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NAME
ARCHITECT CORE

INTENDED USE

The ARCHITECT CORE assay s a chemiluminascent microparticle
immunoassay (CMIA) for the qualifalive detection of IgG and IgM
antibodies to hepatitis B core antigen {anti-HBc) in human adult and
pediatric serum and plasma {dipotassium EDTA, fithium heparin, sodium
heparin) and neonatal serum. It is miended as an aid in the diagnosis of
acute, chronic. o resolved hepatitis B virus (HBVY) infection in cenjunction
with other laboratory results and clinical information,

Warning: Not intended for use in screening blood, plasma, or tissue
donors. The effectivenass of ARCHITECT CORE for use in screening
blood, plasma, or tissue donors has not been established.

Assay performance charactenshics have nol been eslablished when the
ARCHITECT CORE assay is used in conjunclion with other manufacturers’
assays for specitic hepatiis markers. Users are responsihble lor
establishing their own performance characleristics.

Assay perlormance characleristics have no! been estaplished for
immunocompramised or immunosuppressed  palients. Users  are
responsible tor establishing therr own assay performance characteristics
In these populatons

SUEMMARY AND EXPLANATION OF THE TEST

The ARCHITECT CORE assay uiilizes micropariicles coated wilh
recombinant hepatitis B virus core antigen (rHBcAg) tor the detection of
anb-HB¢ antibodies. Anti-HBc antibody determinations can be used as an
mdicator of current or past HBY infaction. Anti-HBc antibodies are tound
in serum shortly after the appearance of hepatitis B surface antigen
(HBsAg) in acute HBV infections. They will persist after the disappearance
ot HBsAg and before the appearance of detectable antibody to BBsAg
(anti-HBs). 7 In the absence ot information aboul any other HBV markers,
it must be considered that an individual with detectable levels of anti-HBc
anlibodies may be actively infected with HBY or that the infection may
have resolved, leaving the persan immmune.” Ant-HBc annibodies may be
the only serologica! marker of HBV infection and potentially infectious
blood, " '*

The presence ol antiHBc antibodies does not differentiale between
acule of chrome hepablis B infection.

BIOLOGICAL PRINCIPLES OF THE PRCCEDURE

The ARCHITECT CORE assay is a two-step immunoassay for the
qualtative determination of ant-HB¢ antibodies in human serum and
plasma using CMIA technology with tlexible assay prolocals, reterred to
a5 Chamiflex,

In the fiwst step, sample. assay diluent, specimen diluent, and rHBcAg
coated paramagnetic microparticles are combined. Anti-HBo antibodies
present in the sample bind 1o the rHBeAg coated microparticles and the
reaction mixiure is washed. In the second slep, anti-human lgG and ight
acridinium-iabeled conjugate is added. Following another wash cycle.
pre-trigger and trigger solutions are added to the reaction mixture. The
resulting chemiluminescent reaction is maasbred as relative light units
{RLUs). A relationship exists between the presence of anti-HBc antihodies
in the sample and the ALUs detected by the ARCHITECT 7 optics.

The presence or absence of ant-HBc antibodies in lhe sample is
delermined by comparing the chemiluminescent signal in the reaction
lo the cutoff signal determined from an active ARCHITECT CORE
calibration.

For additional information on systom and assay technology, refer o the
ARCHITECT System Operations Manual, Soction 3.

REAGENTS

Reagent Kit, 100/500 Tests

NOTE: Sorne kit sizes are nol avallable for use on all ARCHITECT

/ Systems. Please vonlact your local distributor.

ARCHITECT CORE Reagenl Kil (61.22)

. meEQEERUFE?? i oor 4 Bettle(s) (6.60 ml/27.00 mL} hepatitis
B core (E. coli, recombinant} anligen coated microparticles in
TRIS butier. Minimum concentration: 0.0B% solids. Preservatives:
ProCline 950 and sodium azide.

« ICONJUGATE| 1 o 4 Bottle(s) (11.00 mL/28.82 ml} anti-human
{mouse, monocional)  acridinium-labeled  conjugate  in - MES
butfer with protein stabilizers (bovine). Minimwm  concentration;
0.048 ugfml. Preservatives: sodium alkyl paraben and sodium azide.

ASSAY DILUENT] 1 or 4 Bottie(s) {5.36 mL/23.72 mi) assay diluent

cantaining protein stabitizers {mouse) in MOPSQ butfer. Preservatives:

ProChin 950 and sodium azide.

diluent containing reductant in MOPSQ butter,

Other Reagents

ARCHITECT / Pre-Trigger Sclution

+ [PRE-TRIGGER SOLUTION| Pre-trigger solution containing 1.32%
{wfv} hydrogen peroxide.

ARCHITECT ; Triager Solution

+ [TRIGGER SOLUTION| Trigger solution containing 0.35N sodium
hydroxide.

ARCHITECT i Wash Bufter

) VQ&BUFFE“E' Wash butfer containing phosphate butfered saline

solution. Presarvative: antimicrobial agent.

WARNINGS AND PRECAUTIONS

* For In Vitro Diagnostic Use.

Safety Precautions

» CAUTION: This product requires the handling of human specimens.
it is recommended that all human sourced materials are considered
potentially infectious and be handied in accordance with the OSHA
Standard on Bloodborne Pathogens'. Biosafety Level 2% or other
appropriate biosafety practices™ should be used for materials
thai contain or are suspected of containing infectious agents.

* The ARCHITECT CORE Microparticles contain methylisothiazelones,
which are components ot ProClin, and are classified per applicable
European Community (EC) Directives as: Irritant (Xi). The tollowing
are the appropriate Risk (R) and Safety (8) phrases.

T4 Al R43
l 324
535

r disposed of in a sale way.

**** S37  Wear suitable gloves.
546 if swallowed, seek medical advice
immediately and show this conlainer or label.

+ The ARCHITECT CORE Assay Diluent contains meihylisothiazolones,
which arc components of ProClin, and polyathylene glycol octylphenyt
ether, which is a component of Triton X. The ARCHITECT CORE
Assay Diuent is classified per appiicable Evropean Community (EC)
Directives as: Irritant {Xi}. The tollowing are the appropriate Risk (R)
and Sataty (8) phrases,
| 4| P36 lrritating to eyes.

R43  May cause sensitization by skin canlact,

824 Avoid conlacl with skin

826 In case of contact with eyes, nnse

— imimediately with plenty of water and seek

medical advica.

535 This material and its container must be
disposed of in a safe way.

S37  Wear suitable gloves.

S39  Wear eye/face proteclion.

546 Ut swallowed, seek medical advice
immediately and show this container or label.

May cause sensitization by skin contact,
Avoid comacl with skin.
This materiat and its container must oe

+ The conjugate contains sadium azide. Contact with aculs liberates
very toxic gas. This material and its container must he disposed of
in a safe way.

* For information on the safe disposal of sodmm azde and a detailed
discussion of safely precautions during system operation, refer to the
ARCHITECT System QOperations Manual, Section 8.

Handling Precautions

* Do not use reagents beyond the expiration date.

« Do not pool reagents within a reagent kit or between reagent kits.

+ Before loading the ARCHITECT CORE Reagent Kit on the system for
the first time, the microparticle bottle requires mixing 1o resuspend
microparticles that may have settles! diring shipment. For microparticle
mixing instructions, refer to the PROCEDURE. Assay Procedure
section of this package insert.

