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PRINCIPLE
CAUTION

to sale and distribution by or on the order of a physician,ortoa

For U.S.A.only, Federal law
i on the order of a physician.

dipotassium EDR, tripotassium EDTA, and sodium citrate). The Access SARS-CoV-2 IgG Il assay is intended for use
as an aid in identifying individuals with an adaptive immune response to SARS-CoV-2, indicatingrecent or prior
infection. Atthis time, itis unknown for how long antibodies persist following infectionand if the presence of
antibodies confers protective immunity. The Access SARS-CoV-21gG Il should not be used to diagnose or exclude
acute SARS-CoV-2infection. 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 are for the detection of SARS-CoV-2 antibodies. IgG antibodies to SARS-CoV-2 are generally detectablein
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blood several days after initial infection, although the duration of time antibodies are present post-infectionis not
well characterized. Individuals may have detectable virus present for several weeks following seroconversion.

Laboratories within the United States and its territoriesare requiredto report all results to the appropriate public
health authorities.

The sensitivity of the Access SARS-CoV-21gG Il assay early after infectionis unknown. Negative results do not
preclude acute SARS-CoV-2 infection. If acute infection is suspected, direct testing for SARS-CoV-2 is necessary.

False positive results for the Access SARS-CoV-2 1gG Il assay may occur due to cross-reactivity from pre-existing
antibodies or other possible causes.

The Access SARS-CoV-2 IgG ll assay is only for use under the Food and Drug Administratig
Authorization.

SUMMARY AND EXPLANATION

Coronavirus disease-2019 (COVID-19) is caused by a novel coronavirus kno atory
syndrome coronavirus 2 (SARS-CoV-2) which has spread worldwidein 20 i ”COVID-19is
characterized by fatigue, fever, cough, shortness of breathand other i . virus uses the
transmembrane receptor angiotensin-converting enzyme 2 (ACE-2)
lungs.2

Some individuals infected with SARS-CoV-2 have no, or mil
distress requiring mechanicalventilation.3 Infected individual sponseto the virusin the
form of anti-SARS-CoV-2 IgM and IgG antibodiesove sto weeks.4 Testing for the presence of
IgM/1gG antibodies to SARS-CoV-2 can help to infg NTCegis tof patients with current, or recent

lopsevererespiratory

Evidence shows thatrecovered COVID-19 pat munoglobulin G (IgG)-type antibodies

ing llE r the onset of disease, atvariablelevels.5.6,7 A
significant correlationbetweenseverity 0
domain (RBD) of the S1 proteinhasbeenii

Multiple laboratories and co to rapidlydevelop vaccine candidatesin a short period of time
employing vaccine strat the S1 proteinl0,11,12 with initial data indicating that an antibody
RS-CoV-2. The ability to identify neutralizing antibodies to the

Afterincubationin areactionvessel, materials bound to the solid phase are held
ound materials are washed away. A monoclonal anti-humangG alkaline phosphatase
#dded and the conjugate binds to the 1gG antibodies captured on the particles. A second separation

8 remove unbound conjugate. A chemiluminescent substrate is added to the vessel and light
generated bR reaction is measured with aluminometer. Thelight production is directly proportional to the
concentration OWSARS-CoV-2 IgG antibody in the sample. The amount of analytein the sample is determined from
a stored, multi-point calibration curve.

The Access SARS-CoV-2 IgG Il test (COVG/dCOVG) is to be used with the fully automated Access Family of
Immunoassay Analyzers including the standalone Access 2, UniCel DxI 600, and UniCel 800 analyzers and integrated
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 more than two times.

SPECIMEN COLLECTION AND PREPARATION

Blood Specimen

1.The role of preanalytical factorsin laboratory testing has been de
To minimize the effect of preanalyticalfactors observe the follow
processing bloodsamples:13

a. Collectall blood samplesobserving routine precautions fo

i. Follow blood collection tube manufacturer’s recomm

2.Each laboratory should determine the accep od collectiontubes and separation products
that are in use. There may be variatiogi bnmanufacturers and between manufacturing
lots.

