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I INTENDED USE
Tho ARCHITECT HBsAg assay ls a
immunoassay (CMIA) for ths
anlig6n (HB€A9) In human 6erum and
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Th€ ARCHITECT HBeAg assay can for the quantltaliw

detemlnation ol HBeAg. Refer to HBeAg Ouantitative

Calibrators package inse.!. l7 P24-O1)

inlormatlon.

I SUMMARY AND OF THE TEST

HBeAg dgtsrmrnalions can be usod

hepatitis B vilal infeclion. HBeAg is

M€ progress oI

in the early

phase ol hepatitis B vilal infeclion, ol hepatitis

B surface antlgen (HBsAg).1 The antigons rise rapidly

The presenco

infectiol.rs virus

in the nlcleus ol
lhe hepatocyte, and the pr€sonce of B vrrus specilic DNA

and DNA polymerase In serum,r

HBsAg in chronic hepatilis B viral
HBeAg in serum. bul

lhess palients may

use as an ald In lhe dlagnosls and
lnfecllon,

during the period of viral replicalion
of HBeAg correlales wilh increased
(Oane particles), the occurence of

chronic hepalitis B patienis have no

are posiiivg for antibody to HBeAg {

using cMlA technology wilh flexible
Chemillex.
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l-l lx3.sml ll fi'l:

l@ nntinoay to hepalitis B e aniqen (mouse

monoclonal) coated mlcropaniclos Jn phosphate buffer with

protein (bovine) stabllizer' l\,1inimum concentrelion: 0.089'" solids.

Pre6oruallves: Proclln 300 and olher antrmicrobial agenls.

l@ Actiainirln-t"beled antibody Lo hegatilis B e antigen

(mouse, monoclonal) conjugate in MES buffer with prclein (bovine)

slabilize.. Minimum concentralion: O.O4 !g/mL Preservativ€: Proclin

300.

@ et'o"pt'rt" bullet with recalcifiqd human plasma and

proten (bovine) slabilizer. Pr€servatives: Proclln 300 and a second

'Other Reagents

lirc,mr,mrercocrEotunoxlA1CH;TECTpre-Triggersolutioncontaining

1.32% (w,lv) hydrogen Peroxide.

@]AFcHnEcr rrigoer solulion containing 0 35 N

sodlum hydroxide.

@] r,Fcti|tecr wash Bufler conlainlng phosphate

buffered saline solulton, Preseruativ6s: anlimiciobial agenls

lvarnings and Precautions
. [Et
. For /n Y,tro Diagnoslic use

Saloty Ptecautlons

./l\/I\
G-l caunoN: This prodi.icl contarns hrman'sourced and/o'
potentially inleclious componenls. Fleler to the REAGENTS sectlon

of lhis package insed, No known test method can offer complele

assurance lhal products derived lrom human lources or inaclivaled

nicroorganisms will nol lransmit infeclion, Thefsfoao, all human-

sourced materials should be considered potenlially inleclious. ll
ls recommended thal these reagents ano hLnlan spec mens be

handlsd in accordance with tho OSHA Slandafd on Bloodborn€

Pathog€ns. Biosatety L€vol 2 or oth€r approprfate brosalely practLces

should b€ usod for malerials lhat contain or ale suspecled ol

conlaining lnfsctious agsnts,3 3

Rellabillty of
any de!4atlons flon

lnlcroparticle
ol hopatitis B e

and Is Indicated for

ol heparltls B \rral

and funher

also be Dosillve for serum heDatitis B

T BIoLoGIcAL
The ABCHITECT HBdAg assay is a
the qualitative dolec on ot HBeAg in

PROCEDUFE
lor

and pEsma
rel€rred lo as

monoclonal)
HBeAg

conjugate rs added.

and Trigger Soluliofls

measured as relative

logeth6r with
a subset ot

detected by th€

prasent in lhe sample binds to
microparticles.

2. Atter washing, acrjdinium-labeled

3, FolloMng anolher wash cycle, Pr

1. Sample, a$ay diluenl, and

coated paramagnellc

are added lo the reaction

4, The resuhrng cherniluminescenl
light unils (RLUS). Thers rs a

chemiluminescent signal in lhe
then the specrmen is considered

amounl ol HB€Ag in lho sampl€

AFCHITECT isystem oplics.

The prasencg or absenc€ of HBeAg

by comparing the chemiluminescenl
rhe cutolf signal determrned from an

is delermined
lhe reaction lo

than the cutotl signal,

tor HBeAg.

lechnology, rofer loFor additional information on syst€m

the AFCHITECT System Operations

,r\FcHltECr HBeAg 6caz

3.



HBeAg, HBsAg. HlV-1 FNA or HlVl
HCV.

safety Data Sheets are availablo at
contact your local representalive.

For a delailad discusslon ol safely
operallon, reler lo lhe AFICHITEGT

S€ction 8.

The human plasma used in th€

Reagent Handling

ls nonreaclive foa

/HlV-2, and anti-

during syslem
Manual,

On board Sysiem 30 days

temperalure
Dscard afler 30 days,

For informalion on lracklng

onbqard time, refer lo

rhe AFICHITECT System

Opeial ons llanual,

lleagent Storage
l/vhen stor€d and handl€d as direcled, reagenll are stable unlil the

sxpiralion dale.

Tenroerature SloraqeTimeInslryctionE

t hoDened/ 2.8'C Until lvlay be used immediately

ODened' gxpiralion aflor romoval from 2'8 C

dale srorage,

Secllon t _

B€lore loadrng lhe reagenl kil on

Do noi use reagenl kits boyond

Do not poolreagents wilhin a

mEroparticl€ boltlo requires

that may have setrled during
instruotions, refer to the

ot lhis package inse ,

for lhe firsl time, tho

microparticles
mrcfoparticle mixing

Ptocedure section

evaporation ahd

oale.

kits.

'' Reagents may be stored on or off the ARCHIrECT isystem lf
teagents are removad from the system, slore tllem al2'8'C (wilh

D€plums and rsplacemenl caps) in an upright posilion. For roa96nls

dored off the systom, it is recommended lhal lhey be stored in

fi€ir origrnal taays and boxes to ensure th€y remain upright ll the

mlcropertlcle bottlE does not romaln upright (wlth a saPtum

nstallcd) whlle in refrigerated storage otf lhe syatem' the reagenl

klt must be dlscarded. For information on unlQading reagenls, refer

lo the AFICHITECT Syslem op€ratrons L4anual, Seclion 5

lhdlcatlons ot Reagent DeterioEtlon
When a convolvalue is oul of the specified range, ll may Indlcate

delerioralion of lh6 reagenls or orrors in lechhlque. Associated lesl

results ar€ invalid, and samples must be relest€d Assay racalibration

may b€ necessary. For troubleshooting inlorm4t on, 16ie. to lhe

AFCHrrECT System Opelalions l\lanual, s€ction 10

I INSTRUMENT PHOCEDURE

The ARCHIECT HBeAg assay {ilo must be Installed on lhe

ARCH|IECT isyst€m from an A'ICHITECT isySem Assay CD'ROM

prior to pertorming th€ assay,

Th6 assay tile number for ABcHfEcT HBeAg Oualitalive Assay is

305 (HBeAgQual).

For delalled informalion on assay lil€ inslallalion and viewlng

and editing assay parameters, r6fer to the AR0HITECT Syslem

Opelations l\,lanual, Section 2.

NOTE:

For details on configuring lh€ ARCHITECT isy$tem to use grayzone

Inrerpretalions, refer to the ARCHTTEGT syderh Operations Manual

Seclion 2.

For intormation on printing assay paramelsrs, lefsr lo lhe

ARCHITECT Systom Operalions l\,lanual, Seclion 5.

For a d6tailed description of system procsdurqs. reler lo lh€

AfiCHITECT System Opeiatons l\,lanual,

T SPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Speclmen Types
Validal€d specimen lypes to be used wilh lhis assay:

Collecllon

Septums MIJST be used to
contaminalion and to ensure
assey fesulls canhot be
dccordlng to the Instruclion6 lh
. To avoid contaminaton,

seplum on an uncapped
. Once a seplum has been

do not invert the bottle as

and may compromise a$ay
. Over lime, residual liquids

inssrt.
rJlhan placrng a

open reagent bonle,

in reagenl leakag€

the septum surtace.

no etfect on assay

during syslem
Manual,

Fellability ol

These are lypically died
afticacy.

operation, reler to the AFICHITECT

For a delailed disclissron ot handling

HUman serufi S€rum

Sorum sepFralor lubes

Human plasma Potassium EDTA

Sodium ci$ate

Sodium heparin

ACD,B

CPDA-1

clean

and



Speclmen Gondltlons
. To prgvenl cfoss contaminalion,

pipette (ps ls rocommended.
. Do not use specimens wilh lhe

type. ll is lh€ rosponslbilily ot the
coiiecl specimen lypes aro used

or body flulds oth€r than human

The Instrumeot does not provld€

heat-inaclivated
poor6d

s6rum or plasma from individual

Poolod spscimens must not bg
lesl rosults has not been

Perlormance has nol been

. grossly h€molyzod

. obvious microbial

Ensure lhat complet€ clot
tak€n Place Prlor lo
those flom patienls receivng

Olher anticoagulants have not

ARCHITECT HBeA9 a$ay.
This assay was designod and

therapy, may exhibit increased
centrifug€d before a complelo
lnay cause €troneous resulls or

For accurale resulls, serum and

the centrilugalion inEtruclions

tube manulacturer,

slratlf catlon ls ob6erved,
homogeneous,

forusewhths

donor specimens.
th€ accuEcy of lheir

cadaver specimens
p|asma,

to verlfy specimen

to ve fy lhal lh€

prpelbs or

specimens, especially

l{o qualitativ€ perlohance difterences wero obseN€d belween

Bxperlmontal convols and lhe 23 nonreaclive ol spiked reactive

Rpgcim€ns subjected lo 6 k€€zelthaw cycles; how€ver, mlltiple
l?o6ze/thaw cycles sholld bs avoidod.

llo qualitative perlormancs difter€nces w€re obsolved belween

pxperirnental controls and tho 22 nonreactive qr the 22 sPik€d

rcacllve speclmons lesled wilh elevaled lgvels of hemoglobln

,i< 500 mg/dL) or triglycorides (< 3,000 mg/dl).

hlo qualitative pedormance diJf€rences were oQserued belw€en

Expsrimental conlrols and $e 23 nonreaclive qr the 23 spiked

rcacllve spocim€ns tested with €levatod levels of bili.ubin

(< 20 mgi dL),

lNo qualllative performance dlllorenoos were obserued belween

,oxperimental controls and the 25 nonreacllve qr lhe 25 spiked

rcactive specimehs tested with €levated lovols of protein (< 12 g/dl),
,cr r€d blood colls (< 0.4% v/v).

speclmen Shlpplng
. Package and label specimsns in complianc€ w1h applicabl€

stale, lederal, and inlernalional regulations covering the lransporl

ot clinical specimsns and nfectious substances.

. Do not exc€ed th6 storago limltations lisled abov6,

T PROCEDURE

Materials Provided
5C32 ARCHTTECT HBeAg F€aganl Kil

Materlals Requlred but hot Provided
. ARCHITECT HB€Ag Assay file (Assay tile humbor 305) oblarned

from lh€ AFCHITECT isyslem e-Assay CD|ROM iound on

www.abbolldiagnostics.com.
. 6C32-01 ARCHTTECT HB€Ag Calibrators

. 6C3210 ABCHITECT HBeAg Conltols

. AHCHrECT Pre-Trigger Solution

. ARCHITECT Trigger Solutron

. AFCHfrECT Wash Buffef

. AFCHITECT Reaclion Vessels

. AFCHITECT SamDIe CUPS

. AFCHITECT SeDIum

. AFCHITECT ReDlacem€nt caps

. Pipett€s or pipetle lips (optional) to delivei the volurnes specitled

on lhe palient or control order screon.

For information on matetials rBquired lor maintpnance procedures

reter ro th6 AFICHITECT Syslern Operalions Mhnual, Seclion 9.

Assay Proceduie
. Belore loading th€ rcagent kil on the sy$qm ior the lirst

timo, lhe rnicroparticle boltle requires mixing to resuspend

microparticles that may havo sottled during shrpment, Afler the

fkst time lhe microparllcles havs been loaded, no tunhet mixing

is r6quired.
. Invert the mlcropartlcle bottle 30llmes.
. Visually inspect the boltlo to ensura fticroparlicles are

resuspended. Il microparlicles are still adhered to the botlle,
continue lo inverl the bottle until fte tnicroparltcles have

b€en completely resuspendad,

. ll the micropartlcles do not resuspe4d, DO NOT UsE.
Contact your local Abbott represont4tive'

. Oncs thp microparticles havs been resuspend€d, Igmove

and discard lh€ cap. Wea ng cl6an gloves, r€move a
septrJm lrom the bag, Carofully snap lhe septum onto the

top of the bottle.

Load the reagent kit on the AFCHIrECT iqyslem.
. V€rify lhal all necessary roag€nts are

Prepardtlon lor Analysls
. Follow the lub€ manufacturer's

colle6lion lub€s, Gravrty
preparanon.

of fibrin, red blood cells, or olher

Soecimens musl be seoarated

or thronbolytic
lf the speclmen is

the presenco ol fibrin

erors.

rl

musl be ftee

Inslruc ons lot
sutfici6nl lor spgcim€n

or red blood cells using

by lh€ collection

musl b€ transfefied
10,000 RcF (Felative

CentritLrgal Force) tor 10 minutes
. lhey conlain lib n, r€d blood

ma(er,

To ensur€ consislency in rgsults,

to a cenlofuge lube and

. they requ re repeal tesling,

. they wera frozen and

Transler clarfied specnen lo a
lor l€sting. For centdfuged
only the clariti€d sp€cimen and

Mlx thawed speclmens by
and return,lor a total of 10

the Soeclmens lor lhe absence

oiher palt|culale

a liprd lay6r, translor
malerial.

degrees lrom uprlght
Visually inspect

lf layerlhg or
are visibly

10 remove paniculatecentrifuge at > 10,000 RcF for
malter and lo ensure

. Inspect all specimens lor

Speclmen

Seruh/Plasma 2-8'C

-20'C or colder

applicator slick beloro analysis,
€ach specimen to pr€venl cross

bubbles wilh an

applicalor srick lor

r6d blood cells.

s€paratol, or red

2-8'C slorage timo and

Specimens |nay be slored on or off
R€move s€rum or plasma trom lhe
blood calls if siored longer than lhe
store frozen G20'C or colder).