+ Septums MUST be used to prevent reagent evaporation and
contamination and to ensure reagent integrity. Reliability of assay
results cannot be guaranteed 1f septums are hot used according to
the instructions in this package insert,

* To avoid contamination, wear clean gloves when placing a
septum oh an uncapped reagent bottle,

* When handling conjugate vials, change gloves that have
contacted human serum or plasma, since introduction of human
antibody will tesult in a neutralized conjugate.

* Once a septum has been placed on the reagent bottle, do not
invert the bottle as Ihis will result in reagent leakage and may
compromise assay resulls.

+  Over time, residual liguids may dry on the septum surlace. These
are typically dried salts and have no elfect on assay stficacy
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¢+ For a detailed discussion of handling precautions diuring system
operation, refer o the ARCHITECT System Operations Manual,
Section 7. .

Storage Instructions

~8°C

« 2°C J The ARCHITEGT CORBE Reagent Kit must be sloreg
at 2.8 C i an upright position and may be used immediately after
removal from 2-8 C storage.

+  When stored and handled as directed, the reagents are stable unt
the exprration date

» The ARCHITECT CORE Reagent Kil may be slored on board the
ARCHITECT ¢ Systemn for a maximum of 30 days. Alter 30 days, the
reagent kit must be discarded. For information on tracking onboard
time, refer fo the ARCHITECT Syslem Qperations Manual, Section 5.

+ Reagents may be stored on or off the ARCHITECT / System. W
reagenis are removed from the system. store them at Z-8°C {with
seplums and replacement caps) in an upright positon. For reagents
stored ofi the syslem, il is recommended lhal they be stored
in their griginal trays and boxes to ensure they remain apright. If
the microparticle bottle does not remain upright (with a sepium
installed) while in refrigeraled storage off the system, the reagent
kit must be discarded. Aller reagents are removed lrom the syslem,
iniliate & scan lo update he onboard stabilly timer.

Indications of Reagent Deterioration

When a control vatue is out of the specitiod range, it may indicate

deterioration of the reagents or errors in technique. Associated test

results are invalid and samples must be retested. Assay recalibration may

be necessary. For troubleshooling information. refer to the ARCHITECH

System Operations Manual, Section 10

INSTRUMENT PROCEDURE

»  This test is designed for use on the ARCHITECT § Systems (/ 2000
and 1 2000,).

* The ARCHITECT CORE assay file must be installed on the
ARCHITECT { System from the ARCHITEGT 7 System Assay CD-ROM
betere perfarming the assay. For detailed information on assay file
installation and viewing and editing assay paramelers, reter o the
ABCHITECT System Operations Manval, Section 2.

* Forinfermation on printing assay parameters. refer to the ARCHITECT
Systern Operations Manual, Section 5.

« For a dotailed description of systom procedures, retor 1o the
ARCHITECT System Operations Manual,

SPECIMEN COLLECGTION AND PREPARATION FOR ANALYSIS

Specimen Types

« The tollowing specimen fube types were verilied for use with the
ARCHITECT CORE assay.

Glass Plastic

. * Serum o » Serum

' ! s Serum separalor

. Lithium heparin plasma separator

i = Sodium heparin

| » Dipolassium EDTA

* Assay performance characierislics have not been established for any
specimen matrices other than serum or plasma (dipotassivm EDTA,
lithium heparin, sodium heparin.

+ The ABCHITECT 1 System does not provide the capability to verify
specimen type. I is the responsibility of the cperator to verify that ihe
correct specimen types are used in the ARCHITECT CORE assay.

Specimen Conditiohs

« Do not usée specimens with the following conditions:

* heal-inactivated

* pooled

» grossiy hemolyzed

+ obvious microbial contaniination

* Performance has not been established for the use of cadaveric
specimens or the use of body tluids other than human serum and
plasma.

* For accurate results, serum and plasma specimens should ke
free of fibrin, red blood cells, and other particulate matter. Serum
specimens from patients receiving anticoagulant or thrombolytic
therapy may comain fibrin due to incomplete ¢lot fermation.

* Usc caution when handling patient specimens to prevent cross
cortamination. ise ot disposable pipettes or pipefle tips s
recommended.,

= For optimal results, inspect all specimens for bubbles. Remove
bubbles with an applicator stick before analysis. Use a new applicator
stick tor each specimen to prevent cross contamination.

Preparation for Analysis

+ Follow the lube manulacturer's processing instructions for serum
and plasma collection whbes. Gravity separation is not sufficient for
specimen pieparalien.

* Mix thawed specimens thoroughly by low speed vortexing or hy
inverting 10 times. Visually inspect the specimens. Ib layering of
stratification is observed, continue mixing until specimens are visibly
homogeneous.

« Toenswre consistency in results, specimens must be transferred to a
centrifuge tube and centrifuged at = 10,000 RCF (Relative Centritugal
Force} for 10 minutes betore testing it
» they contain fibrin, red blood cells, or ether particulate matter ar
* they were frozen apd thawed.

+ Centrifuged specimens with a lipid layer on the top must be transterred
v a sample cup or secondary lubs. Care must he taken to transter
only the clarified specimen without the lipemic material.

« Transfer clarified specimen [0 a sample cup or secondary tube for
lesting.

Storage

* Specimens may be stored on or off the clet, red bloed cells, o
separator ge! tor
* up 1o 3 davs al roomn temperature (study performed at 23 to 30°C)

or
* Upto 7 days at 2-8°C.

* If testing will be delayed more than 3 days for specimens stored at
room temperature or more than 7 days for specimens siored at 2-8°C,
remove serum or plasma from the clot. red biood cells, or separator
get and store at -20°C or colder.

*  Avoid more than three freezefthaw cycles.

Shipping

+ Before shipping specimens. it is recommeanded that specimens be
removed from the clol, red blood cells, or separator gel.

»  When shipping specimens, package and label specimens in compliance
with apphcable stale, federal, and international regulations covering
the transporl of clinical specimens and infectious substances.

* Specimens may be shipped ambient, at 2.8°C {wet ice), or frozon (dry
ize). Do not exceed the storage time liritations listed above.

PROCEDURE

tdaterials Provided:

+ 6L22 ARCHITECT CORE Reagent Kit

Materials Reguired but not Provided:

* ARCHITECT / System

* ARCHITECT i System Assay CD-ROM

* 6L22-01 ARCHITECT CCRE Calibrator

* GL22-10 ARCHITECT CCRE Controls (or other control material}
+ ARCHITECT / |PRE-TRIGGER SOLUTiDNi

*+ ARGHITECT / [TRIGGER SOLUTION|

* ARCHITECT / [WASH BUFFER
* ARCHITECT ! [REACTION VESSELS)]

« ARCHITECT ! [SAMPLE cups|

+ ARCHITECT : [SEPTUMS]

+ ARCHITECT ! |IREPLACEMENT cAPS_]

+ Pipettes or pipette tips (optional) to deliver the specified volumes.

For intormation on materials required lor maintenance procedures, reter

1o the ARCHITECT System Operations Manual, Section 9.

Assay Procedure

* Belore foading the ARCHITECT CORE Reagent Kit on the system for
the first time, the microparticle boltle requires mixing to resuspend
microparicles that may have seitled during shipment. After fhe
first time the microparticles have been loaded, no further mixing is
required.

* |nvert the microparticle bottle 30 times.

