access Immunoassay System to determine the concentration of SARS-CoV-2 1gG in the Access SARS-CoV-2
1gG Il QC materialsinthe same manner as a sample. Include quality control materials in each 24-hourtime period,
or as required by individuallaboratory procedures, because samples maybe processed atanytimeina“random
access” formatrather thana “batch” format. More frequent use of controls or the use of additional controls is left
to the discretion of the operator, based upon goodlaboratory practices or the laboratoryaccreditation
requirements and applicable|aws. Refer to the appropriate system manuals and/or Hel p system for information on
quality control theory, configuring controls, quality control sample test request entry, and reviewingquality control
data.

REPORTING RESULTS

EXPECTED RESULTS

For thevalue assignment of Access SARS-CoV-21gG 11 QC material, selectand assay a number of samples thatare
representative of the entirelotto provide a reliable estimate of the mean value. The mean values and standard
deviations arelisted on the QCvaluecard. There arevariations, such as technique, equipment, or reagents, which
may causeresults thatare different from the listed values. Therefore, each laboratory should establish its own
mean values and standard deviations (SD). Patient results should not be reported if QC values are outside of

expected ranges.

PROCEDURAL NOTES
LIMITATIONS

Ifthereis evidence of microbial contamination or excessive turbidity in a reagent, discard thevial.

ADDITIONAL INFORMATION

Beckman Coulter, the stylized logo, and the Beckman Coulter product and service marks mentioned hereinare
trademarks or registered trademarks of Beckman Coulter, Inc. in the United States and other Countries.

May be covered by one or more pat. -see www.beckmancoulter.com/patents.
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REVISION HISTORY

Revision A
New release.

SYMBOLS KEY

Glossary of Symbolsis available at beckmancoulter.com/techdocs (document number C02724).
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~\
Access SARS-CoV-2 IgG Il Ce9057

INFORMATION FOR USA ONLY

For Use Under the Emergency Use Authorization (EUA) Only
For In Vitro Diagnostic Use

Rx Only

The Access SARS-CoV-2 1gG Il Instructions for Use (IFU) can be downloaded free of charge at

beckmancoulter comitechdocs

* Thig is not the full instructions for use

+ This test has not been FOA cleared or approved, but has been authorized for emergency use by FDA
under an EUA for use by authorized laboratories;

+ This test has been authorized only for detecting the presence of IgG antibodies against SARS-Col-2,
niot for any ather viruses or pathogens; and

+ The emergency use of this test 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 U5.C. §
360bbb-3 {b)(1}, unless the declaration is terminated or authorization is revoked sooner.

Please contact Beckman Coulter Technical Support by phone at 1-B00-854-3833, in the United States, if you require a

printed copy free of charge or need assistance. CT5479 AL
Access SARS-CoV-2 IgG Il Calibrators C69058 )
INFORMATION FOR USA ONLY

For Use Under the Emergency Use Authorization (EUA) Only
For In Vifro Diagnostic Use
Rx Cnly

The Access 3ARS-CoV-2 1gG Il Instructions for Use (IFU) can be downloaded free of charge at
beckmancoulter.comitechdocs
= This is not the full instructions for use
+ This test has not been FDA cleared or approved, but has been authorized for emeargency use by FDA
under an EUA for use by authorized laboratories;
+ This test has been authorized anly for detecting the presence of 195G antibodies against SARS-Cov-2,
not for any other viruses or pathogens; and
» The emergency use of this test 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)(1jof the Federal Food, Drug and Cosmetic act, 21 U.5.C. §
360bbb-3 (b)(1), unless the declaration is terminated or authonzation is revoked sooner.
Please contact Beckman Coulter Technical Support by phone at 1-800-854-3633, in the United States, if you require a
printed copy free of charge or need assistance; CT5480 AA




L

Access SARS-CoV-2 IgG Il Controls C69059

INFORMATION FOR USA ONLY

For Use Under the Emergency Use Authorization (EUA) Only
For In Vifro Diagnostic Use

Rx Only

The Access SARS-CoV-2 195 |l Instructions for Use (IFU) can be downloaded free of charge at
beckmancoulter.comitechdocs
« This is not the full instructions for use
+ This test has not been FDA cleared or approved, but has been authorized for emergency use by FDA
under an EUA for use by authorized laboratories;
+ This test has been authonzed only for detecting the presence of IgG antibodies against SARS-CoV-2,
not for any other viruses or pathogens; and
+ The emergency use of this test 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-12 under Section 564(b){1)of the Federal Food, Drug and Cosmetic Act, 21 USC. §
J60bbb-3 (b)(1), unless the declaration is terminated or authorization is revoked sooner,
Please contact Beckman Coulter Technical Support by phone at 1-800-854-3633, in the United States, if you require a
printed copy free of charge or need assistance. CT5481 AA