. Ensuro thal seplums are prosonl on all



. For information on ordoring

controls and lor general

ARCHITECT Systefi
lllinimum sample cup volume is

order caliblalion, ;f nocessary

' For nformation on ordering

AFCHrECT Systern

Order tesls,

and prinled on th€ Ord€rlist
evaporation, verity adequale
10 aunning lhe lesl.

Maximum numbor ol roplicates
cup:10
. Priority:

Sample volume lor first t6sl:

. < 3 hours on board:

Sample volume lor first lesl:

Safipls volumo tor each
cupi 30 FL

Sampls volum6 lor 6ach

cUPl 30 UL

€nsur€ suflici6nt patj€nt

Prepare AACHrfECT HBeAg

Calibratlon
. Tesl Calbralors 1 and 2 rn

be priorily loaded.

. Irix calibrato(s) and

. Hold bonlos v€nlcally and

. For in(ormation on ioading

inlo 6ach respoclivo samplo
. Flecommendedvolum€sl

lor oach calibrator: 4 drops

for 6ach conlrol: 4 drops

. > 3 hours on board:
informalion on sample
AFICHITECT Systam

. ll uslng pima.y or aliquot

A srngle sample ot sach
to evaluale lhe assay

System Operatrons lranual,

Press FllJN.

For additonal inlormation on

AFCHITECT System Oporations

For optlmal pedormanc6, il is
maintenanca as described in the
Manual, Seclion 9. Pertorm
requhsd by laborarory

Speclmen Dilution Procedures
specimens cannot be diluted for lho

values are wthin the ranges
package insert,

Relgl to AFCHITECT HBeAg

0l) and ARCHITECT HB6Ag
. Once an AFCHITECT HBeAg

all subs€qt/ent samplBs may b€
unless:
. A reagent ki( wilh a new lol
. Conlrols ara oul ol rang€.

. For d€lail€d Informallon on how
reter lo th€ ARCHTTECT Syslem

refer to the

Section 6.

Ouallty Control Procedures
Th€ minimum control requkem€nl lor Ihs AFICHITECT HB€Ag assay

ls lhal a single sample ol bolh conlrols be tesled once every 24

hours 6ach day ol !s6.lf lh€ qualily conlrolprocgdures n your

laboratory raquir€ more lrequenl use of controls lo vorify lesl resulls,

tollo / your laboratory-sp€cific procedures

The ARCHITECT HBeAg Control valuss must be wilhin lhe

acceplable ranges speciiied in lhe contrcl paokag€ insetl (6C32n0).

It a control ls oul of tts spoclfied rangs. the associaled lesl resulls

aro invalld and samples musl be retested Fleqalibrallon may be

lndicated,

V€rlfcatloh of Aa35y Clslms

For protocols !o verit package inss( clalms, Gfer lo lhe ARcHrIEc_r

Syslem Operalions Manuai, Appsndix B.

The ARCHITECT HBeAg assay belongs to method groLrp 5.

I REsuLTs
The AFTCHITECT lsystem calculalBs lh€ ArlcHlTEcT HBeAq

Oalibrator I (Cal 1) and Catibralor 2 (Cal 2) m€an chem luminoscenl

signats (FLUS) kom three replicalos of each c€libtatot and 9or€s the

r€suns.

Calculation
The ARCHITECT isystem calculales an ARCHITEoT HBeAg resull

based on lhe ratio ol th€ sample RLL, to tho culoft RLU (Si CO) for

each speclmen and control,
. Cuoll RLU - l(Cal 2 mean FLU - Cal 1 mean BLU) x 0.11+ Cal

1 mean RLU

. The culoff RLlU is stored lor each reageni lot calibralion

. s/co = sample RLu/culoff RLU

Example:

ll the Sample RLU = 1800 and th€

Cutolf RLU = 1000, lhen

1800/1000 - 1.800

S/CO - 1.800

Interpretation ot Results
lnirial Results

S/Co values
lhsvument

InslrulnemFlag Int.rpretation ReleslProcedure

and
rcfer lo lhe

sgction 5.

by the syslem
lhe gll€cts ol
is prgsenl prio.

the sam€ sample

lrom sam€ sample

lrom same sample

S€ction 5.

the sampl€ gaugo 10

pr6s6nr,

Conlrols.

invetsioh before us€.

recommended volumes

to the ARCHITECT

operation, r€16r to thg

volume requirod. For
volum€s, r€fer lo the

that assay conlrol
the respeclive convol

< '1.000

> t.000

NONREACTIVE

REACTIVE

Nonreaclive No retesl reqlired,

Roactivo Retest in duplicate.
periorm routine

system Opelalions
mor6 lrequently when

HBeAg assay.

Calibrators should

Ievel must be t€sted

for HBeAg.

One or bolh results reactive Spscimen considered repeatedly

r€ac ve fo4 HBeAg

All iniliallv reaclive specimens should be lranqlerred lo a cenlifuge
tube, recentrifug€d at > 10,000 RcF lor 10 mihu(es end rel6sl6d in

duplicate.

For detalls on conflgurlng the AFCHITEGT lsyFlem rcgardjng

grayzone and hjgh reaclive inlerprelalions, reffr to the ARCHfIECT

System Opelations Manual, Saction 2. The g$yzone and high

rsaclive result interprelation is an edilable pargmslor, and should be

utllized per end user requiremenls,

Flogs
Some rssulls may conlaln Informalion in the Flags field, For a

de6c plion of the llags that may appea. in lhiF tield. refer lo lhe
ARCHITECT System Operations l/anual, Secllbn 5.

insorl (6C32'
inssrt (6c32.10).

accopted and stored,
turther callbralion

an assay calibration,
Manual, Seclion 5.



ll lho HBeAg resulls are

addilional l€6tng is suggested lo
. slecimens lrcm pallents who

mousg monoclonal antbodie6 tor

conlain human anlimouse
may show either falsely elevat€d

tested with assay kits such as
mouse monoclonal antibodios.
requirod tor diagnosis,T s

AROHITECT HBeAg reag€nts
the etfsc! ol HAMA rcactive

HBeAg thal omploy
inlormation may be

I LIMITATIONS OF THE
For diagnostic or monitoring shoLrld be us€d in

conjuncliofl wilh patient hlslory hepalilrs markers ior

dragnosrs or monitoring ol acu!8 inlection,

In the presence ol anli-HBe, formation might

occur which can l€ad lo lower

The AFCHn'ECT HBsAg assay specificity for llospitalized palienl

Epeclmons ls > 99.0%. A sludy on a lotal of 498 hosphallz€d patient

lp€cimens was p€rformed at ono clinical sil€. S6ven were reaclive

by ARCHTTECT HBeAg and were also posilive for HBsAg, The

femainlng 491 specimens wore nonreaclive by ARCHrTECT HBeAg

Tlie dala trom thrs slrtdy aro sumnarlzed in T4ble 2.

Table 2: ARCHIIECT HBeAg SPeclflclly Besults lJsins Speclmens lrom
Fandom abod Donors and HosPllaliled Palients'

Numbcr dl

llurnh.r ol Posilivos bY

Donors

Hospitafiled498771
Palienls

' ReDr€s€nlative pedormance dala ar€ shown. Resulis oblalned in

indMdual laboratorids and with dillerent popul4tions may vafv

" Suppl€m€ntal lesting on HBeAg repealedly €aclives was

performed wilh an HBsAg assay.

A study was psrlormod in which a lotal ol 155 specimens trom

individuals with polentially inlsrfering substancgs and disease sEtes

oth6r lhan HBV (CMV EBV anli-HAV anti-HCV an$Hlv'1 HSV

rubella. HBV vaccine lecipienls, syphilis, ufinary lracl inl€clions'

rh€umatoid factor, anti-nuclear autoanlibodies lANAl, toxoplasmosrs'

alcoholic cirrhosis, pragnanl l6mal6s, mulliple myelorna, muniparous

females, dialysis patients, hurnan anti-mouse 4nlibodles lHAt',/Al)
were tested by AFGHITECT HBeAg. The data lrom this sludy are

summarized In Table 3,

A study was perlormed in which 75 specimens from lndividuals with

high risk of blood transmissible infeclions (lntrflvenous drug LIsers

llvDul, nen who hev€ s€x with m€n lN,{Si\,|1, hpmophiliacs) were

testod by ARGHrECT HBeAq Folr specimenq were reacllve by

AFCHITEGI HBeAg and were also posluv€ (oI HBsAg. The data from

lhis study are sumrnarized in Table 3.

T6ble 3: ARCHITECT HBaAg Speclnclty Resqfts Uslng Potenllallv
ld€rtering and High Alsk Speqimens'

clinical€vidence,
lh€ resull,

preparations of
or herapy may

diagnostic Inlornation may b€

slalus.

H€terophilio anlibodi6s in human

immunoglobulins, inlsrf€ing with

de16rmrne pationl

wilh a variance

SrJch specimens

lhal reduces
clinicalor

1.

1807

reaci with r€ag€nt
Patienls

routinely etposed to anrmals or serum producls can

be prone lo lhis interlefonce, values maY bo

obsENed, Addilional informairon lol diagnosis,9

T SPEGIFIC

Prcci6lon
Th€ preclsion of the ARCHITECT for r€active

spec mens (S/CO > 1.000) i6 3 1O%. was perforhed u6ing

a panel consisllng ol one four diluted HBeAg

reacliva m€mbers, conlrols. and external siles l€stsd

Iwo dlllerdnl lots ot the conlrols and across two reagenl

lols (ev6ry combinaion), and an tosted three dilterent
lols of controls and callbrators lots (ev€ry

comblnation). All panel members in replicales ol thrse
per run. The inva-run and inler-run (SD) and
percent coefficient ot variation

cornponenls analysislo using a
The data lrom this study are

Table 1: ARCHIIECT

of varianca mod€l.11

Poouhtion Tftlod liitially Rorctive ftacliva T€slino"

umbDr oi

Posilivrs by

R€poalddly Supplemetul

00Pan!l
ilemhlr Totaln lllDar

Calibrrtor 1 515 0 309

Calibtalor 2 516 7.223

Neqalivo 516 0.368

Posilive 516 3.889
Cont'ol

Pan!|1 204 0.389

Pansl2 204 1.164

Panol3 244 L375

Panel4 2i4 160.903

Panels 204 l19l.234

' Represenlative performanc€ data
lndividual laboratories may vary

siles. All 1309 were nonreactive by
iiom this sludy are summarized in

0.0,43 1392

0 321 4.44

0.049 13 36

0.172 4,43

0.090 22.99

0.057 4.86

0.171 3.91

6.367 3.75

33.426 3,31

PoLenrially

lnlertaring

Subslances

Hish Risl
ofElood

lnleclions

%BV

15

0.

' ReDresenlalive perlormance dala are showft Results obtainod in

indlviduat laboratories and wilh diflerenl popl,il+lions may vary.

"' Supplernenial tesling on HBeAg repealedly reactives was

performed wilh an HBsAg assay.

Sensltlvity
The AFCHrECT HBeAg assay s€nsilivity is > 99.5% A sludy was

Derformod in which a tolal of 206 specimons, which were pre-

characlsriz€d reactrve lor HBeAg and HBsAg, were all reactive by

AFcHffECT HB€Ag. The dala lrom lhis study are summarized in

Teble 4,
" Int€r-run variabiljty conlains

Specificity
The AHCHITECT HBeAg assay
specimens is : 99.5%. A sludy on a
(serum and plasma) donor

Resulls obtained in

random blood donor
random blood

at Mo clinical
HBeAg, The data



Table 4r ARCHIIECT HBcAg
charactealzed

- ReDresEntative oedorrnance dala Results oblained in

may vary

cutotf is < 0.5 PEI

lJ/mL. A sludy was pe orm€d in

individuals clinically or serologically
HBV intection were tesled by
ol 36 acule spEcim6ns were reaclft€
5/ chronic specim6ns, 18 w€re

Assay Comparlsoh
A total ot 2702 sDeclmens {random hospilalized
patlents, potendally lnterf €rLng risk of blood

r€nsmisslble int€clions, acute HBV HBV lnt€ctlon,

ofter HBV posillvas, and were torted by
ARCHITECT HBEAg 8Nd AXSYM HB6 agreement between

lh€ two mothods was 99.30%

I BIBLToGRAPHY
€dilors, D/s€asas o/

1993:492-SZ.
hopatilis in H8sqg

uslng Speclm€ns fte- I Key to Symbols

ol 93 speclmens frorn

with diilerent slag€s ot

nonr€active. Oul ol

206

individoal labor6tories 6nd with

The ARCHrECT HBeAg assay

1986;90r2€81273.
3. Us Dopanment ol tabor,

tt.

Kofi RS. Viral Hapadtis. In: Schill
fielft€r. 7h ed. Philadelphiai JB
Eonino F, Rosina F, Fizzetto M, et
cafiiers with serum HBV-DNA ahd

and Health

Admhist|ation, 29 CFR Part 1910. parhog6ns.

IJS Ooparrment ol Health and
sth ed. washlnglon, DC:Mic tob i o I o g ic al a n d Bio he db a)

US Go\,€lnm6nt Prlnting Oilic€i
World Hsallh Otgahrzation.
Geneva:Wo d Hsalth
clin|cal and Laboratory Slandads

5.

a

9.

10.

Primus FJ, Kelley EA, Hansen HJ,

immunoassay ol carcinoembryonic

of Laborctoty ,lhtkgts Frcn
Ap pavecl Gutd e I ine - Fo! ft h
PA; CLSI; 2014.

murine monoclonal anlibodies lor
1988:34(2):26i-264.

Changes and enhancements,
Inc, 1992i289-365

palients roc6iving
and lreiapy- Clin Chen

monoclonal anllbody

a problom lor all

schrolt R\ 4 Foon KA, Boatty SM,
immunoglobulln rssponsss In

thc'ary Cancat Bes
Boscato LM, SNan Mc.
immunoassays, CLin Cr€m
Box GEP Hunter WG, Huntsr JS.
inlroduction to design, data
NY: John Wl6y & Sons, Inc, 539,
SAS ln$ituta. lnc. SAS Tochnlcal

The follourng US Palents are rolovanl lo lhe ARCHrECT isystem

or its components, Thare are other such palerlts and patenl

apphcations in the United Statos and wotldwidF.