* Visually inspect the beltle to ensure microparticles are
resuspended. |f microparticles are still adhered to the bottle,
continue to invert the botile until the microparticles have beei
completely resuspended.

* If the microparticles do naot resuspend, DO NOT USE. Contact
your local Abbott representative.

+ Once the microparticles have been resusponded, place a sepium
on the botde. For instructions about placing septums on botles,
refer to the Handling Precautions section of this package insert.
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Load the ARCHITECT CORE Reagent Kit on the ARCHITECT

i System.

+  Verity that all necessary reagents are present.

»  Ensure that septums are preseni on all reagen bottles.

Order calibration, If necessary.

« For information on ordering calibrations, refer to the ARCHITECT
System Operations Manual, Section 6,

Order tests.

« i ulitizing ARCHITECT system software version 5.0 or higher,
refer to the ARCHITECT System Cperations Manual, Section 5 tor
informaticn on erdering pationt specimens and contrals.

s It utilizing an ARCHITECT system sottware version lower than
5.0, use the foliowing insiructions (o order patient specimens and
contrals:

+ Farinformation on ordering patient specimens and the positive
control and tor general operaling procedures, refer to the
ARCHITECT System Operations Manuai, Section &

¢ Use the tollowing instructions 1o order a negative control
{nonreactive tor anti-HBe antibodies):

* Order a negalive control as a patienl specimen, nol as a
Conirol,

» Manuafly venly the validity of the negative conlrol every
time it is vun, Because the contrel is run as a patient
specimen, a result will not be flagged by the ARCHITECT
+ Syslem if it is oulside the acceptable control range.

To troubleshoot control values that fall outside the control range,

refer {o the ARCHITECT System Cperations Manual, Section 10,

The minimum sample cup volume is calculated by the system and

18 printed on the Orderlist report. No more than 10 replicates may

he sampfed from the same sampfe cup. To minimize the effects ot

avaporation, verity adequate sample cup volume is present hetorc
running the test

+ Priority: 75 pL for first CORE test pius 25 yL for each additionat
CORE test frem the same sample cup,

¢ . 3 hours on board: 150 pi for the first CORE test plus 25 pb tor
each additional CORE lest from the same sample cup.

* = 3 hours on board: Replace with a fresh sample (patiem
specimens, conrrals, and cabbrator),

» [t using primary or aliquol ubes, use the sample gauge 10 ensure
sutficien! patient specimen is pressant,

Prepare calibrator and controls

¢ Mix the ARCHITECT CORE Cafibrator and Conlrois by gentle
inversion belore use.

* To obain the recommended volumc requirements for the
ARCHITECT CORE Calibrator and Controls, hold the bottles
vertically and dispense 5 drops ot the calibrator or 4 drops of
each control into each respective sample cup,

Load samples

* For infermation on leading samples, refer 1o the ARCHITEGT
System Cperations Manual, Section 5.

Press RUN.

For adddional information on principles of operation, refer to the

ARCHITECT Systermn Cperations Manual, Section 3

For optimal periormance, itis important {o perlorm routine imaintenance

as described in the ARCHITECT System Cperations Manual, Section

9. When a laboralory requires more frequent maintenance, follow

those procedures

Specimen Dilution Procedure

Specimens cannot be diluted for the ARCHITECT CORE assay

Calibration

To perform an ARCHINECT CORE calibration, test the calibrator in

tripiicate. The caiibrator shoutd be priority loaded.

A single sampie of each control level must be tested 1o svaluate the

assay calibration

+ Order controls as described above,

* Ensuwre thai assay conirol values are within the $/CO ranges
specitied in the control package insert.

Gnoe an ARCHITECT CORE calibration is accepled and stored,

all subscquent samples may be tested without further calibration

uniess:

* Areagent kit with a new lot number is uscd,

* Controls are out of range.
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QUALITY CONTROL PROCEDURES

The ARCHITECT CORE Controls are n a serum matrix made from
recalcified plasma. The user should provide alternate cantrol material for
nlasma when necessary.

The recomimended control requiremenl for the ARCHITECT CORE assay
is that a single sample of each control level be tested once every 24
hours each day of use. Additional controls may be tested in conformance
with local, state, andfor lederal regulations or accreditation requirements
ant! your laboralory's guality controd policy.

Contro! vaiues must be within the ranges specifisd in the conlrol package
msert, If a control result is confirmed to be cut of its specified range.
any test results generated since the last acceplable control results
must be evaluated 1o determine if test results may have been adversely

affected.m™

Adversely affected test results are invalid. and these

samples must be retested. For troubleshocting intormation, refer to the
ARCHITECT Systern Cperations Manual, Section 10

RESULTS
Calculations

The ARCHITECT 1 System calcutates the cutotf RLU from the mean
RLU of three replicates of Calibrator 1 and slores the resull. The
cutolf RLU is delermined by multiplying the CORE Calibrator 1 mean
RLU by 1.0
Cutotf BLU = Calibrator 1 Mean RLU x 1.0
The ARCHITECT 7 System caiculates the 5/CO resuH for each
specimen and contral as follows:
S/CO = Sample RLU/Cuictf RLU

inlerpretatlon of Results

Inltra! ARCHITECT CORE Results
. C
- initial Result Instrument |
- (8/€0) Flag Inlerpretation Retest Procedure
P80 ! NONREACT]VF Nonreaclive No retes inmuu,d
08010 < 1.7 GRAYJ’ONI— G:;lymne ‘ Rf,‘llibt SHIME SPRCIMEN in
1 : * duphcats
B | ; %LN TI‘JL Reactive Retest same speamenin
| dupiicaie
Final ARCHITECT CORE Interpretation
Initial ‘ Final
Interpretation | Results with Retest ) Imerprelatiun
Nonreactive No {FIPRfIE’E]lJiIPU ‘ N:mrmchvo
\f two of rhe three res, |I|s are < 1.00 S:’CG i nmoartwr‘ !
; Grayznne o : |
: lf IWO of Ihu 1hree es uH&. are 1, DU SfCO ! RPc'll"ll\fi'
It both rmesi erLI“" are = ()f! 54 CO Nomenclwe
Reactive

"

l It twer cal the thm IPSLHS are 1 O(J S/CU

Remlws* |
1

A nonreaclwc final interpretation mdlmles 1ha1 E!i’!h HBc anubcd\as
wore not detected in the sample: it is possible thal the individual is
not infected with HBV.

A reactive final interpretation indicates presumptive evidence of H8V,
ami-HBc antthodies were, detected in the sample which suggests
either on-going or previous HBVY intection.

Flags

Some results may confain intormation in the Flags tield. For a
description of the flags that may appear n this field, refer to the
ARCHITECT System Operations Manual, Section 5.

LIMITATIONS OF THE PROCEDURE

Current methods for the dsteclion of anti-HB¢ antibodies may not
detect all infected individuals. A nonreactive test result does not
exciude the possibility of exposure to or infection with HBY.

Specimens from patients who have received preparations of mouse
maneclonal antibodies for diagnosis or therapy may contain human

anti-mouse antibodies (HAMA) ™ Such specimens may show sither -

fatsely elevaled or depressed values when tested with assay kits (such
as ARCHITECT CORE) that employ mouse monaclonal antibodies.™
Heterophilic antibodies in human serum can react with reagent
imimunoglobuling, interfering with i vitro immunoassays.® Patients
routinely exposed to animals or 1o animai serum preducts can be
prone to this interference and anomalous values may be observed.
Additional information may be required for diagnesis.