REAGENTS
CONTENTS

inations, 2 packs, 100 tests/pack

Ingredients

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

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

Ric: MES buffer, mouse monoclonal anti-human IgG antibody alkaline phosphatase conjugate,
surfactant, protein (bovine), < 0.1% sodium azide and 0.1% ProClin 300.

R1d: TRIS buffer, surfactant, protein (bovine), < 0.1% sodium azide and 0.1% ProClin 300.
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Well Ingredients

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

*ProClin™is atrademark of The Dow Chemical Company (“Dow”) or an affiliated company of Dow.

WARNING AND PRECAUTIONS

e For EmergencyUse Authorization (EUA)only.

e Forin vitro diagnostic use.

¢ The results of this semi-quantitative test shouldnot be interpreted as an indication o
protectionfrominfection.

¢ Thisproducthasnotbeen FDAcleared orapproved but has been authorj Aunder
an EUA for use by authorized laboratories certifiedunder CLIA, thatm i oderate or
high complexitytests.

¢ Thisproducthasbeen authorizedonly for detecting the presenc | oV-2, notforany
other viruses or pathogens.

¢ The emergency use of this productis only authorized fo ion that circumstances exist
justifying the authorization of emergency use of in vitro dia nd/ordiagnosis of COVID-19
under Section 564(b)(1) of the Federal Food, Drug ,21 U.S.C. § 360bbb-3(b)(1), unless the

e Samplesand blood-derived products may by
described. However, handle these progucts
good clinical laboratory practices,15
appropriate disinfectant for deconta

inimum risk using the procedure
ous according to universal precautions and
eatment, or prior certification. Use an

e of these materials and their containersin

CLASSIFICATION.
REACTIVE ING

N CAUTION

rvative may form explosive compounds in metal drain
NIOSH Bulletin: Explosive Azide Hazard (8/16/76).
possible build-up of azide compounds, flush wastepipes with
water after the disposal of undiluted reagent. Sodium azide disposal must
be in accordance with appropriate local regulations.

GHS HAZARD CLASSIFICATION

SARS-CoV-2 IgG Il Particles WARNING

(CompartmentR1a)
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H317 May cause an allergic skinreaction.

H412 Harmful to aquatic life with long lasting effects.
P273 Avoid release to the environment.
P280 Wear protective gloves, protective clothing and

eye/face protection.

P333+P313 If skinirritation or rash occurs: @
advice/attention.

P362+P364 Take off contaminate
use.

SARS-CoV-2 1gGlI WARNING

Conjugate Diluent

(CompartmentR1b)
H317

ise an allergic skinreaction.

H412

armful to aquatic life with long lasting effects.
Avoid release to the environment.

Wear protective gloves, protective clothing and
eye/face protection.

If skinirritation or 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 [ECH 247-500-7] and
2-methyl-4-isothiazolin-3-one [EC#220-239-6](3:1) <
0.05%

SARS-CoV-2 1gGlI WARNING

Conjugate (Compartment

Ric)
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H317 May cause an allergic skinreaction.

H412 Harmful to aquatic life with long lasting effects.
P273 Avoid release to the environment.
P280 Wear protective gloves, protective clothing and

eye/face protection.

P333+P313 If skinirritation or rash occurs: @
advice/attention.

P362+P364 Take off contaminate
use.

SARS-CoV-2 IgG Il Ancillary WARNING

Diluent (Compartment

R1d)
H316 ild skin irritation.

H317

ay cause an allergic skinreaction.
Causesseriouseyeirritation.

Harmful to aquatic life with long lasting effects.
Avoid release to the environment.

Wear protective gloves, protective clothing and
eye/face protection.

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

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

P337+P313 If eye irritation persists: Get medical
advice/attention.
P362+P364 Take off contaminated clothingandwash it before
use.
Access SARS-CoV-2 1gG C69155F EN
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Ethoxylated laurylalcohol 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

H317
H319
H412
P273

P280 e gloves, protective clothing and

P protection.

If skinirritation or rash occurs: Get medical
advice/attention.

If eye irritation persists: Get medical
advice/attention.

Take off contaminated clothing andwash itbefore
use.