SAS/STAT Sottwarc:
Cary NC: SAS Instrtuts

5 458 646 5 543 524

5 669 819

5 545 739

5 783 699

ARcHffECT, AXSYN,4 and Chsmlll€x are tradomafts of Abbon

Laboratories in various jurisdlclions.
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CaLrtion

Consull nslructions for use
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Sufiiciefl lqr

T6mperat!rB Iimitalion

Use by/Extrratron dale

Assay Diluqnl

Conjugal6

conrrcl Nunb€r

/, f/ro Diagnostic lVedical
Da!1ce

Lol Numbel

Microparticles

Pre-Trigger solution

Product of Gormany

Reagenl Lql

Li Number

Replecem6flt CaPs

Sample cups

Seplum

Serlal num0er

Triggef Solllion

Warning: May cause an allergic
reaclion,

Wash Buffqr



ARCHITECT

HBeAg

INTENOED USE
The ARCHITECT HBeAg Conlrols are

accuracy and pr€cision ot lh6
lor th€ qualitative det€cilon of
human sorum and plasma. Refsr to
package Ins€rl lor addhronal

CONTENTS
I Bo to (8 mL) ot ABCHITECT
Recalcifiod human plasma.

1 Bottl€ (8 mL) ol ARCHITEOT

R6combinanl DNA-doriv€d

of lho

lEai 6c32-10

7l
U

ffien
HBeAg

6C32

G5€175 / R04
c6c320

ISTORAGE

' Conlrols are 6lable unlll the expiration dalq when stored afid

handl6d as direcl€d.
. Do nol usa pasl expiration date.

fl'8'c

. ,'"Jl
PREPARATION FOR ANALYSIS

Convols may be used immedial€ly aner removal flom 2-8'C storage.

Prior to use, mlx by genll€ inv€rsion (5-10 limeF)

Atler €ach us€, tighlly closs the caps and return the conlrols to

2-8'C sloragg.

BIBLIOGRAPHY
1. US Depa(m€nt ol Labor, Occupaional Salety and H€allh

Adminisna on,29 CFR Pan 1910.1030, Eboqbo/ne palhogons.

2. US Depanmenl ol Heallb and Human ServicAs B/osalely,in

Mtctobiological an.! Bionediaal Lattotatotus. 5rh ed Wash ngton' oc:
US Governmsnl P nting Olllc€i Dac6mbar 2009.

3. Worfd H€alth Oroanizalion- Labontoty Bbsalpty Manual 3d ed

Gsneva: World Hsallh Organizationi 2004.

4, Cllnioal and Labontoty Standalds Instilute (qLSl) Ptoleclio.,

ol Labotatoty Wtkerc {tun Occupatbnallv Aqquired tnfeclbns;

|oFrowd Guideline-fhitd Edlior. CLSI Docum€nl [,429-43. Wayn€.

PA: CLSI 2005.

Key to Symbols

(HBeAg) in

(borihe) stabilizor. heservaliveE:

The conlrcls are at lhe lollowing

conc€nvalions:

HBeAg reagenl

control.
Agents.

Conrrcl.
buffer wilh Prolein

Ag€nts,

approxmare

Control Color

liorrior-ll none

lcoxrioiF Bluea

0.000 - 0.800

2.026 - 6.On

! Dy6: Acid BluB No. I
STANDARDIZANON
Concentlalion slandardized against

Paul Ehrlich Insljlulo, Langen,

PRECAUTIONS
.@l
. For rD Y[m Diagnosdc Us€

Standard of lhe

or polenlially inf€ctior.is
t€sl melhod can

lrom human

sourcos or inactivated nol transmlt inlection.
Ther€foro, all human-sourced be considet€d

potentially inlectior.is. lt is

human sp€cifiens be handlod an

Standad on Bloodborne Level 2 or other

appropriate biosafety practicos used lor materials lhal

contarn or are suspected of agents,l-a

The human plasma used in lho Conlrol is nonroactive

anti-HNn/Hv-2, and

Satoty Data Sheels are available al
contacl your local repre6gntalivo.

A cAurroNr rhis

s€ction of lhis packag€ insen,
ofler complele assurance lhat

for HBoAg, HBsAg, HlVl RNA or

anli-Hcv.

human-sourced and/
to the CONTENTS

these .eagents and

with the osl-lA

Caulion

ConsLrll insFuctions tor use

Temperaruie limilalion

Use by/ErqiEtion dale

NBgative CDnlrol

Positive Cqnrol

/, l/,1r0 Diagnoslic Msdical
Device

Lot Number

Producl oi Germany

Rang€

Lisl Numbqr
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ARCHITECT

llBeAg

INTENDED USE

Hepalltl6 B o Anllgen (HBe&) In

The ARCHITECT HB6Ag Calibralors
ARCHITECT lsystgm wh€n us6d tor

calibralion ol lh€
dstocuon ot

and plasma. Reiar
tor addltlonal

El6c32-{r1

AFCHrECT 16 a lradema* of Abbon
jun6dlcdons.

L.?

ffien
HBeAg

6C32
174 / Ros
$6C320

CONTENTS
2 Bottl€s (4 mL) ot AFCHITECT

oorlains TBIS butter with protern

contains rocombinant DiLA.d€ri\€d
lbovino) stabllizer. Pres€rvatves:

The calibrators arg at lhe tollowrng

Crnb.atd
lcrrln

STANDAFDIZATION
concentrallon standadlzed agalnst
Paul Ehrlich Ingdlute, tangen,

PRECA'NONS
.@
. Fo. rn YiLD Diagnoslic Use

ro the AFCHITECT H8€AO rcag.nl
lnldmelion.

Calibrato.s may be us€d
stotagB.

Atter each us€, lighlly clos€ f|a
2-8'C slorage.

butlor with proteln

agents.

concentrations: Key to Symbols

Slandard ol lho

C€libralor 1

Callbrator 2

0.0

1.3

Saiely Dala Sheels are avallablo at
contacl you l@al

PFEPARATION FOR ANAL

STORAGE
. Calib6lors ar€ stabl€ untillh€

handlad as directgd,
. Do not ure past expiration dalo.

lltt'c
. ,'4

Abbon GmbH & co. KG

Mex.Plancft-Ring 2
65m5 V\ii€Ebaden
G€rnany
+4$.6r22-580

C€
0088

whon stor€d and

kom 2.8'C

Fevi8od Novombdr 2014.

@2003, 2014 abbon Laboralories

Cugtomat Sarvice: Coitacl youa loc€l
a fnd country{paolfc contact lnlormatlon
su*atlrottdlegnostlcs,cqn

flabbott

Prlor lo use, mlx by gontla lnvoriion

:sjr
1

tho calibrator! lo



ARCTIITECT

Anti{lBe

INTENDED USE
Th6 ARCHrrECT Ani-Hge Callbr5tor
AFCHITECT lsystom wh8n us€d lor

El6ca4-01 o
'7 I
L9

PREPABATION FOF ANALYSIS

C,sltbator msy be used lmmediately alt6r r€miv-dl lrom 2'8'C
storaga.

Prlor to us6, mix by gentle Invorslon (Sl0 timqs)

Afl€r ggch uEe, tlghtly clo6e thg cap and relurh th€ callbralor to

2-8'C slorag€.

BIBLIOGFAPHY

calibralion ot lhg
dotgction of

human 6€rum and

Psckago ln3en
anlbody lo H€patitls B € Anllgan
plarma. F6f6r lo ihe ARCHmCT
br addltlonal Intomatlon.

. A 
"o-on,tno

CONlENTS
I Bottlo (4 mL) of ARCHIECT
nonrgactlve human plasma.

The calibrator is al lh€ lollowing

Callbrator

IEF] Gr€6nt

.Dyer Green (Acid Yellow No,23 and

PFECAUNONS
.@
. For tn lriro Diagnosfic Us6

and Haallh
patnog€ns.

US D€Danmont ol H€alth and Human Blosilaty in

,/lictobhr'logical an ! Blomedbal ed. Washingron, DC:

US Gov€mmenl P nllhg otlic€i Dscambar

Wodd Hesjrh Oryanlzatlon. L€botalory Manual, std ol.

US Dgpanment ol L3bor, Occupationsl
Adminlsrratlon, 29 CFR Part 1910.1030,

c€n6va: World H6aIn Organlzalion; 2004.

Clinlcal and Lrboratory Slanda.ds Inslilut6
ol Liloatoty l lo*erc F6m Occupatlonally

l.

3.

tbDtowd Guldelhe-Founh EdiLior. CLSI M29-M. !\hyn6,
PA: CLSI| 2014.

Key to Symbols

s€ctlon ol this packago inssn.
otl€r comol€te assuranco lhat

or poleniially inf ecliolJs

human-sourced and/
to rh6 CONIEi{TS

these r€agenE and

with fne OSIIA

sources or inaclivatod
Therefore, all human-sourced
potentially inteclious, lt is
hudan so6cimon6 b6 handlad in

Slandard on Bloodborno
appropriate biosalety praclices

codain ot arg suspeclod ot
us€d in thE

t6st method can
trom humah

nol lransmit inleclion,
b€ considsred

L6vel 2 ot olher
us9d for material9 lhal

ag6nts$
rs nonr€activ6 lor

when slor€d atd

ARCHmCT is a tademark of Abbon

iurisdicdons. All oth6r trad€mark6 ar€

Abbofl GmbH & Co. KG

Mar-Planck-ning 2
65m5 lM€sbaden
G6rm6ny
+4S-6122-580

STORAGE
. Calibralo{ is stabl€ until th€

handled as dlreclod,
. Do not us6 pasl €xpiEtion dale,

nr"'c
. ,'"4

Cuslomd Sedlc6: Contacl You, l@al
oa ind countr}Fopeclfc conlact Intoamttlon
wrw.abbottdlagnostlcs.co.n

Revlsed July 2015.
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Anti-HBe Gontrols

INTENDED USE
The ARCHITECT Anti-HBe Contfols a|o for the v€riflcatlon of lhe
accuracy and preclsion of lh€ AFICHITEfi isyslem when ussd lot
the qualitahvs detoction ot antrbody to H€patitis B e Antlgen (anli'
HBel in human serum and Dlasma. Fefer to the ABCHIrECT Anli-
flBe reagent package inselt tor additional infotmallon.

CONTENTS
2 Bottl€s l8 mL oach) ol AFCHITECT Anli-HB€ Conlrols are

recalcified human plasma. The negalive control is nonreaclive. The
positive control is reaciiv€ for anli-HBe. Preservalive: Sodium Azide-

Th6 COntrOlS are at th6 following ranges and approximale
concontrations:

STORAGE
. Conlrols ara stabls lnlil the expiralion dal€ whsn stored and

handl€d as direcled.
. Do not use Dast expiraiion date.

ltr 8'c
)l. z'cJl

PREPARATION FOR ANALYSIS

Conrols may be us€d immedlalgly alter lemoval trom 2-8 C slorage

Prior to u6€, mix by genlle inversion (510 limas).

Aiter 6ach use, tightly clos€ the caps and r€turn the controls to

2-8'C storag6.

BIBLIOGRAPHY
1. uS Dspartrnont ot Labor, Occupalional Safoty and Hoallh

Adminlstlarion, 29 cFR Part 1910.1030, Bloodborn€ pathogens-

2. US D€partmenl ol Hoallh and Human Servicos. Biosa/ely i,
Mbrobiologbal and Bionedical Labomlo es.slh ed Washington DC:

US Govsmm6nt Pnnnng Oificoi Oecemb€r 2009.

3. Wodd Health Organizarion. Laboraloty Biosalety Manual 3td ed

G€n6va: world H€alth Organlzatlon; 2004.

4. clinical and Laboratory Slandards Institute (CLsi). Ptor€clion

ol Labomlory l4hrkerc Ftun Occupationally Aagunad hfections;

Apprcved Gukleline-Fou.th Eddior. CLSI Dooum€nl IV29_A4 wavn6,

PA: GLSI: 2014.

Key to Symbols

Apptoxlmate
Concentbtlon

Cont.ol Range

Control Color (PEl U/mL) s/co (% Inhlbitlon)

l6i;;6il-l none

@E Bluea

1.30 - 2.70 -35.0 - 35.0

0.2r - 0.80 60,0 - 89.5

0,00

0.38

a Dy6: Acid Blue No. I
STANDAFDIZATION
Concentration standardized againsl tho Reletence slandard of th€

Paul Ehrlch InsIlula, tangsn, G6rmany,

PRECAUTIONS
.@
. For rn lfto Diagnoslic Use

/N
4l CAUTIoN: This Droduct conlains hunan-soutcBd and/

or potenlially infectious componenls. Ref€r to lh€ CONTENTS

section of this package insert. No known test meliod can

otfer completo assurance that producls dEriv€d lrom human

sources or inaclivatod microorganisms will not transmit intoclion.
Thsretote, all human-sourced materials sholld bE considered
pot6ntially infeclious, lt is recomm€nd6d lhat these roagents and

human specimens be handled in accordance with the oSHA
Slandard on Bloodbohe Palhogens. Biosalely Level 2 or olher
appropriate biosalety praclicos should be ussd for that
conlain or are suspoclsd of containing inleclious a

Safely Dala Sheels are availablo at www.abbottdiagnostics,com or

contact your local represenlaliv€.

Caution

Consult instruclrons lor use

Manufacturer

Tsmpelature lim laliori

use by/Expirarion datp

Contaihs sodium Azide. coniact
wi(h aclds lrberates very loxic
gas.

N€gative Conlrol

PosilivE Conlrol

lnhlbilion

/n Wiro Diagnostic Mqdical

Device

Lol Number

Product ol Germany
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ARCHITECT

Anti.HBe

Paokage ins6n Instructions must b6 carsfulty followod, Retiab tty of
assay resutts cannol be guarahle€d if lh€te are any dovations trom
the inslructions in this package insert.