Reter to the SPECIMEN COLLECTION AND PREPARATION FOR
ANALYSIS section of this package insert for specimen limitations,
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EXPECTED RESULTS
Due to gecgraphic focahons or demegraphics, assay resulis oblained in indiwdual laboratories may vary from data presented.

Ot the 2,159 prospectively-collected specimens lestéd and analyzed n the ARCHITECT CORE clinical study, 1,254 were fram individuals living in the
United Siates with increased risk of HBV infection. All 1,254 were at risk for HBV due 1o lifestyle, behavior, occupaton, or a known exposure avent but
were asymplomatic and reported no curren signs or symptoms of hepatitis. Testing of Lhese specimens was petiormed al three clinical siles ocated in
Galveston, TX; Hershay, PA; and Milwaukes, Wi

The increased risk population {r=1.284} consisted of the following racefethnic groups

+ 635 (50 B4%) Caucasian ‘

* 388 (30.70%) Alrican-American

e 177 (14.11%) Hispanic

* 28 {2.23%) Asian

« 2 {0} 16%) American Indian/Afaska Natve

+ 25 (1.99%) Other

e 2{0.16%) Unknown

The 1.254 specimens from the increased risk population were obiained from the tollowing collection |ocations:

¢ 3899 {31.82%) from St Petersburg, FL + B4 (7.50%) from Chicago. L

e 250 (19.84%) from Galveston, TX s 48 (3.91%) from Denver, CO
« 163 (13.00%) from Dallas, TX * 34 (2.71%) tram High Point, NC
« 121 (9.65%) from Miami, Fi » 33 (2.63%) from Collan, CA

« 111 (8.85%) from Plymouth, MA
A total of 231 (18.42%) specimens i the increased risk population were reactive in the ARCHITECT CORE assay. The number of ARCHITECT CORE
reactive resulls observed for the increased risk population at each collection location was:

s 67 (16.79%) from St Petersbury, FL + 38 (40.43"%) from Chicago, IL
* 2B (11.20%) from Galveston, TX * 13 (26.53%) from Denver, CO
28 (17.79%) from Daflas, TX ¢ 0 {0.00%) from High Point, NC
* 34 (28.10%) from Miami, FL * 3 {9.09%) trom Colton, CA

+ 19 (17.12%) from Plymouth, MA

Of the 1,254 specimens, 530 (47.05%) were lemale and 664 (52.95%) were male. The age was not reported for two specimens, Of the remaining 1,252
specimens, the mean age was 38 yeais (age range! 17 to 82 years). The distribution of ARCHITECT CORE reactive and nonreactive results among the
lncreased nsk popuiauon by age and gender (ﬂ 1 254) is summarized in the folfowing table.

) ARCHITECT coas Resun h |[ i \
Age Group Reactive ; HNonreactive
{years) Gender ! n (%} n {*%) Total
1019 Sk 1(768) 12 (92.31) 12 |
' 15 1 (12 50\ ' ?(57.50) Lo
20.09 P 1‘%(???) 67 @278 | 180
‘ 1] 6 {4.41) 130 (98 H3) LT ‘
30 39 F bOB(BTY ; m (93_28) [RE }
: M s {14.53) ' 1 3 {85.47) 170
awas | F 27 (zsomn T 175.00) s
Mo ("a 2:)) o 159;75.:?%) T
5059 Fooas {20.93)7 68 (79.07) s
: m 37 (36 éaJ ey 163.37) 101 |
- 60-59 CF 14(40.00) | 21 (60.00) as
oM g 45.00) ' "n (-a;nm "
S SR 2 (60 00 A w0 S
! M B (66 67) 3[2313.33) 9
‘ 20-89 ' Fo 1 (3"& 33) ! 2 (66...6.7} 3
U.l.;kﬂown o F (0 00 i 1.(-1.-00.00) P 1 7
: M ' 010 00) -_"1 (100.00} T
' Total " om (18.42) 1023 (at.ss)' 1254 I
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SPECIFIC PERFORMANCE CHARACTERISTICS
Assay results obtained in individual laboratories may vary trom data presented.

Precision
The ARCHITECT CORE assay s designed 1o have a Total CV of < 10% for the ARCHITECT CORE Positive Contro! and a low positive panel targeted to
1.20 §/CO. and less than or equal o a total SD of 6.10 $/CO for a high negative pane! largeted to 080 S/CO.
System Reproducibility
A five-day precision study was performed for the ARCHITECT CORE assay based on guidance from the Clinical and Laboratory Standards institule
{CLSI dogument EP15-A2 7 Testing was conducted at threc clinical sites using three lots each of ARCHITECT CORE Reagents, Calibrator, and
Controls per site. Two levels of contrels and panects were assayed in replicates of four at two separate times of day tor 5 days. The dala are
summarized in the tollowing table.

' Precisionwith | Precision with |
Additional Additional 'Precision will Additicnal
Within-1ahoratory | Component of Camponent of | Components of Site and
ﬁﬂ’a’"' Within-Run Within-Day Precision (Total) Between-Site” Belween-Lot* I Lot (Overally®
X ean - R A \ AN - oo - R -
Sample " n sco | sp . wev| sD o mev SD 5D | wev sp | wev ! sD J "oy
Pasitive Gontrol L 3B0 288 L0075 R5 | 0078 26 0083 | 28 | 0127 | 43 0108 ! 26 1 0136 | 46
Low Posttive Panel L360 117 0.040 3.4 0643 27 54042 7 3.7 0 DOB3 i 45 1 0050 4.3 [ 0.055 | 47
High Negatve Panol 360 ¢.60 0030 ar 0.030 3.8 G032 ‘ 4.0 0.G637 Il 4.7 0.035 ] 4.4 i 0.039 ! 4.8
Negative Canlyel : 360 0.2¢ ; 004 NA M5 MA 0.015 | NA : 0.020 NA 1 0.038 WA | 0.041 ; NA

NA - not applicable
*Includes sile-lol interacton variance component

Within-Laboratory Precision

A 20-day precision study was performed for the ARCHITECT CORE assay based on guidance from the CLSI document EP5.AZF Testing was
conducted at Abbotl Laboraterios using three ARGHITECT CORE assay reagent lots, three calibrator lots, one control lot, and two instruments. Two
levels of controls and panels were assayed in replicates of three (1o obtain a minimum of two replicates) al wo separate times of day for 20 different
days. The data are summarized in the following table,

| | Mean Within-Run \-fJf!hilrLaborglg;y P.rccisinn {Total) ;
Instrument Sampis Loon i sjco sD %GV 50 LoV ;
‘Poswtnve Control j 958 | 285 0068 ‘ 2.4 0,104. - 3.6 !
1 Low Positive Punel i 35§ 114 o 0.029 o 2.6 ‘ 0.1.111-4 37.37 i
éH\gh Megatve Palrmé I 380 1 0 .78 g.022 ' 2.8 . o UDSU 7 5.8 l
.Negatwe Conlrrurl” ] SSE.}. . i B G_M ! (5.056 NA ! 6;018 i 7 NA
'F’();jllluf‘ Control 1 eliy] I Qé.fi. - 2 -UTW n 2.4 ’ OT-O? 36
2 i m.-\r .POSIIIVE! Fanel ase | 1 19“ 0628 7 24 . 0(}40 7 3.73
“High Negative Panal i 360 g gosr 1 _ 0.0s8 i 4.0
Nagative Contral ' ana | s 0.014 NAL oo NA !