Ethoxylated laurylalcohol 1-<3%

reaction mass of: 5-chloro-2-methyl-4-isothiazolin
-3-one [ECH 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

MATERIALS NEEDED BUT NOT SUPPLIED WITH REAGENT KIT
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1.Access SARS-CoV-2 IgG Il Calibrator
Provided as zeroand approximately5.0,25.0,100,200and 450 AU/mL
Ref.No.C69058

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

3.Access Sample Diluent A
Ref.No.81908
Diluent Pack Ref. No. A79783 (for use with the UniCel DxI system onboarddilutionfeature.)

4. Access Substrate
Ref.No.81906

5.Access Wash Bufferll, Ref. No.A16792
UniCel Dxl Wash Buffer Il, Ref. No. A16793

REAGENT PREPARATION

Providedready to use.

REAGENT STORAGE AND STABILITY

Stability

Unopenedat2°Cto 10°C o stated Expiration Date

After openingat2°Cto 10°C 28 days
e Store upright.
e Refrigerateat2°Cto 10°Cf ini two hours before use on the instrument.

An active calSg@iion is required for all tests. For the SARS-CoV-21gG Il assay, a calibration isrequired every 28 days.
See calibrator InStructions for Use (IFU) for additional calibrationinformation. Refer to the appropriate system
manuals and/or Help system forinformation on calibration method, configuringcalibrators, calibrator test request
entry, and reviewingcalibration data.

QUALITY CONTROL

Please referto Quality Control Instructions for Use.
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Quality control materials simulate the characteristics of samples and are essential for monitoringthe system
performance of immunochemical assays. Include quality control materials in each 24-hour time period, oras
required by individual laboratory procedures, because samples may be processed atany time in a “randomaccess”
formatrather than a “batch” format.

Include Access SARS-CoV-2 IgG Il QC that covers at least two levels of analyte.

More frequent use of qualitycontrols orthe use of additional controls is left to the discretion of the operator,
based upon good laboratory practices or laboratory accreditation requirements and applicable laws. Follow
manufacturer’s instructions for reconstituting and storing controls. Each laboratoryshould establish mean values
and acceptableranges to assure proper performance. Quality control results that do notfall
ranges may indicate invalid test results. Examine all test results that were generatedsincg
acceptable quality control test point for this analyte. Refer to the appropriate system
for information about reviewing quality control results.

TESTING PROCEDURE(S)

PROCEDURE

1.Refer to the appropriate system manuals and/or Help systgm for ecificdescri installation, start-up,

ions, Calibration procedures,

2. Mix the contents of anew (unpunctured)re3 i the packseveraltimes beforeloading
it onthe instrument. Do notinvertan open (

3. Use twenty (20) pL of sample for eac
volumes when requesting the AccessS
the sample container and systemdead Vv
feature (testname:dCOV

etermination run with the DxI system onboard dilution
ropriate system manuals and/or Help system for the minimum

LIMITATIC

1. Use of AcceSSARS-CoV-2IgG Il is limited to laboratory personnel who have been trained. Not for home use.

2. Performance has only beenestablished with the specimen types listedin the Intended Use. Other specimen
types have notbeenevaluatedand should not be used with this assay.

3. False positive results may occur due to cross-reactivity from pre-existing antibodies or other possible causes.

4.This assay has not been evaluated with fingerstick specimens. This testis not authorizedfor used with fingerstick
whole blood.

5.The clinical applicability of a quantitative or semi-quantitative resultis currently unknownand cannot be
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interpretedas an indication or degree of immunity nor protection from reinfection, nor compared to other
SARS-CoV-2 antibody assays.

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

7.For assays that employ antibodies, the possibility exists for interference by heterophile antibodies in the test
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 withimmunoassays. These interfering antibodies may cause erroneous results.

8. 0ther potential interferencescouldbe presentin the sample and may cause erroneous re noassays.

fibrin, and proteins capable of bindingto alkaline phosphatase.16 Carefully evaluate
suspectedof having these types of interferences.

9. The Access SARS-CoV-2 IgG Il assay results should be interpreted in light of

infection status.

11. Negative results do not preclude acute SARS-CoV-2 infection. Ig i i etectedin the first
few days of infection; the sensitivity of the AccessSARS- ectionis unknown.

testing for SARS-CoV-2is necessary.