T NAME
ARCHITECT Anti.HBs

T INTENDED UsE
Th6 AFICHITECT AntLHB€ as6ay ls a chemiluminesc€nr microparricle
immunoassay (CIvllA) tor lh€ qualttative det€ction ot antibody to
hepalltls B e antig€n (antl-HB6) in human s6rum and pjasma and
is Indicaled as an aid in the diagnosis and monitoring of h€pafl s B
viral infection,

I suMMAFy AND ExpLANATtoN oF THE TEST
Hepalitjs B 6 antigen (HB€Ag) and its anlibody {anti,HB€) are
touhd in assoclation with hepatitis B virat intection.r HBeAg is first
del€crable in the early phase of hepa(tis B viral inf€ctioh, afler the
appearance of hopalitis B surface anttgon (HBsAg).2 Th6 tjters ot
both anligens rise rapidly during the period of viral reptication in
acui6 int€clion, Seroconversion trom HB6A9 to anti-HBe during
acute hepatitis B inteclion is usually indicativa of resolution ol
inleclron and a reduced levelol inteclivily. A negative HBeAg resull
may indicate (1) earty acute inlection before th€ Deak of viral
replicalion or (2) early convalescence whon HB€& has declinsd
below deteclable levets. The pr€sence ot anti-HBe serves lo
drslnguish betwoen these two phases,s A subsel ol chaonic hepatitis
B patients have no dst€ctable HBeAg in serum, bul are posiliv€ lor
anti-HBei lhese palients hay also be positive for serum hepatitis I
virus DNA,4

Addilionally HBe antigen/antibody soroconversion js used as an
indicalor of vkological response whon treating patients wilh chronic
hepatiis 8.5

I BIoLoGIcAL PRINoIPLES oF THE PRoGEDURE
The AFCHITcCT Anrl-HBe assay is a competitve lwo-step
immunoassay for ths qualitative detection of anti-HBe in human
serum and plasha using Ct\,4lA technotogy with flexible assay
prolocols, referrcd to as Chemiflex,
1. Sampl€, ndulralizing r6agent, and anti.HBe (mouse, monoclonal)

coaled paramagnetac lnicroparlicle6 al€ combinod, The anti-HBe
pfssenl in the samplo binds to th6 recombinant HBoAg presenl
in the noulralizing r6agent. unbound recombinant HBeAg is
available lo bind ro the anli-HBe coalad microparticles.

2. Aft6r washing, acridinium-lab€led anli-HBs conjugat€ is addod to
creale a rgaction mixlure.

3. Followlng another wash cycle, pre-Trigger 6nd Trigger Solutions
ard added 10 the reaction mixture.

4, The rosulling chofiiluminascgnt reaction is measu.ed as rolative
lghl units (FLUS). There is an inverce relationship betw€en th€
amounl of anti-HBs in the sample and fie RLus delecl€d by the
ARCHITECT isystem oDtics.

The presence or absence o1 anti-HBe in th6 sDocimen is dst€rmined
by comparing lhs chemiluminescent signal in the r€action lo lhe
culoff signal dotermined from an aclive calibralion,
ll lhe chemilumihescent signal ot the reaclion is grealgr lhan the
cltotf signal, then th6 sample is conside€d honreactive fo. anti-HBe.
For additional informelion on systom and assay lechnotogy, r€fsr to
the AFCHITECT System Op€rations Manual, Soction 3.

T REAGENTS

Klt Contents
ARCHITECT Anll-HBe 6C34

NOTE: Some kit sizes are not avail6bl€ in all couhtt€s or tor use on
6ll ARCHITECT isystems. Pleass contacl yoljr local drsrributor.

li'cior mtcrEsl 1x6,6mL 4x6.6mL tx-i
lioxJ0orrEl 1x5.9mL 4x5.9ml 1x

F;Gfrti;iaGEiill x 5.e mL 4 x 5.s mL 1 x

liiEiipe*rGlnntioody to Hepatiris B € Antigen (mous6,
monoclonal) coated microparricles in phosphalo buft€r with
protein (bovhs) srabilizer. N,linimum concenlration: 0.08% sotids.
Preservativas: Proclin 300 and other Antimicrobial Ag€nls,

@ ncndintum-labeted anribody to H€patitis B e Anllgen
(mous€, rnonoclonal) conjugate ln MES bulter with protein (bovine)
stabilizer l/lhimum concenvation: 0.08 pg/mL. Preserualive: Pfocltn
300.

FffiidftGiil u"patitis B 6 Anlig€n (recombinanl DNA) in
TBIS buffer with protein (bovlne) stabitizer Minimum concentratroni
6.7 PEI lJ/mL. Pr6s6ruatv€s: Anrimicrobial Agents.

Other Feagents

lPiFrn'acEi solt nd'q ArcH[EcT pr6-Tr]gger sotution contain ng
1.32% (w/v) hydrogen peroxide.

lirtooea sor.'fiot lAF5HrECT Trigger Sol0tion conlarhrng 0.g5 N

sodium hydroxrde.

@ nnclr:cr wash Buffer containrng pnospna(e
buflered saline solution, Preservatives: anlrmicrobial a0ents.

\i,/arnlngs and Precautions
. ilEl
. For /n l/,lro Oiagnoslic lJs€

Satety ft6ceutlons

CAUnON: This product requir€s the handling ot human sppcimens.
ll ls recommended lhat all human-sourced malerals be considered
potentially jnfoclious and handled in accordance wilh the OSHA
Slandard on Bloodborne Pathogens, Biosatety L€vet 2 or oth€r
appropriale biosatoty practices should be used tor materials that
contaln or are suspected of containing inl€ctious agenls.6.9

500



The lollowing warrjngs and precauttons apply to: lurCi6ffiGiEil l

WARNING Contain mofi ylisolhiazolones.

H317 May cause an allergtc skln reaclion.
Preventlon

P26r AvoJd breathinq mlst / vapors / sDlav
P272 Conlamihaled worl clorhing should not bo

allowBd oul of lh€ workplace.
P280 Wsar prolectlv€ gloves / proiective

clothing / eya protoction.
Responso
P302+P352 lF ON SKIN: Wash with plonty ol wal6r.
P333+P313 It skin irntaion or rash occurs: G€t

madical adMce / atlention.
P362+P364 Take off contaminalod clothlng and wash

t befor€ reus6.
Dlsposal
P501 Dispose of contents / container in

accordance with local raqulatjons,

SloI!ga Addltlonal Stonge

Salely Dala Sheels are available at www.abbofldiagnostics,com or
conlacl your Iocal represeotalive,

For a d€lailed discussion ot salery precautions durtng system
operation, r€ler to the AITCHITECT System Op€rations Manual,
Section 8.

Reagenl Handling

. Do oot use reaggnl klts beyond the expiralion date.

. Do not pool.eegents wilhln a klt or betweeh klts.

. Betore loading the reagent kit on the syst€m tor the first time, the
micropadcle boltle tequires mixlng lo reslspend micropealicles
lhal may have sellled during shipment. For mtcroparticls mixing
inslructons, reter to the PHOCEDUFE, Assay ftocedurc s6cton
of thls packag€ Inse(

. Septums MUST be used to prevenl reagent evaporation and
contamlnallon ahd to ensure reagent Integtlty. Rellablllly of
assay results cannot be guaranl€ed il septums are not used
according to the Instructions In thls package Insert.
. To avold contaminallon, wear clean gloves when placlng a

septum on an uncapped reagent bottle,
. Once a ssplum has been plac€d on an open roag€nt bo1 e,

do hot inve.t the boltl. as this wjlt resuh in reagent leakage
and may compromise assay results.

. Over tilne, rosidual liquids may dry on the seplum surface.
Thsse are typically dried salls and havo no eflect on assay
efficacy.

For a delalled discussion of handling precautions during system
operali0n, reler lo the ABCHITECT System Operations l,tanual,
Seclion Z

Reagent Storage
When slored and handled as directed, reag€nts are stable unlillhe
eXPiralion date.

Storage Maxtmum
Iompe6ture StoEge Tjme

Additional Storage

Unopened/ 2-8'C Untit l\ray be ussd tmmediately
Opened' gxpiration atter removal trom 2.9'C

dal6 slorage,

Store in upright position.

Discard alter 30 days.

For information on lracking
onboard lime, reler to
rhe ARCHITECT System
Opelatrons Manual,
Seclion 5.

' Feagenls may bs slored on or off the ARCHITECT isyslem. lf
reagonls ar6 removgd irom the system, store thsm al z-A'C lwilh
seplums and r€placemonl caps) in an upright posilion For reagenls
slored oll lhe syslom, il is recommended lhal they be storad n
their original trays and boxes to ensure lhey .emain upright. tt the
mlcropa lcle bottle does not remaln upright (wtth a septum
Installed) while ln refrige.ated sto.age oft lhB system, the reagent
klt must be dlscarded, For inlormation on linloading reagonls, rster
lo the AFCHITECI Syslem Operations Manuat, Section 5.

Indioatlons of Feagent Deterioratlon
When a conlrolvalu6 is oul of the specilied rang€, it may indicar€
deterioration ol lhe reag€nls or sftors n t€clrniqu€, Associated lest
resuils ar€ invalid, and samples h!st be retested, Assay recallbration
lnay be necessary, For lroublsshooling infomalion, .eler lo th€
AFCHITECT System Operations Manual, S€ctlon 10.

I INSTRUMENT PROCEDURE
The ABCHITECT Anti-HBe assay tile must be installed on the
AFCHITECT isystem from an ARCHITECT isystem Assay CD-ROM

Prior to periorming tho assay,

For delailed information on assay iile inslallalion and viewing
and edillng assay parameters rsfer to the ARCHITECT Sy$em
OD€rations Manual, Section 2,

NOTE: For details on conliguring th€ ARCHTTECT isystem to use
grayzone inlerpretations, refer lo lhe ARCHITECT Syslem Operations
Manual, Seclion 2,

For intormation on printing assay param€ters, r€l€r to the
AFCHmCT System Operalions l\,{anual, Seclion 5.

For a detailed descriphon of system procodures, r€ler to the
AnCHIrECT Syslem Operations l\,{anual.

Alternate Result Units
The default r€sult unit for the ARCHITEGT Anti-HB€ assay is S/
CO (Samplo to Cutoff lat o). An allernale resutt unit, %lnh (percenl
Inhibition), may be selected for repo ing resu s by edrting assay
parameler "Resull concenlration unils", to o/rlnh, For informalion
on editing th€ Result concentration units, reler to lha ARCHIIECT
Syslem Operalions l\rehual, Section 2,

I spEctMEN coLLEcTtoN AND pFEpABATtoN
FOR ANALYSIS

Speclmen Types
Validaled specimen lypes to be used wilh thts assay:

Specimen Types Collection Tubes

Oh board Systom 30 days
Iemp€talute

Human sotum Serun
s€rum separator tubes

Human plasma Potassium EDTA

Sodium cilrat€

Sodium haparin

ACO-B

CPDA,I

CPD

Polassium oxalale

. Other specimen collection tlbe types have not been vatidated
wilh this assay.

. Periormanc€ has not be6n oqablished lor the
specrmens or the use of body lluids other thar'
and plasma.



. The instrument do€s not provde lh€ capability to verify specimen
lype. ll is the r€sponsibility ol tho operator to verity that the
corect specimen types ar6 usgd In the assay,

Specimen Cohdltlons
. Do nol us€ spocirnens with the followlng condhions:

' heat-inactrval€d

. grcssly h€fiolyzed

. obvious lnlcrobial conlaminalion
. Thls assay was doslgned and validated ior use wllh human

serum or plasma from individual pati€nt and donor spoci,nons.
Pooled speoirnens must nol b€ used since lhe accuracv of lheir
test results has nol been valldaled.

. To prevont cross contamination, use of disposabl€ pipettes ot
pipelle tlps ls recommend€d,

. Ensure that complete clol lormation in serum specimgns has
laken plac€ pdor to conlrllugatton, Som6 spsctmens, espectalty
lhos6 iaom patients rocelving anticoagulant or thrcmbol!,tlc
lhelapy may €xhibit increasad clotting tim6. lf th6 spscimsn is
cenlrifuged before a compl€t€ clot forms, th€ prssenc€ ol ltbrh
may cause orroneous r€sults or aspllallon errors,

. Speclmens froh heparlniz6d pallenls may b6 parttatty
coagulated, and eroneous results could occur due to the
prasence of fibrin. To prevenl lhis phenomenon, draw th€
specimen prior lo heparin lhotapy,

. For accutate resulls, serum and plaslna specimens must be frse
of fibrin, red blood cells, or oth€r padcutate matter

. No qual{alive pedormance dlfier€nces were obsBrvsd bstwe€n
experlmental controls and th€ 22 nonreactive or the 22 spjked
reachve specim6ns test€d with elevaled levels of hemoglobin
(< 500 mg/dl) or triglycerides (< 3,000 mg/dl).

. No qualilallve porlormance difterences were observed betw€en
exporlm6nlal conlrols and lhe 23 nonreaclive or the 23 spikod
r€aclive specimens lested wilh elevaled tev€ts of btlirubin
(< 20 mg/dl).

. No qualitalive performance differencos were observed between
experimenlal controls and the 25 nonreacljve or thg 25 spiked
reacliv€ specim€ns lested with €levated levels ol prolgin
(< 12 g/dl), or rcd blood cells (s 0.4% v/v).

Preparation tor Analysls
. Follow lhe lube manufacturer's processing instructioos lor

colleclion lubes. Glavity separation ls not sufliclent ior speclmen
Dr€Dafation.

. To ensure consistency in tesulls, specim€ns musL be transferred
10 a centrifuge tube and cehtrifuged at > r0,000 RCF (Relative
Centrifugal Forc€) for 10 mlnut€s before tesling lf
. liey conlain rsd blood cells, clots, or particulate malter,
. they rcquire repeat tssting, or
. they were frozen and lhawed,

Transfer clarlfied specimens to a sample cup or secondary tube
for lesting.

. Mlx thawed speclmens by Invertlng 180 deg.ecs from uprtght
and return,lor a total of t0Inversion cycles. Vlsually Inspect
the specimens lor the absence ot stratiicatlon. lf layerlng or
strallfcallon ls observed, repeat untllspeclmens are vislbly
nom09eneous.

C€ntifug€ al > 10,000 BCF for 10 minulos to remove parliculate
lhener and to ensure consistency in the r€sulls.

. Cenlrjfuged sp€cimens wilh a llpid lay6r on th€ top must be
transferred to a sample cup or secondary tube. Care mLrst be
taken lo lransfer only the clarilied 6pecimen withoul the lipemic
malerial.