NA - nat applicable

Clinical Performance

A prospeclive muiti-center study was canducted to evaluate the ability ¢f the ARCHITECT CORE assay to detect IgG and IgM antibodies to anti-HBc
in & group of individuals that would normaily be tested in a clinical situation. Of the 2,259 specimens tested and analyzed in the ARCHITECT CORE
clinical study, 1,254 spocimens were oblained trom individuals fiving in the United States with increased risk of HBY mfection due 1o litestyle, behavior,
cccupation, disease state, or a known exposure event, and 625 specimens were oblained trom individuals fiving in the Unjted States exhibiting signs and
symptems of hepatitis infection (Population 1),

The 1.878 specimens in Popuiation 1 were obtained trom the tollowing collection locations:

* 470 {25.01%) lrom St Petersburg, FL. & 176 (9.37'%) from Denver, GO

* 328 (17.51%) trom Chicago, IL 111 {5.81%) from Flymouth. MA
+ 278 (14.B0%) lrom Galveston, TX » 35 (1.8B6%) from Coltan, CA

+ 264 (14.05%) from Dallas, TX * 34 {1.81%) from High Point, NC
+ 182 (9.69%) from Miami. FL

Popalation 1 (n=1,879) consisted of the following race/ethnic groups:
¢ 937 {49.87%) Caucasian * 4(0.21%) American Indian/Alaska Native

» 531 (28.26%) African-American s 34 (1.81%) Other
e 323 (17.19%) Hispanic » 2{0.11%)} Unknown

v 48 (2.55%) Asian

Ot the 1,879 specimans in Papulation 1, 850 (45.24%) were femals and 1,029 {54.76%) were male. The age was not reported for two specimens. Of
the remaining 1,877 specimens, the mean age was 47 years {age range: 17 to 83 years).

Specimens were also prospectively coltectad in Vietnam from 97 individuals at increased risk of HRY intection and 127 individuais with signs and
symptoins of hepattis infection {Population 2). The 224 specimens in Population 2 were 100.00% Vietnamese. and 124 {55.36") were female and 100
(44.84%) were male. The mean age was 37 years (age range: 18 to 68 vears).

Each specimen was lested using a comparator anti-HBe assay and three HBV reference assays, each detecting a unigue serclogical marker {HBsAg,
lgM anti-HBc. and anti-HBs). The HBV classification was determined for each specimen based on the reactivity patlerns ol the four HBY serclogical
marker results. The comparater and reference assays were from a single manufacturer and during the clinical study, all comparator and reference
testing was performed following manufacturer's instructions. Fach specimen was also tested at one of three clinical sites located in Galveston, TX;
Hershey, PA, or Milwaukee, Wi using the ARCHITECT CORFE assay.
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Hesulls by Specimen Classification

Following testing with the comparator anti-HBc assay and the three relerence HBY assays, Popuiation 1 specimens were assigned an HBY classification

using the reactive (+) and nonreactive {-) patterns. There were 15 unique reterence marker patterns observed in the ARCH!

tar Population 1.

HBV Reterence Markers

Anti-HBs

n | HBsAg . JgM Anti-HBc | Total Anti-HBe

14 [ ’ o -

11 3 + t

4 + + 4
73 ' : ! '

s 1 .
5 h L , -
.'i. & 3 -
219 - + i
a7 N . )
07 | ’ 5 |

341 3 } .
mea ;

; i ’ = 1 >
1 S .. ' L '
52 | : |
1879 ! '
1% ldelerminafo

" Chrome

. Recovering Acute

Susceplible

Unknown

HBV Classification

' Eaziy Acute

Acute

‘ Chrorilé .
Chronic

Recovering Acute/Undetectable HBsAg

- Imaung Due o Natural Infection
" Distanty ImmwnefAnti-HBs Unknown

Distanily Immune/Anii-HRs Not Detecled
Immune Due to HBY Vaccination

Chranic

| Early Rsec.c.n:ely

Total

TECT CORE chinical study

Following testing with the comparator anti-HBc assay and the three reference HBV assays, Population 2 specimens were assigned an HBY classification
using the reactive (+) and nonreactive (-) patterns. There were 10 unique reterence marker patterns observed in the ARCHITECT CORE clinical study

tor Population 2.

=

i

i
22 |
I = indetarmiiialp

Compatison of Results

HBY Raference Markers

IgM Anti-HBc  Total Anti-HB:

Anti-HBs

HBV Classitication

Early Acule 7

Chromie:

 Chrotie
Lhronie

Immune Due o Natural lnlection

Distantly fmmunefAnti-HBs Unkriown

Distantly Immune/Anti-HBs No1 Deloated

Immune Due to HBY Vaccination

Susceptible

Chrome
- Total

The following table compares the ARCHITECT CORE assay results with camparator anti-HBc assay results for each of the HBV classdications for
Papulation 1. The dala are summarized in the following table.

HBV Classification
Early Acute
Acute
émCr.lmnrc
Recovarmg Acute
l Racoverig Acu(erndo.lr-.'::taiﬂe HBs;AgV
rmmunurbuo to Narura:.ir_w-le;;._u.on. -
i.‘ﬂs-:anliy Immune/Anti HBs U.n.known
bistarmrly irrurwrnrwr;:rrwa,'AnnrHﬁs N.c;-l-f.)elec!eri
; Immune Due to HBV Vacgination
‘ Suscepnb\-(; )
mEmiy He(.‘.over.y_

Unknown

Totat

Reactive

ARCHITECT CORE Interpretation

Anti-HBe Coimparator

Negative
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ARCHITECT CORE Interpretation

‘ Nonreactive

Reactive Nonreactive Reactive
(3} n (% n{%) ! n (%) Totat |
-n“:o_om 0 (n:db} 4 (0“1, 10 {0 53') 4 (1 %5) N
19 (0.58) 0 (0.00) o (0.00) 0 ('0.00) 11 (0 58)
s {431 o {000 o io:'oo; 2 (b H.J 83 (4:42)
G {0.52) 040.00) 0 {0.00 0 (0.00) 8 (5.32)
4021, : 0 (0,60} 0 (0.001 0(0,06;' T4 _(mo.'zn
23y cs 0 (0.00) 0 (000 21001166
A (1.97) ' 0 (o.on';' 0 ('0.00) o :6‘00) 37 (1 é?;
102 (5 43 50 27y - Q000 0 0.00 107 (5.69)
0 {0.00} 0 {0.00) | 17 (6.90)" C ama (17.24) 341 (18.15)"
0 (0'.663 0 [0.0‘5_)_ ”7”(0.37;' 997 (53 08) 1004 (5a.43 !
1o S ooy oo 000y 1008
0 (0.00; 0 (0.00} 2 (011" 50 (2 86) 52 (277)
455 (24.22) 1% fo.ég) T 30 (180) -132.33 {73.60) ) 1879 (10000)
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Two specimans were lested and determined to be negative ter HBeAg and anii-HBe; postive for HBY DNA: and nonreactive by & second FDA-approved total
ani-HHr assay. Onne specimen wias lasted and detormined to be negalive for HBaAg and anti-HBe; positive for HBY DNA. and reaciive by & second FIMA appraver
felal antl-HBe assay. Ona spacimen was tesiod and delermined 10 ba posive tor HBeAg: negative for anti-HBe; postive {or HBV DNA: and nonreactive Iy & second
FOA-approved total anti HBe ussay.