12. A negative result can occur if the quantity of
below the detection limit of the assay, or thg ibodi detected are not present during the stage of
disease in which asample is collected

13. A positive result may notindicate pre infa@POn. Consider otherinformation, including clinical
history and local disease prevalence, in
response. Positive results be dueto @&t or presentinfection with non-SARS-CoV-2 coronavirus strains, such
as coronavirusHKU1, NL6

e or negative antibody result following COVID-19vaccination has notbeen
this assay should not beinterpretedas an indication or degree of protection

17.Th test was establishedbased on the evaluation of alimited number of clinical specimens.

The sa gs for the negative agreement study were all collected prior to December 2019. The samples from the
S@lent agreement were collected from New Jersey, USA and two sites in France (Amiens and Lyons)
from Februa®2020to May 2020. The clinical performance has not been established in all circulating variants
butis anticipated to be reflective of the prevalentvariantsin circulationat the time and location of the clinical
evaluation. Performance at the time of testing may vary depending on the variants circulating, includingnewly
emerging strains of SARS-CoV-2 and their prevalence, whichchange overtime.

Conditions of Authorization for the Laboratory

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

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

2. Authorizedlaboratories using your product must use your product as outlinedin the authog
Deviations from the authorized procedures, including the authorizedinstruments, authg :
types, authorized control materials, authorized otherancillary reagents and authorizg i dto use
your productare not permitted.

3. Authorizedlaboratories that receive your product must notify the relevant p
intentto run your product priorto initiating testing.

4. Authorizedlaboratories using your product must have a processin pla
providers and relevant publichealth authorities, as appropriate.

5. Authorizedlaboratories must collectinformation on the perform
DMD/OHT7-OIR/OPEQ/CDRH (via email: CDRH-EUA-Reporting@f ) nCoulter, Inc.
(Customer Technical Support: 1-800-854-3633; Custome r.com) any suspected
occurrence of false reactive or false non-reactive results an rom the established
performance characteristics.

6. Alllaboratory personnel using your product 3 ed in automatedimmunoassay
techniques and use appropriate laboratorya i ment when handling this kit, and use
this productin accordance with the authori btory personnel usingthe assay mustalso be

e product.

labeling. All lab
0 of results of

ries certified underthe Clinical Laboratory Improvement
atmeetthe requirements to perform moderate or high

jons on reviewing sampleresults.

Result Interpretation Reporting Instructions

<10 AU/mL SARS-CoV-2 IgG I Non-Reactive Reportresultas non-reactive for
SARS-CoV-2 IgG antibodies

>10 AU/mL SARS-CoV-2 IgG Il Reactive Reportresultasreactive for
SARS-CoV-2 IgG antibodies, with
numeric AU/mLvalue within the
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Result Interpretation Reporting Instructions

measuringinterval

MEASURING INTERVAL

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

¢ Numerical results below 10 AU/mLshould not be reported outside of the laboratory. Reg
“Non-Reactive”.

DiluentA.

¢ When the Dxl system onboard dilution feature is used, the system
AU/mLorupto 9,000 AU/mL.

nineteenvolumes of Access Sample DiluentA, 3
reports the results adjusted for the dilution.

| was determined by the Wilson Score method.

Number PPA
Non-reactive Number Reactive (95% Cl)

2 9 81.8%
(52.3-94.9%)

1 23 95.8%
(79.8-99.3%)

>15 91 1 90 98.9%
(94.0-99.8%)

NEGATIVEAGREEMENT

The negative percentagreement (NPA) of the Access SARS-CoV-2 IgG |l assay was evaluated in a study of 93
samples collected priorto December2019*. Based on this evaluation, the overall negative percent agreement of
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the Access SARS-CoV-21gG Il assay is 100.0% (93/93), with a 95% confidence interval of 96.0-100.0% determined by

the Wilson Score method.

Number NPA
Population Total Samples Non-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 commoncir

coronaviruses.17,18

LINEARITY

The Access SARS-CoV-2 IgG Il assay demonstrated acceptable linearity througho

Access 2 Immunoassay System.