. Inspect all spectmens for bubbles, Remove bubbles with an
applicator stick befoae analysis. Use a new appltcalor stick for
eacn specrmen to prcvenl cross contaminatioh,

s 7 days

Speoimens may b6 storcd on or otf tho ctor or red btood cells tor
llp to 7 days at 2-8 C or otf lhe clot or red blood cells for 3 davs at
15-30 C.

Plasma speclmens that have been stored at 2-8"C more lhan
thr€6 deys without relnoval lrom red blood cells should be re-
centrlfuged befote anElysls, to avold enoneous resulls.
lf lestlng wlllbe delayed mor€ than 7 days, remove s€rum or plasma
from lh€ clol, s€tum separalor, or red blood c€lls and store froz€n
(.20'C or colder),
No qualitalive diff€rsnces were observed between experimental
controls and the 23 nonreaclive or splk€d reactive specimens
subjected to 6lrcezelhaw cyclesi however, mulliple k662€Ihaw
cycles should be avoided.

Speolmen Shipping
. Packags and label specimens in complrance wilh applicable

slate, foderal, and lnt€rnational regulalions cov€ring the transpon
of clinlcal specimens and inl€clious subslances,

' bs"",

I PBocEDURE
Materials Provided
6C34 ARCHITECT Anl -HBe Feagenl Kit

Materials Required but not Provided
. AFTCHITECT Anli-HBe Assay fite obtained kom the ARcHtTEcT

iSystem d-Assay CD-FIOM iound on www.abbottdtagnostics.com.
. 6C34-01 ARCHITECT Anli-HBe Calibrator
. 6C34-10 AFCHIECT Anli-HBe Convols
. ARCHITECT Pro-Trigger Soluiion
. AFCHTTECT Trigger Solution
. ABCHITECT Wash Butier
. AHCHITECT Feaclion Vessels
. AFCHITECT Sample Cups
. ARCHITECT S€plum
. AFICHrTECI Reolacehent Caos
. Pipelles of prpelle lips (optional) to deliver lhe volurnes specrfied

on the palient or convol ordet screen.

For informalion on mat€rials r€quired for maintenance procedur6s,

refer 10 lh€ ARCHITECT System Operations Manual, Section L
Assay Procedure
. Before loading lhe reagent kil on the syslem tor the lirsl

lime, ths m cropadcl€ bottl€ req!ires mixing lo rssusp6nd
microparticles that may have setlled during sh pment. Atler the
first lime the microparticles have been loaded, no further rnixing
is rsquir6d.
. Invert the micropa lcle botlle 30 tlmes.
. Visually inspecl the botlle to ensuro microparlicles are

resuspended. lf microparticles are still adher€d lo lhe bo le,
continue lo inverl the botile unlil lhe microparlicles have

been complelely res!spended.
. lf lhe microparticles do not resuspend, DO NOT uSE.

Conlact your local Abbott representative.
. OnCe the mrcroparlicles have been resuspsnded, remove

and dlscard the cap. Wearing clean gloves, removo a
septum from lhe bag. Car€lully snap the seplum onto the

Speoimeh Storage
Speclmen Type Storage Temperature Maxlmum Storage The
Serum/Plasma 15-30'C < 3 days

2-A'C

top oi ihe bonle,

Load lhe reagent kit on the ARCHITECT isystem.
. Verily lhal all necessary rcagsnts are
. Ensurg that seDlums are Dr€senl oo all



. Order calibration, if necessary.
. For iniormation on ordeting calibralions, refer to the

ARcHIfEcT System Operation6 Manual, S€clion 6.

. order tesrc.
. For information on ordering palient specimons and

conlrols and lot general operatlng procedur€s, rsl6r to lhe
AFTCHITECT System Operallons Manual, Sectlon 5.

. Minimum sample cup volume is calculat€d by lhe system

and printed on the Orderlist.epon. To minimize lhe affects of

evaporalron, verify adoquato sample c!p volume is presenl prior

10 runn ng lhe tes1.

lvaxlmum numb6r ot replicat€s sampl€d fiom th6 same sampls
cup: l0

Sample voluma for first lest: 150 pL

Sample volurne for each additlonal test from sahe sample

cup:100 uL
. < 3 hours on board:

Sample volume for ljrsl tesl: 150 IL
Sample volume for each additlonal lest fiom same sample

cup:100 UL
. > 3 hours on board: Additional sample !€lwe required. Fo.

intohation on sample evaporation and volum€s, refer to the
AFICHITECT Sy6t€m Operations Manual, S€crion 5.

. ll ushg pimary or allquot rubos, use lhe sample gaug€ to
€nsure suflicjent pati€nl specimen is present,

. Prepare ARCHITEOT Antl-HBe Callbrator and Conlrcls.
. Mix calibrato46) and conlrols by gentl€ inversion (510 times)

belore us€.
. Hold boltles vertically and dispense recommended volumes

lnto each respeclive sample cup.
. Recomm€nded volumes:

for each calibrElor: 10 drops

lor each conlro| 4 drops

. For inlormation on loading samples, reier to the AFCHmCT
Syslem Operallons lranual, Seclion 5.

. Press RUN.

. For addrtional inlormation on principles of operalion, refer 10 lhe
AFCHITECT System Operallons Manual, Section 3.

. For optimal performanca, il is imporlanl lo perform rculine
maintenance as descrlbed in lh6 ABCHITECT Syslem Operations
Manual, Sectron 9, Perform mainl€nance more frequenlly when

required by laboratory procedu.es.

Specimen Dilution Procedures
Specimens cannot be drluted for lhe AFICHITECT Anti-HBo assay.

Calibration
. Tes Calibralor 1 in replicates ol three. The calibrator shor.ild bo

priority loaded.

A singlo sample of each controllevel must be tssled to evaluate
the assay calibration. Ensurs that assay control valu€s are within
the langes specified in lhe respective convol package inssrl.

. Once an ARCHITECT Anli-HBe calibration is acc€pbd and
stored, all subsequent samples may b€ tested withoul furlher
calibration unlBssl
. A reagent kil wilh a n€w lol number is used or
. Controls are oul of range.

. Fot detalled hformation on how to p€rform an assay calibtation,
retsr lo lh€ AFCHITECT Syst€m Op€rations Manual, S6ction 6.

Osallty Control Proceduaes
The minimum conlrol requirernent for the ARCHIIECT Anll-HBa assay

ls that a single sampl€ of both the controls be losted once every

24 hours each day of use lor each reageni lot. lf the qualily control
proc€dures in your laboralory require mor6 keq!6nl usg of contrcls

to verily t€st rosults, follow yout labotalory-specilic prccedures.

The ARcHffECT AntiHB€ control valu€s must be wilhin lho
acceptable ranges specified in the control packags ins€rl. lf a

conlrol ls out of lls sp€cilied lange, the assoclaled lesl results

are invalid and samples must ba r€lesled. Fecalibralion may be

indicated.

V€rlllcatlon ot Assey Clalms

For protocols to ve fy package inse.t claims, refer to the ABoHITECT

Syst€m Opsratlons Manual, Appendix A.

The AFCHITECT Anli-HBe assay belongs lo molhod gloup 5.

I RESULTS
The ARCHTTECT isyslem calculates tho ARCHmEGT Anli-HBe

Calibrator 1 mean chemilumin€scent signal (FLIJ) lrom 3 replical€s
and stores the resull.

Calculation
The AFCHnECT isvstem calculates an ARCHITECT Anli.BBe resull

based on the ratio of the sample RLU to lhe culott FLU (s/co) for

€ach specimen and conlrol.
. culotf BLIJ = calibator I mean BLU x 0.t
. The cutoff RLU is stor€d ,or €ach r€agenl lot calibralion.
. S/cO = sampl€ Bt!/c'Iofl RLU

Exalnplej

lf the Sample RLIJ = 15000 and the

cutotl RLIJ - 30000, then

15000/30000 = 0.50

S/CO = 0.50

The ARCHITECT isystem calculales lhe percont inhibltion (%lnh) oi

the samDle RLIJ relalive lo lhe Calibrator 1 mean BLIJ

% lnh bilion =
Calibrator 1 Mean RLU - Samplc RLU

r 100
Calbalor l Mean BLU

50000

% lnhibilion = 75

lnterDretatlon ol Results
. Specimens with S/CO values > 1.00 ar€ considered norreactive

by the AFcH[Ecr Anti-HBe assay and n€ed nol be rested

lurth€r.
. Specimsns wilh S/CO values < 1.00 are considered reaclive by

the ARCHITECT Anti-H8e assay.

' Specimens whh %lnh < 50' are considsred nonreactive by lhe
AFCHrECT Ant-HBe assay,

. Specimens wilh %lnh > 50* are consid€red reaclive by the
ARCHITECT AntiHBe assay.

. Samplos with S/CO values > 3.0 of %lnh < -50 may be r€ac ve

tor HBeag and should b€ t6s1€d lor HB€Ag.
. All iniiially reaclive specimens should be translened to a

cenlifuge tubs, recenlrliuged at 2 10,000 RcF lor 10 minules

and retestod in duplicate, ll both relesl values are non.€aclive,
the specimen musl be considered nonreaclive Jor anti-HBe.
lf eilher ot the retest values is reactive, the specimer must

Example:

lf the Sample RLU = 15000 and the

Calibralor I Mean FLI.J - 60000, lhen

grayzobe interprelalions, refer lo the

Operations Manual, section 2.

xl00=75

be consider€d rep€ai reachve lor anli-HBe by lhe
ARCHITECT AnIi.HBe.

60000n5000

For delails on configu.ing tho ARCHITECT



' NOTE: Du6 lo mathematical rounding a sample result of, for

example, 49.9%lnh €quals 50%lnh and is considered reaclive by lhe

ARCHITECT Anti-HBe assay.

Flags
Soms results may contain infomatlon in thB Flags lleld. For a
doscripiion of lhe tlags that may appoar in this field, ret€r to lho
ARCHffECT System Operatrons i,lanual, S€ctlon 5.

T LIMITATIoNS oF THE PRocEDURE
. lf the anti-HBe resulls are inconsistent with clinical eMdence,

addilional testing is suggEsted to cohfirm lh€ resull,

. For diagnostic purposes, results should be used in coniunction
with patlent hislory and olh€r h6patiti6 markets for diagnosis ol
acute or chronic inieclion.

. Specimens lhat have been kozen and lhawed and spaclmens
contalnlng red blood cells, clots, or padculat€ matt€r musl b€

cantrifuged pio. to running tho assay.
r Specimens from patl€hts who hav€ rsceived preparatlons

of mouse .nonoclon€l anlibodies for diagnosis or therapy
may contain human anti-mouse anlibodies (HAMA). Such
sp€cimens may show either ials€ly €lsvated or depressed valuss

when tosted wilh assay kits thal employ mouse monoclonal

ahtlbodl€s.r0 rrARCH|TEGT Antl-HB€ rsagenls contain a

component thal rsduces the otfocl ol HAI\,IA reaclive specim€ns,
Additional clinical or diagnostic information may b€ reqoir€d to

delermine patient status,
. Heletophilic antibodies in hlman serum can react wlh reagenl

immunoglobulins, Interfering with in vtro immunoassays, Pati€nls

roulin€ly sxposgd to animals or to animal serum products can

be prone lo this inledorence, and anomalous values may bo
obs€rved, Additional iniofmalion may b6 required for diagnosls.l2

I SPEcIFIc PERFoHMANcE cHARACTERISTICS

Precision
The prec sron of the AFICHmCT Anti-HBo assay across the control
ranga (0.21 - 2.70 S/CO) ls s 10%. A study was performed using a
panel consisting ol ons nonreactive momb€r, four diluted anli.HBg
reacliv€ members, conlrols, and lho calibrator. Two exernal siles
lested ovo different lols oi the conlrols and the calibrator across lwo
reagent lots (every combinallon), ahd an internal sile lesl€d three
differenl lols of conlrols and calibrator across three reagenl lots
(ev6ry combination). All panel m6mbers were lested in repllcates ot
three per mn, The intra-run and int€r-run standard deviallons (SD)

and percent coellicienl ol varialion (%CV) ware analyzed with a

variance componenls analysisl3 using a mix€d analysis of variance
model14. The dala trom lhis study ar6 summarized in Table 1,

T6ble 1: AFCHIIECT Anri-HBe Precision'
l ra-run

Specificity
Th6 ARCHrTECT Anli-HBe assay spocilicily for random blood donor

specimons is > 99,5010,

A study on a total of 1310.andom blood (serum and plasma) donor

sogcimens was p€rformed at two clinical sites. Si)( sp€cinrens

w€re reactive by ARCHmCT Anli-HBe and were also roaclive lof
anti-HBc. The rsmaining 1304 speclmens w€re nonreactive by

ARCHrrECT Anh-HBe. The data lron this sludy are summarized in

Tabl€ 2.

The AFCHITECT Anli-HBe assay sp€cificily for hosp{alized patienl

spoclmens is > 99.0%.

A study on a total of 498 hosphaliz€d pallonl specimens was

pdrformed at one clinlcal slte. Slxly-ftleo speclmons were reacllv€

by ARCHITECT Anti-HB€ and were also roaclive for anli-HBc. The

r€maining 435 sp€clmens were nonreactive by AFCHITECT AntiHBe.
Th€ dala from this sludy are summarized In Tabl6 2,

Table 2: AFCHITECT Antl-HBe Speclfcity Fesults Uslng SPecimEns

lrom Fandom Blood Donors and HosPilallzed Palients'

t{u|Iher ol
Numbor o{

Rdrclrves by

lnilial B!!.rl SupPltmanlal
noacllve Rdactivs Tesling"Populrlion

Random Blood oonors 13T 0

Ho6pilallzed Patents 498

1808 70

' Fteoresenlative oedormance dala are shown. Besults oblained in
indMdual labonlories and wlth dlltorent populalions may vafy.