Tiwee specimans were lested and detaimined 1o be negative for HBeApn, anti-HBe, and HBV DNA; and nenreaciivae by a second FDA. approvad total anti. HBr Assay.
Two specinens were teslod and determingd 1o be negative or HBeAg, anti-HBe, and HBY DNA: and reaciive by 8 second FDA-approved total ant-Hb: assay.

One speciman was tasted and determined 19 be negative tor HBeAg and ani-HBe; positive for HBY DNA. and nonreactive by a secont FDA-approved total anty HRc
agsay

These specimens were tested and determined ta be negatve for HBeAg, ant-HBo. and HBY DNA: and nonreaclive by a second FDA.approved total ani-HBe assay,
Eight spacimens were tested and determined (o b negative for HBeAg, anti HBa, and HBV DNA: and nonreactive by @ second FDA-app oved total anti-HBe assay
Thiee specmens were lested and dolermined 1o be negative lor HBeAg, anti-HBe, and HBY DA and reactive by a second FDA-approved Infal anli-HBc assay.
Two speeamens were tested and determined 1o be negative for HBeAg anit HBY DNAC positive for anti-HBe; and nonreactive by & second FDA-approved Iutal

anti HBe assay One spucimen was tesled and determinad o ba regatvs for HBeAy and anti HBe; positive lor HEV DNA and nomreactive by a second
FDA-approved totat anli-HBc assay, One specimen was tested and determined 1o be negalive for HBeAg and anti-HBe; not tested for HBY DNA due to nslicient
sample volume: and nonreactve by a second FDA-approvon tolgl ant-HBe assay. One specimen was lesled and determined o he negalve far HBeAg, positive tor
anu HRe and HBY DNA_ and reactive by a second FOA-approved Iotal anti-HBr assiy. One specimen was testad and determined fo be negalive tor HBeAq and HRY
DNA; aquivecal 1or anti-HBe: and nonreaciive by a second FDA-approved total anh-HBe assay,

Althaugh seralogical HBY classibeation indicates mmune due 1o HBY vaceination, 142 were recorded as vacemated, 113 were rocorded as unknown, and 86 were
recerded as nal vacoinated

Three speeimens were tested and determmead 1o be nogative tor HBeAg, ani-HBe, and HBY DNA, and nomreactve by a sccond FDA-approved total anu-HBe assay.
Two spacimens were tested and delermined 1o be negative for HBeAg and anti-HBe: positive for HBY DNA; and nonreactive by & second FDA approved tolal
anti-HRc assay. One specimen was lested and delermined 1o be negative for HBeAg and HBV DNA, positive (or anti.HBe, and nomreactive fy a socond
FDA-approved folal ani-HBe assay. One spoecimen was tesled and determined to be nagalive for HBeAy: posilive tor anti-HBe: not tlested ior HBY DNA dus o
nsutficient sampte velumeg: and nonreactive by a second FDA-approved tolal and-}Ee Assay,

These specimans waie testod And detormined In ba negative for HBaAy. anti HBe, and HBY DNA; and nanreactive by & second FDA appooved intal ant HBG assay.

The tollowing labie compares the ARCHITEGT CORE assay resuits with comparator antl-H3¢ assay resulls for each of the HBY classitications tor
Popiilation 2. The data are summarized in the tollowing 1atie.

Anti-HBc Comparater

‘ Reactive : Negative |

i AFiC.,H_ITECfCORE..!r;{é;pretaiécl;7 _ ARCHITECT CORE lnlerpr};{a;;un N :
i Reactive Nonreactive Reactive ! Nornreactive 1
HBV Classitization | n () n(% 1 {%3 n {"%} ) Total ;

‘ Bty Acute h @ (D 00) ' @ 0] 00) ‘ 0 ({.).6.0) k 1(045) i 1 7(76.45) - |
Chreric GO {0 8m 0 (.00} : 1 {045y i a{0.00) ‘ 70 (31.25) i

. tmmne Due 1o Natural Infection i 81 (2720 ‘ 0 {3.00) 0{o.om ‘ 3 {0.00) . B1{27.23) i

- Thstantly Imn:um:w_ff\ntn HBs Linknown : 542.2%) 7 O (0 60) ) ’ 0 {C-J‘DO) ! 0 (O,ij) . 5 kz 23)

: Dw-larwfly IF'I‘Vr?Tr'\VLJV;'TC,'.‘\HUfHBS. Nast Dmg}:u;rl wr 16 (.? 1;;1) » -0 {D‘OO)- o ’ {)(O a0y i . -O (;),0&}7) o 167(?.14} h i
Imaune Du.e 16 Hﬁ\f Yaccinalion i -0 {0.00) . . 0{0.00) 19 féAB]" ‘I ?Vl (9 38} 4ﬁ tWT.BBj‘ :
Suscentibla : ¢ (0.00) : 0 (0.00 . 3 (1348 ‘ 28 (17 50} 31 {13.84)

* Total i 151 (sr.an) 0(0.00) o 23 -(10.2?) | 50{22.37) 224 (102.00) ‘

©One specimen was testad and delenmmad 1o be positive Tor HBeAg: negative for ani-HBe; positive for HEBY ONA: and nopreactive by a second FDA-approved iotal
2nti HAG assay.

N specimens were [asted and deternined 1o be negalive for HBoAG, anti-HBe, and HBY DNA; and nonreactnve by & sccond FDA-approved total anti-HB: assay.
Four specimens were lested and determined te be negalive for HBeAg and anu-HBe; not 1ested for HBY DNA due to insutficient sampie volumea; and nenreactive
by a second FDA approved {otal anti-HBG assay. Three specimans were tested and determined 1o be nagative for HBeAg and HBY DNA: pasitive tor zntt HBe; and
nomreactae by a sccond FDA-approved total anti-HBe assay. One specimen was lested and determined o be negative tor HBeAg, anti-Hn, and HBY DNA: and
reclive by a second FOA-approved total ani-HEc assay, Ohe speriman was tesled and datermingd to be negative for HBeAy and anh HRe: positive tor HBY DNA.
and nomeactive by a second FDA approved total anti-HRe assay. (ne spacimen was tested and daterminad 1o Le negative for HBeAg and HBY DNA: equivocat for
antl-HBe; and nonreacivg by a socond FDA-approvad lolal amti-HBo assuy,

Although serological HBV classificauon indicales immune due to HRY vaccination, all 40 were recorded as nol vaccinaled.

Two specimens were lesled and determined to be negaiive for HBeAg. anti-HBa, and HBY DNA: and nonieactive by a second FDA-approved total anti-HBE: assay.
One specimen was tosiod and determined 1o be negalive for HBAG: positive tor anti-HBe: not 1osiod Tor HRY DNA due to nsutficient sample votume; and reachve
by = seeond FDA approved total ant-Hie assay

Percent Agreement
The table below summarizes the percent agreement between ARCHITECT CORE and the comparator anti-HBg assay for Population 1 Hy HBY
classification.