PRECISION

A study was performedbasedon guidance from CLSI EPO5-
fromtwo QC lots) and six patientsamples were tested with th
Sampleswere runin replicates of three for three da i

The Access SARS-CoV-2 IgG Il assay exhibits tot,

standard deviationwithin + 1.50 AU/mL

ur QCsamples (two levels
d two calibrator lots.

rday using three Access 2 instruments. A

r each samplereplicate.

concentrations > 10.0 AU/mLand
/mL shown in the tables below.

BetweenRun BetweenDay
SD %CV SD %CV
0.02 NA 0.00 NA
0.02 NA 0.01 NA
0.02 NA 0.01 NA
0.28 NA 0.24 NA
1.00 3.7% 0.00 0.0%
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 523 2.03 3.9% 2.26 4.3% 2.27 4.3%
4
»IAIccess SARS-CoV-2 I1gG C69155F EN
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Within Run
Mean (Repeatability) BetweenRun BetweenDay

Sampl

e n AU/mL SD %CV SD %CV SD %CV
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

6

Mean Within Laboratory
Sample n AU/mL SD %
QcC1 1932 NA
QC1 1944 NA
Sample 1 1944 NA
Sample 2 1944 0.56 NA
Qc2 1932 1.64 6.1%
Qc2 1932 1.53 5.3%
Sample 3 1932 1.95 6.0%
Sample 4 1944 4.36 8.3%
Sample 5 5.70 5.4%
Sample 6 18.14 7.5%
INTERFERING

negative sample. None of the substances tested demonstrated significant
interferSg@ER.in the Access SARS-CoV-2IgG Il assay as defined by a shiftis concentrationgreaterthan 20% using the
testconce ionsindicatedin the table below.

Substance Interferent Concentration Tested

Bilirubin (conjugated) 43 mg/dL

Bilirubin (unconjugated) 43 mg/dL

Hemoglobin 300 mg/dL

Triglycerides (intralipid) 1,771 mg/dL
Access SARS-CoV-2 1gG CE91SSF EN
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CROSS REACTIVITY

Cross-reactivity of the Access SARS-CoV-2 IgG Il assay was evaluated by testing samples for each of the potentially
cross-reacting conditions listedin the following table. No cross-reactivity was observed for the Access SARS-CoV-2
IgG Il assay.

Number of Reactive Number of

Category Number of Samples Samples Non-Reactive Samples

Anti-Influenza A 5 0 5

Anti-Influenza B 5 0

Anti-Hepatitis C Virus 5 0

(HCV)

Anti-Hepatitis B Virus 5 0

(HBV)

Anti-HIV 10 10

Anti-Nuclear 5 5

Antibodies (ANA)

Anti-Adenovirus 2 2

Positive IgG

Cytomegalovirus (CMV) 7

IgG

Rheumatoid Factor 0 5

(RF)
ANALYTICAL SENSIT
Limit of Blank (LoB), imit of Quantitation (LoQ) studies were conducted on the Access
2 Immunoassay S LSl guideline EP17-A222. The LoB studyincluded of a minimum of 4 blank
samplestested o g ots on one instrument over a minimum of 3 days. The LoD and LoQ studies
included aminimu g s tested on two reagent lots and one instrument over a minimum of 5

Criteria
(AU/mL)

1.00

2.00

Limit of Quantitation (LoQ) 2.00a

aThe LoQis definedas the lowest concentration at which a maximum allowable precision of 20% CV was met.

DILUTION RECOVERY

Five human samples containingelevatedlevels of SARS-CoV-2 IgG with values above the analyticalmeasuring
interval were diluted 1:20 with Sample Diluent A using the UniCel Dxl onboarddilution and manual dilutions are
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shown in the following table.

DxI Onboard Manual Dilution
Dilution 1:20 % Recoveryvs

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

TRACEABILITY

The Access SARS-CoV-2 1gG llis traceable to an internal standard ba
negative SARS-CoV-2 specimens.

own positiveand

ADDITIONAL INFORMATION

May be covered by one or more pat. -se
REVISION HISTORY
Revision A
Newrelease.
Revision B

Typographical error.

Limitations a arning and Precautionupdate.