" supplemenlal tesnng on antiHBo repeal loaclivos was pertormed

wlth an antiHBc assay,

A sludy was performBd in which a lotal ol 155 spec mens from

individuals with pot€ntially inlerfering substances and disoase slates
olher than HBV (CMV EBV anti-HAV anti-HCV anli-Hlvl, HSV

rubolla, HBV vaccine rccipienls, syphilis, urinary tracl infeclions,

rh€umatoid faclor, anli'nuclear autoanlibodi6s IANA], loxoplasmosis,

alcoholic cirrhosis, pregnant folnalos, multiple myeloma, rnultiparous

femal€s, dialysls palients, human anli-mouss antiboc,ies IHAMAI)
w€re t€stsd by ARCHITECT Anti.HBo. S€ven spocrmens were

reactive by ARCHITECT Anli-HBe and were also reaclive tor anlr-

HBc. The dala from this study are summanzed In Tabls 3,

A sEdy was p€rfom€d in which 75 specimens lrom individuals with

hiqh sk ol blood oansmissiblE infsctions (lnlravenous drug users

[VDU], m€n who have sex wilh msn IIrSI\,1], hemophrliacs) wer€

tested by ARCHITECT Anti-H86. Fitlo€n specimens were reactive by

AFTCHITECT Anti-HBa and were elso r€activ€ for antiHBc. The dela
from this study are summarized rn Table 3.

Table 3: ABCHITECT Antl-HBe Speclfclty aesulls Using Polenllally
Interfering Substances and Hlgh Fisk Speclmens'

6364

nl|Ibd lold i filan VCo
umhEr ol

Rsacliv$ by

RrD.at supplemenlal

nlaclilr Tlslingli

Uumber ol

Spocimens Innial
Toslod Roaoliva

lnlsr-run*'

s0 %cv s0 %cv

Calibnlorl

Nsgaliw
cantul

Conlrcl

516

516

200
1.97

051

0.095

0.085

0 427

4.79

4.38

655

418

465

5.51

3.72

3.76

204

?44

244

504

493

475

469

093

170

2t4

244

0.097 4.83

0 00s 4.80 Popuhlion

Polentally Inlerledng

Substancgs

High Rrsk olBlood

' ReDresenlalive Derlormance dala are shown, Resuhs oblained in

Individual laboratories and with diller€nt populations may vary,

" Supplemenlal testing on an -HBe ropeat reac{ves was performed

wilh an anli-HBc assay,

Sensitlvity
The ARCHITECT Antr-HB€ assay sensitivrty s > 99.5%. A srudy was
perlormed in which a lolal ol 206 specimens, whrch were pre-

characterized reacliva for anti-HBe and anti-HBc, were allIF49tivs--.
by AFCHITECT Anti-HBe. The dala lrom lhis srudy

in Table 4.

1575

Panel3

0.11

0.23

047

0.005

0.008

0.018

0.007

0.010

0.022

Panel5

0.044

0,080

0.047

0.084

' ReDresentative oerlohanca data are shown. Results oblained in

individual laboralori€s may vary.

" lntecruh variability conlains Intra-run variabilily.

llrr\ 1i{i



Table 4: ARCHITECT Anll-HBe Sensltivlry R€Gults Uslng Sp€clmens I Key to SymbOlS
Pre-cha|Ecr€rlzed Reacllve tor AnlFHBe'

Numbor ol Specimais
T6sled

Ple.characterized
Anti-HB€ Reaclves

Populrllon

206206

' R€orastsntative o€rfolmance dala are shown. FesLrlls oblained in

individ[ial laboralories and vlith dilferenl populations may vary.

The AHCHrECT AnlLHBe assay sensitivrty al lhe cut-off is < 0.45
PEI U/mL.

A study was perlo.med in which a total of 93 specimens kom
indrviduals cljnically or serclogically classified with different stages ot
HBV infection wer6 tested by ARCHITECT Anti-H86. Seventeen out of
36 acut€ specim€n6 were reaclive and 19 were nonreacliv€. Out oi
57 chrcnic specimons, 36 wer€ r€activo and 21 w€r€ nonreacllve.

Assay Comparlson
A lolal ol 2605 specimens (tandom blood donors, hospitalized
palenrs, potentially inlgrlering substences, high risk of blood
transmissible in{ections, acute HEV infection, chronic HBV infeclion,
other HBV posilives, and sgroconv€rsion panels) were lost6d by
AFCHITECT Anti-HBe and AXSYM Anli-H89 2.0, The agreem6nl
betw€en lh€ two methods was 99,1970 (2584/2605).

I BIBLIoGRAPHY
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Th€ followng US Palents are rslevant lo lhe AFICHITECT isyslem
or its componenls. There are olher such patents and palent
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ARCHITECT

Anti-HBc lgM Galibrators

INTENDED USE
The ARCHrECT Anli'HBc lgM Callbralors ar€ for the calibrallon of
the ARCHITECT isystem whsn used lor th6 qualitative dateclion ot
lgM antibody to Hepatitis B core antigen (anti-HBc lgl\/) in human
serum and plasha. F6l6r lo th6 ARCHITECT Anti-HBc lgM reagent
package insort for addnional lnformaton,

CONTENTS
. 1 Bonl6 (4 mL) ot ABCBITECT Anll-HBc lgl/ Calibrator 1.

Fecalcified nonreaclive human plasma. Preservatrves: Proclin
950, Proolins0o and olher anlimicroblal agents.

. 1 Bonle (4 mL) ol AACHITECT Anli-HBc lgM Calibrator
2. Recalcifred human plasma reactive for anli-HBc lgl,l.
Preservatives: Proclin 950, Proohn3oo and other anlimicrobial
agents,

The CalibEtors are al the foliowing approximate conconlralions:

Calibratot Cofl centratlon (PEl U/mL)

lc^rlil
lcfEl

0

STANDAFDIZATION
Conc€ntration standardized against th€ Floferenc€ Slandard ol the
Paul Ehrlich Instituld, Langen, G6rmany.

PRECAUTIONS
.@
. For /n Yitro Diagnostic use

,/I\
,/l\l--j---\ CAUTION: This prodJct conlains human.sourced and/or

potentially infectious components. Refer to lhe CONTENTS sgclion
of this package insert, No known test method can offer complele
assurance lhat products deri,"€d trom human sources or inaclivalsd
microotganisms will nol transmil infection. Therefore, all human-
sourced materials should be considerod polenlially infeclious, lt
is recornmondod lhat these r€agenls and human specihens be
handled ln accordance wilh the OSHA Standard on Bloodborne
Palhogens. Biosalely Level 2 or other appropriale btosafety practices

should be used for matenals lhat conlain or are suspgcted ol
containing infectious agents.14

The human plasma used in Calibralor 1 is nonreaclive for HBsAg,

anti-Hlvl /HIV-2, anli-HCV, anti-HBs, and HIV-1 RNA or HIV-1 Ag.

(]Ja)
The human plasma used in Calibralor 2 is reactiv€ for anti-HBc lgM,
reactive or nonreactN€ for HBsAg and nonreaclive for anti-Hlv-1/HlV.
2, anti-HCV and HIV-1 RNA or HlV.1 Ag.

saiety oata Sheels are availabl€ at www,abboltdiagnostics,com or

contact your local representalNe,

For a detailsd discussion of saf€ty precau ons during system

operalion, refer to lh€ ARCHITECT System Operatlons Manual,

Seclion 8.

STORAGE
. Calibralors are stable untrl lhe expvation dale when stored and

handled as direcled.
. Do not use past expiralion date.

lr8'c
tv

A.2'c-a
PREPARATION FOR ANALYSIS

Calibrators may be us€d immediately atler r€moval frcm 2-8'c
storag6.

Prior to use, mix by genlle inv€rsion (5-10 lim€s).

All€r each use, ti€htly close the caps and roturn lhe calibralors lo
2-8'C slorage.

BIBLIOGBAPHY
US Department of Labor, Occuparlonal Safoty and H€alllr

Admlnistralion, 29 CFR Parl 1910.1030, Btoodborn€ palhog€ns.

US Department ol Heallh and Human Selv|cos. Aiosafety /n

Microbological and Bionedical Labotato es.srh ed, wash,ngton, Dci
US Governmenl Printing Ollicsi Decambsr 2009.
Wo d Heallh Organizalion. Labontory Eiosatety Manual. 3d ed

G€n€va: World Health Orcahizalion; 2004
Clinical and Laboratory Standards InstitutE (CLSI). P/olecdot-. -
ol Laborarcry llk*ets From Occupatlonally Acquied sjt 1..
Apptowd Guitkllne- Founh Edition CLSI
PA. CLSI| 2014.

The follo /inq warninqs ano pr"""rtion" 
"ppty 

to, ldTll / EETiI

o
WARNING Contains m6thylisothiazolones,

H317 Mav cause an allorqic skin reacl on,

P261 Avoid breathino misl / vaoors / sDrav

P272 Conlaminal€d work clolhing should nol be

allowod oul ol lhe workplace,

P280 W6ar pror€ctive gloves / prolective
clothinq / eve oroteclion.

Besponse
P302+P352 F ON SKIN| Wash with Dlentv ol waier.

P333+P313 f skin krltalion or rash occursr Gel
medical advics / altention.

P362+P364 fake oif contaminated clothing and wash

Disposal
P501 Dispose of conlanls / conlainEr in

accordance wiih local requlalions,
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ARCHITECT

Anti-HBc lgM Gontrols

INTENDED USE
The ARCHrrECT Anti-HBc lgM Convols arg for the veriticallon of the

calibration ot rhe AFCHITECT lsyst8m wh€n usad lor the qualilative

detecllon of lgM anlibody to Hepalitis B core antigen (anll-HBc lgl\r)
in human s6fum and plasma. Reter to the ARCHTTEGT Anli-HBc lgM

r€ag€nl package insert for additional informalion.

CONTENTS
2 Bottles (s mL each) of ARCHITECT Anti-HBc lglvl Conlrols ale
prepared in recalcitied human plasma.

. The Negalive Control is nonrgactivo. Preservalives: Proolin 950,

Proclin 300, and olh€r antimicrobial agenls.
. The Positive Convol is reaclive lor anli.HBc lgM, Pres€.vatives:

ProCIin 950, Proclin 300, and other aotihic.obial agenls.

The controls ar€ at the following ranges and approximal€

Concentratlon
(PEl U/mL) Bange (S/co)Control Color Dye

|;o|,reorft
Foxrio!rn

NOn6

Acid Blue
No, I

Nalural

Blue

0.0.25

1,608 - 4.825

STANDABDIZATION
concentration sbndardized against the Flelerence Slandard of the

Paul Ehrlich Instnul€, Langen, Germany.

PRECAUTIONS
.@
. For /n nro Diagnosdc Use

,/I\/I\
l-j-l cAUTloN: This prodJcl contarns human-sourced and/or
porentially infectious components. Refer to lhe CoNTENTS seclion
of this package inse , No known lest method can off€f complele
assuranco lhat products dorived irom human sources or inactivaled
fiicroorganisms will nol vansmil infection. Therelore, all human-

sourc€d materials should be considered polenlially infectious, lt
is recommend€d lhat these reagonts and human specimens be

handled in accordance wilh the oSHA Standard on Bloodbo.ne
Pathogens. Biosafety Level 2 or other appropriate biosafety practices

should be used for malerials lhal contain or are suspecled ol
containing infeclious agenls,n4

The human plasma used in Negative Conlrol is nonrEaclve lor

HBsAg, anti-Hlv-1/HlV.z, anli-HCV anll-HBs, and HlVl RNA or HlVl
Ag.

r-),*ll\(x)
The human plasma used in Pos trve Control is reaclivB for Anli-HBc
lgM, reaclive or non reaclive for HBsAg and nonreactive for anli-
HlV.1/HlV-2, anli-HCV and HIV-I RNA or HIV-1 Ag.

satety Data Shesls are avarlaue at www,abbotldiagnoslics.com or

contact your local represenlativs.

For a dstarlsd discussion of safeiy precaulions during syslem

opefation, refer lo lhe AFCHITECT System OpeGliohs l\,4anual,

Section 8,

STORAGE
. Controls are stable until the expiralion dale wh€n slored and

handled as dlf€cled.
. Do nol uss past expiralion date,

llrs'c
n.2'c'l

PREPAFATION FOR ANALYSIS

Conttols may be used imm€diately aiter removal frcm 2-8'C slorage,

Prior to us€, mix by gentle inversion (5-10 irmes).

Aher each use, tightly close the caps and reluro the controls to

2-8'C slorage,

BIBLIOGRAPHY
l. IJS Depa(menl ol Labor, Occupational Salely and H€allh

Adminrstration, 29 CFR Parl 1910.1030, Bloodborns palhogsns

2. US Deparhent ol Health and Human s€wices. 8ios6tuty It
Microbiologiaal and Bionedical Laboratoties. 5\h ed Wash,nglon, oC:

LJS Gov€rnmenl P ntlng Ottic6; December 2009,

3. world H€afth Organizarion. Labotalory Biosatety Manual. 34 ad.

Gen€va: World Hoalth Organizalion; 2004.

4, clinlcal and Laboraro.y Standards Institule (CLsl),

0

150

ol Labotatory vhrkars Fton Occupationaly
Appnwd Guidellne-Founh Edin1n- cLSl
PA: CLSI; 2014.

The lollow,ng watrings and precaulions apply lo: lcorrFoLl-l/

o
II'ARNING Conlains m€thvlisolhiazolones.

H317 Mav cause an allsrqic skin reaclion.

Pruvenlion
P261 Avold brearhinq mlsl / vapors / sp€y.

P272 contaminated work clothing should nol be

allowed out of the workplace.

P2AO W6ar prolective glovos / prclective

clothing / eye proteclion,

Response

P302+P352 lF ON SKINr Wash wllh plenly ol waler.

P333+P313 lf skin kfltalion or rash occurs: Gs1

mBdical advice / allenlion.
P362+P364 Take off contaminaled clothing and wash

il b€fore r€use,

Disposal
P501 Dispose of conlenls / conlainer In

accordance wilh local requlatrons.



Key lo Symbols
Elologlcal.isks

Cautlon

consull lnslruclions lor use

lvlanufacturer

Temp€ratuf e llmltation

Uso by/Expiralion date

N€gativ€ Control

Posiliv€ Codrol

H€patjlis B Risk

/n VTt o Dlagnostlc Medical
Device

Lol Numbor

Product of Gormany

Range

List Numb€r

Wa|ning: May cause an allergic
€acton,

ARCHmCT is a lradema* ol Abbott Laboralori€s in waious

Jurisdictrons.
Proclln ls prop€rly of ils respeclivo owner

Abbo GmbH & Co. KG
Max-Planck.RiDg 2
65205 lviesbad6h
Gelmany
+49-6122-580

Customor S€wlce: C4fiacl yout local Jepregematlve
d fnd country6p€cific contact inloamsiion on
www,abbottdiagnosllqs.com

C€
0088

Fevis€d Aljgust 2015.