) o T V . I 7 Eoéitive I;c-rce.m S .[ VNeVga%s'ué.l;e-rcen.t |

: | Agreement 95% Confidence Agreement i 85% Conlidence ‘
HBV Classification Y . . Interval % ] : . Intf:rvai i
Early !\:r.ule i WA : MNA 71.43 (10414} 4190 8161
f\[:l‘l[ﬁ ) | 1-00 00 V(VHJH) o 7151 - IDO.(ifl - 7 WA . K N/\ -

‘--Cl‘r-ro:-uc - o ) . . 1-00:007(78/1[78713 o ’ ~95,75757-71700.00m . 100.00 (2/2) . 1581 . TDOOO !
fecavering Acute | o iOO 04 (B16) S 54 0:/ =5b.oh_ N4 o NA B
Recovsrng Acue/Undeteciable HBsAQ I 100.00 (444) - 3876 . 105.00 NA NA

‘ Immune Due to h.Jal.u.raI nfection 7 - . 9?,‘.'1;7(213/52.1-9). o 9413 A. 9.’5 99 ) NA 7 A |
Ulsmn’llga7I7m|nu!;e-if‘;;£|_-i—f85 UI}R;;;;W; o ’ 10606(3?{37_] 9051 - 108.06 0 NA NA !

" Distantly Womunc/Anti-HBs et Deteored T esssdeenon | esazossar | wm |
|!’-T\IWII‘\E DEJQ oy HBV Vr-lr-.r-.mali(n; ) o o 7 NA o -. S VNA . 9!757,01 (324,’341-)“ : ) 9314 97 o7 I
Suscaptible - MA I NA 99.30 (997]]004i | 98.57 9872 ‘
tarly Hc;cnvcry . . o . . IEU_,U& “,,’,”, ) B _ ?:‘50 WO(LOG S o N;’!i . ) Nn J'
Unknowr N NA 96.15 (50/52} 36.7% - 9053 I
Tol;;l o . o ) T . 9764 (455;‘466) o 95.85; éB.;}Z T -9?.88 (1587173",‘?413)” 0 QE;.;B - 98.56_ o
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NA = not apphcabls

Positive percent agreament--[No._of ARCHITECT GORE reactive results_in agroement with ihe_ comparator ant HBe raactive resulls] x 100
|Total pumber ¢l comparator ant-HBe reactive results]

Megatve percent agreement=|Na, ¢l ARGUITECT CORE nonregntive results m agreemant with the comparatar anii-Hile negative results] x 100

[Total number of comparator anti HBe negative resuiis]

The table below summarizes the percent agreement between ARCHITEGCT CORE and the comparator anti-HBr assay tor Population 2 by HBY
classification.

i Posilive Percent Negative Percent : |

| Agreement 95% Confidence Agreement ‘ 95% Confidence |
HBYV Classification | % i Interval % ! Interval
Early Acuts g NA | NA 100.00 (1/1) i 250 100.00
Chrame 100.00 (Ga/6w) } 84,79 - 100.00 0.00 (0/1} 000 - 9750 i
frmenune Bue to Natueal inteeton | 10600 {61/61) 2413 - 100.00 MNA ' MA J
Distantly ImmunetAnt-HBs Unknown i 10000 (5/5) i 47.82 - 100.00 ' NA | NA
. . | i i
Drstantly toeune/Anti HBs Not Detected ! 10000 (16{18) } 79.41 100.00 MNA ‘ NA i
frmune Due to HBV Vacomation i NA | WA 52.50 {21/40) ! 3613 - 68.49 |
, Susceptible : NA : NA ’ 80.32 (28/31) | 7425 . B7.96 !
! . . o i - RETE IR - o . ;
Total 100.00 {151/451) 97.59 - 100.60 68.49 (50/73) t 56.56 - 78.87 ‘

NA - not applicabla

Positive percent agreestent- o, of ARCHITECT GORE raaclive rasuls in aoreergent with the, carnpar
{Total number of comparator anti-HBc reacive ra

MNegative: perornt agreemeant [Mo_of ARGHITECT CORE npnreaclive resuls in ngresment with the comparator anti-HBe negalive resulls) x 100
ITotal number of comparalor and HBx negatnee resuits]

anl-HEc reactive resuhis] x 100

Percent of Positive Specimens and Percent Agreement for Indjviduals Diagnosed with Acule and Chronic HBV Infection

The performance ol the ARGHITECT CORE assay was evaluated by testing prospectively-coliected specimens from six individuals diagnosed with acule
HBV inlection and 8¢ individuals diagnosed with chronic HBV infection. Acute status was defined for the six specimens by the tour HBY serological
marker resuits. The percent of paositive ARCHITECT CORE specimens for individuals with documented acute HBV infection was 100.00% (6/6, with a
95% contidence interval of 54.07% 1o 100.00%). The percent of posilive ARCHITECT CORE specimens for individuals with documented chronic HBY
infection was 100.00% (50/50, with a 85% confidence interval of 92.89% (o 106.00%).

Clinical Performance in a Pediatric Population

The performance of the ARCHITECT GORE assay in a pediatric population was evaluated by testing 100 surplus specimens from a pediatric nopulaticn
collected in Fall River, MA by a specimen vendor, and from the 112 prospectively-collected pediatric specimens from Papulation 1, Populalion 2, and
the chronic poputation,

For the surplus pediatric specimens, the negaive percent agreement hetween lhe ARCHITECT CORE assay resulls and the comparator anti HBc assay
resulls was 98.99% (88/29, with a 95% conlidence interval of 94.50% Lo 89.97%). The positive percent agreement between the ARCHITECT CORE
assay resulls and the comparator anti HBo assay resulls was 100.00% (11, with a 95% confidence interval of 2.50% to 100.00%). The gistribution
of the ARCHITECT CORE reactive and nonreaclive resuits for the surplus pediatric population is summarized by age and gender in the foliowing table.

| ARCHITECT CORE Resulr |

Age : |

Group \ Reactive . Nonreactive ‘ !
(years) i Gender n (%) | n (%) | Total

CF ! 00000 17 pooen ;a7 |
242 ‘- . i - . [ R |
M - D000y | 33 (100.00) | RE I
: F I owon ! o2oqiooom | 22 |
1318 . i . L. :
Mo e 9 (81.82) "o
F | 000D 2(neo o 1z |
M L0 {000 | 5(0000) § 5 |
Total 2(2.00) 94 (98.00} g !

For the prospectively-coliecied pediatric specimens  {Population 1, Population 2, and chronic specimens), the negative percent agreement
betweecri the ARCHITECT CORFE assay results and the comparalor anti-HBe assay results was 98.83% (86/89. with a 95% confidence
interval of 80.468% (o 89.30%). The positive percent agreement Hetween the ARCHITECT GORE assay results and the comparator anti-
HBc assay resulis was 100.00% (23/23, with a 95% confidence interval of 85.18% to 100.00%). The distribulion of the ARCHITECT
CORE reactive and nonreactive results tor the prospectively-collected pediatric population is summarized by age and gender in the following table.

ARCHITECT CORE Resuit

Age Group i Reactive Nonreactive
{years) Gender i n{%) n (%) Total |
218 ‘ F I 1 (25',003 3 ('zs.ob) 4 !
: % 2-(-50.00) o 2 {bO Ub) 4 ‘
R O Lo @881 42719 | sm
oM | seassy | ssmsen | as |
Total ' 26 (2'3.21) ' 55(76.76) LT |
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Analytical Specificity

The ARCHITECT CORE assay was evaluated for potentsal cross-reactivity tor specimens from individuals with medical conditions unrelated 1o HBY
miection. The specimens were tested using the ARCHITECT CORE assay and the comparator anti-HBc assay. The final results for each of the
specimens were compared between the two assays. The data are summarized in the foliowing table.