Revision E
Change testname.
Revision F

Edits to formatting. Methodology, Warning and Precautions and Quality Control updates.
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www.beckmancoulter.com/patents

SYMBOLS KEY

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

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

For Use Underan Emergency Use Authorization (EUA) Only
For In Vitro Diagnostic Use

Rx Only
FOR USE ON ACCESS FAMILY OF IMMUNOASSAY MS

ANNUAL REVIEW

Reviewed by Revieweglby Date

PRINCIPLE
CAUTION

to sale and distribution by or on the order of a physician,ortoa

For U.S.A.only, Federal law
i on the order of a physician.

clinical laboratory; and

INTENDED USE

is the process by which samples with known analyte concentrations (i.e., assay
etested like patient samples to measure the response. The mathematical relationship between the
measure dg@ponses and the known analyte concentrations establishes the calibration curve. This mathematical
relationship, alibration curve, is used to convert Relative Light Unit (RLU) measurements of samples to specific
quantitative and¥te concentrations.

TRACEABILITY

The analyte in the Access SARS-CoV-2 IgG Il Calibrators are traceable to the manufacturersworking calibrators. The
traceability processis basedon ENISO 17511.

The assigned values were established usingrepresentative samples from this lot of calibrator, and are specific to
the assay methodologies 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 1l CALIBRATOR
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Currentlyno reference standardis available for this assay.

REAGENTS
CONTENTS

Access SARS-CoV-2 I1gG Il Calibrator
Ref. No. C69058:S0-S5,2.0 mL/vial

Provided readyto use.
e Store uprightand refrigerate at2 to 10°C.

¢ Mix contents by gently inverting before use. Avoid bubble formation.

¢ Stable until the expirationdate stated on the label whenstored at 2 to 10°C.D
expiration date.

ibrators pas

¢ Vialis stable at 2 to 10°C for 90 days after initial use.

¢ Signsof possible deteriorationare quality control values out of range.

e Referto calibration card for exact concentrations.

SO: TRIS buffer, surfactant and protein (b %sodium azi d 0.5% ProClin*300.

$1-S5: TRIS buffer containing human anti-SARS- ‘
(bovine), < 0.1% sodium azidg BoPro

G, surfactantand protein

Calibration 1
Card:

*ProClin™is atrademark of The Dow Ch

WARNING AND PRECAUTIONS

or an affiliatedcompany of Dow.

e Thisproducth cleared orapproved but has been authorized for emergency use by FDAunder
laboratories certifiedunder CLIA, that meet requirements to perform moderate or

uthorized onlyfor detecting the presence of IgG antibodies to SARS-CoV-2,

4 productis only authorizedfor the duration of the declaration that circumstances exist
e authorization of emergency use of in vitro diagnostics for detection and/or diagnosis of COVID-19
jon 564(b)(1) of the Federal Food, Drug and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the
declarati@ erminated or authorization is revoked sooner.

¢ Samplesand blood-derived products may be 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 their origin, treatment, or prior certification. Use an
appropriate disinfectant for decontamination. Store and dispose of these materials and their containersin
accordance with local regulations and guidelines.

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

ACCESS SARS-CoV-2
1gG 1l CALIBRATOR
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REACTIVE INGREDIENTS

/N CAUTION

Sodium azide preservative may form explosive compounds in 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 in accordance with appropriate local regulations.

GHS HAZARD CLASSIFICATION

SARS-CoV-2 1gG 11S0 WARNING

b

H317
H412
P273

P280

inirritation or rash occurs: Get medical
advice/attention.

P333+P

Take off contaminated clothing andwash itbefore
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%
WARNING
H317 May cause an allergic skinreaction.
H412 Harmful to aquatic life with long lasting effects.
P273 Avoid release to the environment.
ACCESS SARS-CoV-2 CE9156C EN

1gG 1l CALIBRATOR
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P280 Wear protective gloves, protective clothing and
eye/face protection.

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

P362+P364 Take off contaminated clothing andwash it before
use.
reaction mass of: 5-chloro-2-met Bethiazolin

-3-one [ECH 247-500-7] and
2-methyl-4-isothiazolin-3-0
0.05%

Safety Data Sheetis available at beckmancoulter.co

CALIBRATION
CALIBRATION INFORMATION

The Access SARS-CoV-2IgG Il Calibrators are proy
450 AU/mL. Assay calibration data are validup §

and approximately5.0,25.0,100, 200, and

Run the calibratorsin duplicate.