@2015 Abbott Laboratories flAbbott



o

u
ARCHITECT

Anti-HBc lgM

@ scgs-zz
@ 6C33-22

Package inserl instructions musl be carefully followod. Beliabllity of

assay resrilts cannot be guatanleed If lhere ale any dsviations from

the instructions in lhls packag€ insert

I ruerrae
ARCHITECT Anti-HBc lgM

T INTENDED USE
The AFTCHTTECT AnliHBc lgM assay ls a Chomilumin€sc€nt
J\,iicroparticlo lmmunoassay (CltllA) for the qualitative d€tection oJ

lgM antibody ro hepatltls B cor€ anllgen (anllH8c lgM) h human

serum and plasma and ls indicated for use as an aid in lhe diagnosls

of acule or recent hepalitis B vi€l Infsction.

I SUMMAFY AND EXPLANATION OF THE TEST
The ARCHIECT Anti-HBc lgM assay utiliz€s acridinium.labe]ed
recombinant hepatitrs B virus core antlg6. (rHBcAg) coniugale tot

the detection of anlr-HBc lgM. Viralspecific lgM antibody has been

detected in most acute viElinfections and is a reliable malker of

acute disease, The concentrations o{ anti-HBc lgM lise rapidly in

patienls wilh acut€ inf€ctioni high levels of anti-HBc lgM hav€ be€n

dotected in patients with acute hepatitis B vilal inleclion.l_s Hepatltis

B surface enligen (HBsAg) wll generally also be prosenl as a

serological marker oi an adJte infection,0_3 but there are reporls ot

HBsAg being undetectable.s, lo

In lhe convalescenl phase, anli-HBc lgl\,1 will persist aftor the

disappearance of HBsAg and decreasE slowly ovet time. In lhe
abssnc€ oi inlorrnation about any other h€patitis B Vrus (HB\')
rnarkers, il m!sr be consid6red that an individlial wilh detectable
levels of enti-HBc lgt\,l| may be actively infected wilh HBV or lhat lhe
in{eclion may havs r€solv€d. Anli-HBc lgM may also bo presenl in

Datients wilh chronic heDatitis B viral infection,6-3 The concentElions
are generally lower than lhose associaled wnh acule jnfections and

mav rise and lall wilh exacorbalron of lhe dis€as€,1t15 Dlflersnliation
of acule and chronic hepalilis B viral inlectjon solely on the basis

of Vral markers, which ar€ also lrequenlly present, such as HBsAg,

anti-HBs, HBeAg, anti-HBe, and anti-HBc, is ditficult because most

of these markers occut in both acule and chronic disease, Since

$ere is high correlalion of high anli.HBc lgM concenlGliohs with

acute hepalilis B vral infeclion, the tesl for anti-HBc lglv may serve

as an aid to distinguish acute hepalrtis illn€ss due to HBV v€rstis

sdperimposed Infections by other possible ag€nts such as nepaliis
A, hopatitis C, or della \4rus.6. r rr' 16

I BIOLOGICAL PFINCIPLES OF THE PROCEDURE
Th6 ABCHITECT Anli-HAc lgM assay is a two-step immunoas6ay

lor lhe qualilative detection of anliHBc lgM in human serum and
plasma using CMIA technology wth llerible assay protocols, reierr€d

to as Chemiflex.

1. Prediluted sample and anti-human lgM (mouse monoclonal)

coaled paramagnalic microparlicles are combin€d. The human

l9M presenl in the sample binds to the anta.human lgM (rnouse

monoclonal) coaled microoarticl6s.

2. Allor washing, anti-HBc sp€cific lgM binds lo the acridinium-

labeled rHBcAg cohjugele that is eddsd.

3. Following another wash cycle, Pre-Trigger and Trigger Solulions

are added lo the r€action mixture,

4. Th€ rosuiling chemiluminescent reaclion is m€asured as 16laliv€

light units (Ftljs). Th€re is a direct relationshlp belween lhe
amount of anli-HBc lg[,4 in the sampl€ and the RLus delected by

the ARCHITECT lSyslem optics,

Th6 presBnca or abs€nc€ ol antl-HBc lgM In the specimen ls

dsl€.min€d by cohparing tho ch6miluminescsnt signal in th€

reaclion to the cutoff signal detetmined from an activa ca|bralion lf

th6 Chsrnlfumlnescsnl srgnal In lh€ rsacllon ls gteal€r lhan ot eoual

to the cutoff signal,lhs specimen is consid€r€d reaclive for anli-HBc

lsM.
For additional hformation on systsln and assay lechnology, rel€r lo

th€ ABCHITECT system operations Manual, seclion 3

T REAGENTS

Kit Contents
ARCHITECT Anll-HBc lgM 6Ca3

NoTE: some kit sizes are nol availabl€ in all countries or lar use on

all ARCHTTECT lsyslems. Pleass conlacl your local dislributor'

6C3T22@

F'cRop hrrciEsl

Eox-Jns^YEl

lMlcFoelln|ct.Es I Anti-human lgl,4 (rnous€ rnonoclonal) coated

micropanicles in TFIIS buflor wilh protsrn (bovino, goa0 stabilizers.

Minimum concentralion: 0.12% solids. Preservalives: Antrmicrobial

Agents,

lailiffil461;61n;urn-lsbeled hepatilis B virus core antigen (E corl
r€combinanl) conjugate in succinate bufler wilh pfolein {bovine)
stabilizer. Mrnimum concentration: 0.4 pg/mL, Prese|Valives:

Antimicrobial Agenls.

Other Reagents

FFEritaoER sorufloll A16HITECT pre.Tigger Sotut on conrainrng

1.32% (w/v) hydrogen percxid€.

linroort solrrroil 4q6H1TECT Trigg€r Solurion containing 0.35 N

sodium hydroxide

I'raiiEurEil a1661661 wash Butt.r conlaining phosphate

buflersd saline solution. PreseNalives: anlimicrobial agenls,

Warnlngs and Precautlons
.@
. For /n Yito Diagnostic Use

Safety Precautlons

CAIJTION: This producl requkes lhe handling of human specimehs

It is recommended thal all human-sourced malerials be considered

ootentiallv inieclious and handled in accordance wilh lhe OSHA

Standard on Bloodborne Pathogons. Biosafety Level 2 or olher

appropriate brosately practices should b€ LiSed lor malerials lhat

1x5.6mL

1x5.9mL

4x5.6mL

4 x 5.9 rnl

conlain or are suspect€d ol contatning infeclious ag6nts,



The iollowrng wanlngs and plecauiions apply 1o: l!9!!99!!El

WARNING: Contalhs Poly€thylene !lycol oclylphenyl
alher lTriloh X-405)

H319 Causes serlous eve lrrllallon.

P264 Wash hands thorouqhlv alter handlinq.

P280 Wear prcteclive gloves / protective

clolhlnq / ove orotecllon.

P305+P351+P338 lF lN EYES: Flns6 cautlously wlth waler
for several mlnutes, Remove contacl
lens€s, if presant and easy to do.
Continu6 rinsing,

P337+P313 ll eye irritation persisls: G€l medical

adMce / anention.

I Fleagents may be slorsd on or olf the ABCHITECT isyslem, It

teagents are rsmov€d from lh€ systsm, slore lhem al 2-8'c (wilh

sspllms and replac€menl caps) in an upnght position For reagenls

slo/ed off lhe system, il is recommendod that they b€ stored in

lhelr orlginal trays and boxes lo ensure they remaln uprlghl ll the

mlcropanlole boftle does not remaln uFdght (wllh e scptum

installed) whlle in relrigerated storage ofl the system, the reagent

kit must be dlscarded. For inlormation on unloadlng reagenls, r€fer

lo lh€ AFCHITECT syslem operallofls Manual, section 5.

Indlcations of Re€gent Deterioration
When a conlrolvalua is out ol lhe spscilied fangs, t may ind cale

deterioration ol the feagenls or orrors in lechnique, Associaled lesl
r€sulls are invalid, and samples musl bs r€losled. Assay recalib.ation

may be nac€ssary For lroublsshoo[no 
'ntormation, 

r3lBr to ths
AFCHITECT Syslem Operations Manual, Sectlon 10

T INSTRUMENT PFOCEDUFE
The ARCHrEGT Anti-HBc lglvl assay file must be inslalled on lhe
AF|CHrECT rsyslem from an AFCHITECT lsy$em Assay CD.RoM
prior lo perlorming th€ assay,

For detail€d informa on on assay lile lnstallation and vlowrng

and oditing assay parametors, refet lo ths AFICHITECT System

op€ratiohs Manual, Seclion 2,

NOTE: For delails on conliguting lhe ARCHITECT isystem to use

grayzone interprelaionsl reler lo lhe AFICHITECT System Operalions

Manual, Seclion 2, Stibsectioo Assay Settlngs, Conflgure assay
paramerers dlalog windo\, - Inlerpretalron.

For informaton on printing assay paramelers, tefer to the

AFCHrTECT Sysl6m Operations Manual, sactlon 5.

For a detailed description of system procedures, reler to tho

AFCHITECT system operatlons Manlal.

T SPECIMEN coLLEcTIoN AND PREPAFATION
FOR ANALYSIS

Speolmeh Types
valldat€d specirnen lypos to be us€d with lhis assay:

Specimen Types Collection Tubes

Safety Data Sheots aro availabl€ at www.abbottdiagnostics.com or

contact your local representalive,

Fo. a delailed discussion of safety precaulrons duing system
ope.alion, reter ro lh€ ARCHTTECT Syslem Operations l\,4anual,

Seclion 8,

Reagent Handllng

. Do not use reagenl kits beyond the expiration date-

. Do not pool reagents withln a kit or betwcen klts.

' Belor€ loading ths r€agent kit on the system lor lhe firsl time, the

micropanicle bollle requires mixing lo resuspend microparticles
lhat may ha!€ ssttlsd during shipment. For micrcparllcle mixing

inslructions, reter lo the PROCEDIJRE, Assay Procedure seclion
of lhis packag€ inserl,

. Septums MUST be used to prevenl reagent evaporEtion and
contahihatlon and to ensu.e r€agent Integrlty. Rellablllly of
assay results cannot be guaranteed ll septums are not used
accordlng to the Instructlons ln thls package Ins€rt.
. To avoid contaminallon, wear clean gloves when placlng a

septum on an uncapped reagent boille,
. once a seplum has been placed on an open reaoe,rt botlle,

do not Inven th€ bottle as this will result in reagenl l€akage

and may compromise assay resulls.
. Ov€r time, residual liquids may dry on lh€ soptum Eurfac€.

These are typically dri6d salls and have no eFlecl on assay
olllcacy.

When handling micropariicle vials, chaFge gloves that have

conlacted huhan plasma/sera, since Inlroduclloh of human lgM may

tesull in a neulralized microparlicle.

For a detailed discussion of handling precaulions duting system
operation, reter to the AFICHmECT System Operations Manual,

Seclion 7

Reagent Storage
When stored and handled as directed, r6agonls a€ stable unlil lhe
expiralion dale,

Serum

Serum soparalor lubes

Human plasma Potassium EDTA

Sodium c'lrale

Sodium hoparin

ACD

CPDA-1

CPD

Potassium oxalate

Storsge Marlmum
Temperatu.e Storagelime

Addltlonal Slorage
lnslruction6

Until May be used immodialely
expnaton after r€moval lrom 2-8'C
dale slorage,

Slors in up.ight posrtion.

. Other anticoagulants have not been validaled for use with the

ARCHnECT Anti-HBc lgM assay.
. Padormance has noL boon ostablished for the use of cadaveric

specimens or the use of body flLilds olher lhan human serum or

plasma,

. fhe instrument does not provde the capabilily 10 verify specimen

lype. ll s the responsibility of lhe operalor to verify thal lhe
corect speciFen lypes are used In the assay.

Speclmen Conditions
. Do nol use sp€cimens wilh the tollowing conditions:

. heat-inactivated

. grossly h€molrzed

Unopened/ 2-8'C
Open€d'

On board System 30 days
lemperalure

Dlscard afler 30 days.

For information on llacking
onboard lime, reier to

lhe ARCHITECT System
operations Manual,

Seclion 5.

. obvio!s microbial conlamination



r Ensure that complet€ clol lormation in selum spocimens has

taken placo priot lo cenllilugation. Somo specimens, especially

thoss trcm palients receiving anlicoagulant or thrombolylic
thsrapy may exhibit increas€d ctotting lime. lf the spocimen is

cenlrifuged bslor€ a complete clot lorms, the presenc€ ol fib n

may cause efioneous r€sults or aspkation efiors.
. Specimens kom h€parinized palients may be partially coagulalod

and efioneous rosulls could occur due lo the pr€s€nce ol lib n.

To provent this phenom€non, draw lhe spocimen priol to heparin

lhelaPY
. To prov€ht cross contamlnalion, use ol disposable plpellgs or

pipetle lips is aecommended,

Preparatlon {or Analysls
. Follow lhe tube manulaclurer's ptoce6slng Instruclions fol

collectlon tubes. Gravity separatlon ls not sufficlanl for spocimon
pr€paratlon.

. To ensure consistency in results, speclmens must be Vanslorled
!o a centrifuge rube and c€nviluged at > 10,000 RCF (Relaliv€

conlrifugal Force) ior 10 minutes before t€sting if
. they contain librin, red blood cells, or other parliculate

. lhey r€quire repeat t€sting, or

' they wore {rozon and thawed.
. specimons must be mixed THOBOUGHLY afl€r lhawing by Low

speed vortexing or inversion, Visually inspect tho spocimens
ior th6 absonce of strallfication. lf layerhg or sllatlficalion ls

obs8rved, ropeal unlil specimens ars Vsibly homogeneous,
Centrifuge at > i0,000 RCF tor 10 minutes lo remove parliculate
mafler and ro €nsur€ conslslency in th€ resulis.

. Spocimens that have been iiozen and lhawed and spacimens
conlalning red blood c€lls, ciols, or panlculate matter musl b€

c€ntrifuged prlor lo running the assay.
. Transfer clarlfied specimen to a sample cup or sacondary lube

lor t€sting. For cenlrjfuged speclmens wilh a lipid lay€r, lransf€r
only lhe cla fjed specimen and not the lipemic malerial.