Reaclivity of the ARCHITECT CORE Assay
in Individuals with Medical Conditions Unrelated 1o HBV Infection
: i Comparator Anti-HBc Assay
1 ’ CToTe T
: Negative : Reactive

! ARCHITECT CORE ARCHITECT CORE

Calegory n | NR R* NR" R*
‘ f\illl-cyloﬂlud.&luvllLIIE: {AnL-CMV posinve) 16 ! 2 O T ‘ IV |
Anti-Eschericfra ol (A £ coli) 2 | 0 : 4] | Q 2 !
. Anti-nucles antib;my {ANA) 7 7 l G . ‘ 0 J & I
Epslein-Ba.rr Virus (ant-EBY posin;/p,) 6 1 3 Q 0 3
 Bopatitis A Virus {ant-HAY IgM positve) - 3] I 6 & | i) é ‘
I Hepatitis € Virug (arm—VHCV POsITVE) 1w ] ) o 0 17 |
Herpes SI;'ﬂF)[GX Virus (HSV) posiliva 7 B .10 [ a . 0 ! 1 o !
' Humari7;\nn~Mousc A;xl-lbodmc. (HZ&MA} nu.swtwu. . i 5 o 5 N D ) ! V (J _() !
. H-u'?mn rrr;;r'l.xr'19r!c1|<;i.z.9_1-wc;2 Virus iz;m-HIV-W nosmve} : 8. i 2 e v] 7 ‘ N O_ - ? i
nluenza vaceine recipiens 9 9 G [ G Y] I
Miinps Virus ;msn.i;:s: o "o 1 10 0 | o 1 s
Nan-virad bver disaase 5 3 0 ‘ O ! 2
Fheumatoid tactor pasitive 10 I 7 2] ‘ 0 ‘ 3 |
Rubella Virus positive . 0 ‘ 7 0 | 0 i ’! ;
Huli:(')l'ar\ra‘rms (Mbe{éfes! posityo ] i 9 a ! 7 U | 0
Vs;ﬂphlhs T " 9 : 9 G i Q . l h 0 {
& S,y-glmrnc“;u!m:; Erylh@naloftf (SL&-_) 4 ‘ 77 4 N _.0.7 i ) V(J.. ) ‘ 0 J
 Toxoplasmesis lgG positive 2 ? 0 ! o 0
. Varicella Zus:errvrrus (ami-\-fi\f positive} ] it ! 8 o] o ‘ a i 7 !
Yu..".m infernon 9 ‘ 8 G : Q 1
Total 153 | 128 o | ? | 26

NR = Nonreactive. R ~ Reactive

© These specimens ware lasted and delermined 10 be notreactive for HBsAQ: nonreactive lor anti-HBs;
and nomreactive tor Ight anti-HBe. A second #DA-approved lalal anti-HBG assay was portormed and the
spacimans were determined (o ba nonreaciive

Carryover

The ARCHITECT CORE assay was evaiuated tor susceptibility to within-assay sample carryover by comparing the resulls of a high ani-HBc sample
wilth & concentration of approximately 7,763 Paul-Ehrlich-Instilute (PEI units/mL tested before a low anti-HBc sample with a targst S/CO valve of 0.80
{8/CO range: 0.60 to 0.9} HBV positive specimens up to 7,763 PEI units/mL caused tess than an average of 0.05 8/CO change in subseguent test
resulis, indicating that no within-assay sample caryover was present.

Analytical Sensitivily

The ARCHITECT CORE assay is designed to have an analytical sensitivity of < 1.0 PEl units/mL. The analytical sensitivity of the ARCHITECT CORE
assay was determined using fowr-PE| standard member panels that were tested with three reagent iots using each of three calibrator lots. The
ARCHITECT CORE mean analytical sensitivity was 0.5 PEI units/ml. with & 95% econfidence interval of 0.4 PEl units/mL to 0.5 PE! unils/mi across the

three reagent lots.

Interference
At the concentrations listad below, bilirubin (conjugated and unconjugated}. hemoglobim, total protein, and triglycerides showed less than 10% interference
in the ARCHITECT CORE assay for high negative samples [8/CO range: 0.60 \o 0.99) and low positive samples (8/CO range: 1.00 to 1.40):

»  Bilirubin ~ 20 my/dl.

*  Hemoglobin - BOO mgfdl
*  Total Protein =12 gfdL
» Friglycerides -~ 3000 mog/dlL
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Tube Type Matrix Comparison
The toflowing lube types are acceptabie for use with the ARCHITEGT CORE assay:

*  Glass: seruim
* Piaglic: serum. serum separator, lithium heparin plasma separalor, sodiuim heparin. and dipolassium EDTA

On average. the tube types evaluated showed less than a 10% difference when compared 1o the conirol tube type (plastic serum). The distibution o

the percent ditferences per tube type is listed in the Toltowing tabic.
' Distribution’of Absclute % Gifferences

n,

i
Tube Type L 10% © s 10% 1o « 20% I

+ Glass Sosum 88.04 {50/51) 2.0 (1/51)

Piastic Serum Separator Y8 0% (50/1) 2.0 (1/51)

Plaslic Dipotassium EDTA (50/51) 2.0% {181} |

Plagtic Sodium Heparin {49f51} : 3.8% (2151} l

Flagtic Lilkmim Heparin Plasma Separalos 100.0% (514513 G0 (051}

Seroconversicn Panels

The ability of the ARCHITECT CORE assay 1o detect anti-lBe was evaluated by testing seven seroconversion panels obtained from two commercial
vendors acress three ARCHITECT CORE reagent lots. When compared to the results of the comparator anti-HBc assay, the first reactive time point
far the ARCHITECT CORE assay occurred carlier in two panois, at the same time in four panels, and later in one panel for ali three reagent lots,
demanstrating acceplable seroconversion detection. The data for ail three reagent lots are summarized in the following table.

Days 10 Anti-HBc First Reactive Result . .
: Rifference in Days to

ARCHITECT Comparatar Anti-HBc First Reactive Result
Panel ID CORE Assay . Anti-HBc Assay - (ARCHITECT-Comparator)
RPOOS o 30 l 30 P 0 :
Hpmé » - 53:7 V . 57 7 - N 4
PBQS?;’.MS-‘;Q ‘ 25 T 25 . 7 ’ 0
4552?;34755 : " 35 42 ) 7
167243471 - 50 39 l 11
1’386 },;:34!3? 42 ‘ 64 » 22
716;0?,'3463” - V 64 o &4 o o o 0

Neonate Serum
A study was conducted 10 evaluale whether negnale samples may be tested with the ARCHITECT CORE assay. Cord blood serum was used as a
swrogale for neonale serum. Twenty wo maiched cord bleod and malernal serum samples were spiked with anti-HBc positive stock 1o yield a high
Neyatve sample (largel S/CO 0.80) and a low positive sample (target 8/CO 1.20). The distribution of the percent ditterences per analyte fevel is listed
in the following table.

Bistribution of Absalule % Differences

Analyte Level S/CO \{ < 10% Z10% 10 - 20% | = 30% to - 30% !
080 Dsaan paiea)  318% (7129 g2y |
t 20 | BB 44 (19/22) 3@y | 004 (022) |
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