TESTING PROCEDURE(S)

PROCEDURE

Refer to the apprg anuals and/orHelp system forinformation on calibration theory, configuring
calibrators, calibi st entry, and reviewing calibrationdata.

Poial contamination or excessive turbidity in a reagent, discard the vial.

L 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.

ACCESS SARS-CoV-2 C69156C EN
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REVISION HISTORY
Revision A
New release.

Revision B

Warning and Precaution update.

Revision C

Warning and Precaution update.

SYMBOLS KEY

Glossary of Symbols is available at beckmancoulter.com/techdocs (docu numb 724).
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REFERENCES

1 Approved Guideline - Protection of Laboratory Workers From Occupationally Acquired Infections, M29-A4, 4th
Edition, May 2014. Clinical and LaboratoryStandards Institute.
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ACCESS ACCESS SARS-CoV-2 I1gG 11 QC

Immunoassay Systems

Instructions For Use SARS-CoV-2 IgG
C69059

For Use Underan Emergency Use Authorization (EUA) Only
For In Vitro Diagnostic Use

Rx Only
FOR USE ON ACCESS FAMILY OF IMMUNOASSAY MS

ANNUAL REVIEW

Reviewed by Revieweglby Date

PRINCIPLE
CAUTION

to sale and distribution by or on the order of a physician, ortoa

For U.S.A.only, Federal law
i on the order of a physician.

clinical laboratory; and

INTENDED USE

ulate the characteristics of patient samples and are essential for monitoring the
kccess SARS-COV 2IgG Ilimmunoassay. In addition, they are an |ntegralpartofgood

The analyte in the Access SARS-CoV-2 IgG I QC is traceable to the manufacturer’s working calibrators. Traceability
processisbasedon ENISO 17511. The assignedvalueswere established using representative samples from this lot
of QC, and are specificto the assay methodologies of the Access reagents. The values assigned by other
methodologies may be different. Such differences, if present, may be caused by inter-method bias.
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REAGENTS
CONTENTS

Access SARS-CoV-2 I1gG 11 QC
Ref. No. C69059: QC1-QC2,4 mL/vial, 3 vials each level

e Provided readytouse.
e Store uprightand refrigerate at2 to 10°C.

¢ Mix contents by gently inverting before use. Avoid bubble formation.

¢ Stable until the expirationdate stated on the label whenstored at 2 to 10°C. Do not
expiration date.

ontrols pasNgle

¢ Vialis stable at 2 to 10°C for 30 days after initial use.
¢ Signs of possible deteriorationare quality control values out of range.

¢ Refertothe QCvaluecardfor mean values and standard deviations (

QC1: Negative: TRIS buffer, defibrinated humanpla
surfactant, protein (bovine), < 0.1% sodium azi

QC2: Positive: TRIS buffer, defibrinated hu i_.SARS-CoV-2 monoclonal IgG,

QC Value 1
Card:

*ProClin™is atrademark of The Dow C

WARNING AND PRECAUTIONS

r an affiliated company of Dow.

ductis only authorizedfor the duration of the declaration that circumstances exist
pn of emergency use of in vitro diagnostics for detection and/or diagnosis of COVID-19
of the Federal Food, Drug and Cosmetic Act, 21 U.S.C. § 360bbb-3(b)(1), unless the

pis terminated or authorization is revoked sooner.

ood-derived products may be 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 their origin, treatment, or prior certification. Use an
appropriate disinfectant for decontamination. Store and dispose of these materials and their 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 compounds in 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 in accordance with appropriate local regulations.

GHS HAZARD CLASSIFICATION

SARS-CoV-21gGIllQC1 WARNING

b

H317
H412
P273

P280

inirritation or rash occurs: Get medical
advice/attention.

P333+P

Take off contaminated clothing andwash itbefore
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%
WARNING
H317 May cause an allergic skinreaction.
H412 Harmful to aquatic life with long lasting effects.
P273 Avoid release to the environment.
ACCESS SARS-CoV-2 C69157D EN
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P280 Wear protective gloves, protective clothing and
eye/face protection.

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

P362+P364 Take off contaminated clothing andwash it before
use.
reaction mass of: 5-chloro-2-met Bethiazolin

-3-one [ECH 247-500-7] and
2-methyl-4-isothiazolin-3-0
0.05%

Safety Data Sheetis available at beckmancoulter.co

TESTING PROCEDURE(S)

PROCEDURE

Use the Access Immunoassay System to determiy
IgG Il QC materialsin the same manner asasa materials in each 24-hourtime period,
or asrequiredby individuallaboratoryproced s may be processedatany time ina “random
access” formatratherthan a “batch” forgfat. ontrols orthe use of additional controls is left
to the discretion of the operator, based B tices or the laboratoryaccreditation
requirements and applicable laws. Refert
quality control theory, configuging controls,

RS-CoV-2 IgGin the Access SARS-CoV-2

ality control sample testrequest entry, and reviewingquality control

ARS-CoV-21gG Il QC material, selectand assay anumber of samples thatare
0 provide areliable estimate of the mean value. The mean values and standard

: P C value card. Thereare variations, such as technique, equipment, or reagents, which
may ca¥ ults thatare different fromthe listed values. Therefore, each laboratory should establish its own
mean val d standard deviations (SD). Patient results should not be reported if QC values are outside of
expected rar

PROCEDURAL NOTES
LIMITATIONS

If there is evidence of microbial contamination or excessive turbidity in areagent, discard the vial.

ACCESS SARS-CoV-2
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C69157D EN

AUGUST 2021 4/



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

Newrelease.

Revision B

Typographical error.

Revision C

Warning and Precaution update.
Revision D

Warning and Precaution update.

SYMBOLS KEY

Glossary of Symbols is available at beckmanco document number C02724).

ACCESS SARS-CoV-2
IgG 11 QC
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REFERENCES

1 Approved Guideline - Protection of Laboratory Workers From Occupationally Acquired Infections, M29-A4, 4th
Edition, May 2014. Clinical and LaboratoryStandards Institute.
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Access SARS-CoV-2 IgG Il

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 IgG Il Instructions for Use (IFU) can be downloaded
beckmancoulter.com/techdocs

« This is not the full instructions for use

« This product has not been FDA cleared or approved, but has b authoriz
for use by authorized laboratories;
This product has been authorized only for detecting the presence’
other viruses or pathogens; and

The emergency use of this product is only authorized g laration that circumstances

exist justifying the authorization of emergency u tion and/or diagnosis of COVID-19 under
Section 564(b)(1) of the Federal Food, Drug 3 i 3 3 (b)(1), unless the declaration is
terminated or authorization is revoked soong
Please contact Beckman Coulter Technical S|
printed copy free of charge or need assistanc

nited States, if you require a

C75479 AB




Access SARS-CoV-2 IgG Il Calibrators

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 IgG Il Instructions for Use (IFU) can be downloaded
beckmancoulter.com/techdocs

« This is not the full instructions for use

« This product has not been FDA cleared or approved, but has b
for use by authorized laboratories;
This product is for use with a test authorized only for detecting th
other viruses or pathogens; and

The emergency use of this product is only authorized fg
exist justifying the authorization of emergency u
Section 564(b)(1) of the Federal Food, Drug 3
terminated or authorization is revoked soong
Please contact Beckman Coulter Technical S
printed copy free of charge or need assistang

-CoV-2, not for any

laration that circumstances

tion and/or diagnosis of COVID-19 under
(b)(1), unless the declaration is
nited States, if you require a

C75480 AB




Access SARS-CoV-2 IgG Il Controls

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 IgG Il Instructions for Use (IFU) can be downloaded
beckmancoulter.com/techdocs

« This is not the full instructions for use

« This product has not been FDA cleared or approved, but has b
for use by authorized laboratories;
This product is for use with a test authorized only for detecting th
other viruses or pathogens; and

The emergency use of this product is only authorized fa
exist justifying the authorization of emergency u
Section 564(b)(1) of the Federal Food, Drug 3
terminated or authorization is revoked soong
Please contact Beckman Coulter Technical S
printed copy free of charge or need assistand

-CoV-2, not for any

laration that circumstances

tion and/or diagnosis of COVID-19 under
-3 (b)(1), unless the declaration is
nited States, if you require a

C75481 AB
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