. Inspecl all specimens lor bubbles, Remove bubbles with ar
applicator stick betoro analysis. IJse a new applicalor stick for
each specimen to prevenl cross contamination,

Specimen Storage
Speclmen Type Slorage Temperdture ll axlmum Stordge nme

Serum/Plasma 2-B C

-20'C or colder

Specimons may b6 stored on or ofl the clol or red blood cells.

Bemove serum or plasma from lhe clol, sorum sgparalor, ot red

blood cells il slored longer than lhe marimln 2-8'C slorage lime and

store lrozen at .20'C or colder.

No oiialilalive Dedormance difforences were observed betlvean
experlmenlalconlrols and the 25 nonreacllve or 25 spiked reac ve

spec mens subjected to 6 fraez6/thaw cycles.

Avo d mulliple freeze/thaw cycles.

No oualitalive oerlormance differences were observed belwegn
experimenlal conlrois and the 25 nonreac v€ or lh€ 25 spiked
reaclive spocim€ns lssled wilh elevalgd levels ol bllirubin
(< 20 mg/dL), hemoglobin (< 500 mg/dl),lrlglycerides
(< 3,000 mg/dL), prorein (< 12 g/dL). o. red blood cells (< 0,4% v/v).

Speclmen Shlpplng
. Package and label specimens in compliance with appllcable

stat€, iod€ral, and International regulalions cove ng the lranspod
of clinical specimens and inlecllous subslances.

. 11 is recommended that specim€ns be r€moved from lhe clot,
serum soparator, or rcd blood cslis.

. Ship ambrent, at 2-8'C (wet ice), or -20'C or colder (dry ice).

. Oo not exceed the sloraoe time limitations listed above,

T PFOCEDURE

Materlals Provlded

6C33 AFICHITECT Anli"HBc lgM Reagent Kit

Materlals Requlred but nol Provlded
. AFCHITECT AntLHBc lgM Assay lil6 obtained from

rhe AFCHITECT isystem s.Assay CD-ROl\,j found on

www,abboltdiagnoslics,oom.
. 6c33.02 AFoHITECT Anli-HBc lgl\,4 Calibrators
. 6C33n1 ARCHITECT Arti-HBc l9[,] Controls
. aFTCHITECT Pr€-Triggsr Solulion

. ARCHfrECT Trisger Solution

. P,FCHITECT Wash Buff€r

. ARCHITECT Reacllon Vessals

. ARCHnECT Sampls cups

. AFCHITECT SepIUm

. ARCHnECT Raplacement caps

. Pip€tt€s or plpetle tips (oplional) to d6liver the volumos specified

on lhe palienl or control order screen.

For intormation on fiaterials requked for malnt€nance procedures,

refer to ths ARCHITECT Syst€m Operations Manual, Section 9.

Assay Procedure
. Beforc loading lhe r€agenl kit on lhe syslem lor lhe lirst

lime, the microparticlo botlle requites mixing to resuspend

micropa ictes that may have senled during shlpmenl. Aflsr lhe
first lime the micropa.ticles have been load€d, no ludher mixing

rs r€qurreo.
. Invert the micropartlcle bottle 30 tlmes,
. vlsually inspect the bollle to ensure micropaalicles are

rosuspended. lJ micropaflicles are still adh€red lo lhs boltle,
continue lo Invsat the bottlo unlil the mictoparlicles have

been completely resuspended.

. It the mlcropaftlcles do not resuspend, DO NOT uSE.
Contact your local Abbott represantative.

. Once the micrcpa.ticles havo been resuspended, temove

and discard the cap. Wearing clean gloves, remove a

septlim lrom lhe bag. Carefully snap the septum onlo lh€

top of the botlle.
. Load the r€agenl kit on th€ ARCHITECI isyslern

. Verify that all necessary reagenls are presanl

. Ensura that seplums ar€ presgnt on all reagenl botll€s,

. ordet calibration, il necossary,
. For infohation on otdering caliblations, refer lo lhe

aFCHITECT System Op€rations Manual, Section 6

. Order lests.
. For information on ordedng palient specimens and

conlrols and lor general operating procod!res, refer lo lhe
ARCHITECT System Opgrations lranual, Sectlon 5.

. Irinimum sample cup volume is calculaled by the syslem

and printed on the Orderlist repod. To minimize the effects ot

ovaporation, verify adequate sample cup volume is present pr or

to runnrng the tesl,

lvaximum number of rcplicales sarnpled ftom lhe same sample

cup: l0

Sample volume for (rrst les! 64 UL

Sample volurne for each additional test from same sample

cup: 14 uL
. < 3 hours on boardl

Sample volume tor tisl Esl: 150 UL

Sample volume for each additional t€st fiom same sample

cup: 14 !L



. > 3 hours on board: Additional samplo volum€ required

Reler to the AFICHITECT System Operations Manual, Section

5, lor inlormation on sample evaporalion and volumes,

. ll usirlg primary or aliquot lubes, use lh6 sample gauge 10

ensure slfticient palignl specirnon is present.

Prepare AIICHIIECT Anti-HBc lgM Caiibralors and Controls.

l\,{ake sufe lh€ calibrators and controls er€ completely lhawed

betore mixing. Allow sufficiant lime lor thawing.

. Mix calibrato(s) and controls THoRoIJGHLY by low spe€d

vortex or ggnlle inversion betor€ use.

I Hold boltlEs venlcally and dispense tecommended volumes

inlo each respsctiv€ salnpl€ cup.
. Recommended volumes:

tor each calibralor: 5 droDs

for each conlrol: 5 drops

Load safiD os,

. For informatioh on loadlng samples, refer to the AFcHftEcT
Syslem Operallons Manual, Soclion 5.

Press BUN.

For additional Inforlnallon on principles ol oporation, reler lo ths
AFICHITECT Syslem Operations Manlal, Soctlon 3.

For optimal psriormance, il is imporlanl lo p€rform routine

maintonanc€ as described in the AFICHITECT System Op€rations

I\,{anual, Section 9. Perfotrn malntenance more frequ€ntly when

requir€d by laboratory procedur€s,

NOTE: The AFCHIECT Antl-HBc lgM assay p€rforms a sample
pr6dilution, and therelore requires Mo RVs per lest.

SDecimen Oilution PJocedures
Specimens cannot be diluted for the Af,|CHITEGT Anti-HBc lgM

assay,

Calibralion
. fest Calibrator 1 and 2 in replicates ol lhr€e. The calibrators

should be priority load€d.

A single sample of each convol level must be lesled lo evaluate

fie assay calibration, Ensu16 that assay control valu€s are within

the ranges specified in th6 €spective conlrol package insert,
. Once an AFCHITECT Anti-HBc lgM calib€tion is accepled and

stored, all subsequenl samples may be lssted wilhoul furlher
calibration unless:
. A reagent kil with a new lol nt/hber is used or
. Conlrols are oul of range.

. For detailed information on how to pedorm an assay calibration,
re(er to lhe ARoHITEoT system operations Manual, section 6.

Ouality Cont.ol Procedures
The recomnended conlrol requirement for tho ARCHITECT Anti-
HBc lgl/ assay is thal a single sample of bolh controls be tesled
once every 24 hours each day of us€ lor each reagenl lol. ll lho
quality control procedures in your laboratory I6quira more frequenl
use of conlrols to verify test resuhs, follow yol.ir laboratory-specilic
procedures.

The ARCHIEGT AnlFHBc lgM control values must be wilhin lhe
acceplabls ranges spec led in the controlpackage insert, lf a control

is out of its specified range, the assoclatad tesl resulls are invalld
and must b€ r€lested, R€calibration may b9 indicaled.

Veriflcation of Assay Clalms
For prolocols to v€rily package inserl clains, refer lo lhe AFCHITECT

System Ope.ations Manual, Appendix B.

Th€ ARCHITECT Ant'-HBc lgM assay belongs lo method group 5.

I FESULTS

Calculatlon
The ARCHrECT isyslem calculat€s lh6 culoff rale (co) from lhs

mean RLIJ of thr€€ raplicaies lor Calibrator 1 and Calibralof 2 and

slores the resulls.

Cutotf RLU = l(Calibrator z mean RLU. Calibrator 1 mean RLU) x

0.751 + Calibrator 1 mean RLIJ

The cutoft RLU is storad for 6ach r€agenl lol calibration

The ARCHITECT isystem calculates a resull based on lhe ralio ol

lhe sample RLU(s)lo the cutofl FLU tor each specimen and cont.ol

s/co - safiplo Rlu/culoff BLU

Exampl€:

lf tha Specimsn RLU = 25,000

and th6 co - 19,500

25,000/19,500 - 1.28

s/co - 1,28

The AFCHmCT Anti-HBc l9l\,1 Caliblalor 2 has been r€lerenc€d

against tha Paul-Ehdich-lnslitute, LEngen, G6rmany, HBc

Refe.onzserum lgM 84 (lgM ani-HBc). For delails, IeI6r t0 the

AFcHfEcT AnrLHBc lgM calibrator Kit (6c3$02) package insert,

Inlerpretatlon of Results
S/CO values InterPretalion
< r.00

> 1.00

For details on configuring the ARCHITECT isyslem to use gray2one

int€rpretations, refer to the ARCHITECT Syslem Operalions lvlanual

S8clion 2.

Flags
Some aesults may contain information ln th€ Flags fi€ld. For a

desc pllon of lho tlags that may appear in this field, refer lo ihe

ARCHITECT Svstem Operalions l\,lanual, Seclion 5.

T LIMITATTONS OF THE PROCEDURE
. For diagnostic purposes, rssults should be used in conjunction

with palient history and olher hepatilis ma ers for diagnosis of

acuto or chronic inleclion.
. lf lhe anti-HBc lgM rosults are inconsistent with clinical evidence,

addllional leslrng is suggested to conlim lho r6sull.
. Spocimens fiom heparinized palients may be pa(ially coagulated

and orroneous aes!lls could occur due to the presence ol fibain,

To prevenl lhis phenomenon, draw the speclmeR prior lo heparin

therapy.
. Spscimons from palienls wilh high l€vels ol lgM, e.g specrmens

flom patients wlh mullipl€ myeloma, may show depressed values

when tested wilh assay kils thal !5s reaqenls containing anti-

human lgM.

I SPECIFIc PERFORMANCE CHARACTEFISTICS

Preclsion
The p.ecision ot ARCHITECT Anti-HBc lgM was determined during

the clinical evaluation usrng a panel consisting ol one nonreactive

member, th€e diluted anti-HBc lgM rsaclivo membe.s, conlrols,

and calibralors. Two sites i9sl6d two ditlerent lols oi lhe conlrols

and calibralors across lwo rsagenl lols (toul combinalons), and

one sile test€d throe drfferent lots ol controls and calibrators across

lhree reagenl 1016 (nine combinations). All members were tesied in
lripljcale in four runs lor two or lour days. The In]re-run and inier-run

standard dolrat ons (SD) and perconl coetticienl of variation (%CV)
yvere analyzed with a variance cohponents analysiss using a mixed

analvsis ol varlance mod€1.22 Oala are sumrnarized in Table 1



TABLE 1: ARCHIIECT Anti-HBc tgM Reproduclblllty, Throo Site!, Three

Lots
TABLE 3: Potentially Inlerferillg Substances or Other Condltions' High

Rlsk ol Blood Transmlsslblo Inl€ctlons, and Chronic HBV In,ection
Specimensll 6F un'

lllean
s/c0 %cvsI%cvSD BcaolivBFdnelM8mhor Total n

Calibntor lb

Calibnlor2D

516 0.03

1,33

0 004 13.34

0.059 4.45 Polenlklly lmrdeing Subshnces or

0th6rCondilions

Hish Rlsk ol Blood TEnsmissibls
Inhclions

0 004

0,05s

i3 56

4.45

P!pulallon Nu|nberh

Ne0ative 0.003

0.124

11.40

3.84

0.003

0,133 413

062

133

16ta

12 83003

doz
(.)

cV - coefflcienl of varlalion, n = sampl€ siz€, S/co = sample 10

cutoli SD = sEndard deviation
a lnleFrun varlability conlains lnlra-run varlablllty.
0 The resulls tor Callbralor 1 and Calibrator 2 includs lhree separal€

lols comblned for each calibtalor.
c Tho resslls for the negalive and posltiv€ conlrols Include lhr€6
separate lols combin€d for each conlrol.

Specificlty
A rotal ot 1634 random blood donor and hospfalized patent
specimens was l€sted at three clinlcal slles. None ol ihe 1634

speclm€ns were reacliv€ by ARCHITECT Anti-HBc lglv. Th€
specificlty of AFTCHITECT AntLHBc lgM in lhis population was

loo.oo% {1631/1631b1 wirh a 95% conlidence intoNal of 99.77-

100,00%, The dala are summari?ed in Tabl€ 2.

TABLE 2: Specltlclty Besults uslng Fandoh Blood Donors and
HosDitalized Patienls

RircltvE

Populalioi l,lumhern

Chronic HBV h{€6bon

a Two sp€clmens {one HCV one toxoplasmosls) wera gayzane

roaclrve if a 0.50 to 0.99 S/CO grayzona range was appli€d.

Both w€re reacrive by AFICHTIECT Anti-HBc (total antibody) and

nonreactive by AFICHITECT HBsAg.
b On6 spaclmen (dialysis palient) was reacliv€ by ARCHITECT Anll-

HBc and nonreactlvo by AFCHffECT HBsAg.
c Two spocimens (IVDU) were grafzone reactive if a 0 50 to

0.99 S/CO grayzone rang€ was appliad, Both were reaclive by

ARCHrIECT Anti-HBc and nonreactive by ARCHITECT HBsAg

d on6 specimon (l\,lSM) was reactive by ARoHITECT HBsAg and

ARCHI|ECT anla-HBc.
s Six addrtional speclmens were grayzons r€active if a 0.50 to

O.9g S/CO graFone tang6 was applied. The sam€ addilional nurnber

of specimens was grafzone reactive by AXSYM COFE-N{.

Sensitivlty
In a tolal of 212 spsclmens kom patients with acule h€palilis B,

allwe.e reactive by ARCHITECT Anti-HBc lgNl. The sensilivily was

1OO.OO% 12121212) wilh a 95% confidence inlerval of 98 28100 00%

NOTE: Four additional specimens, inilially classified as acute HBV

speclmens, were exclud€d lrom lhe sehsitlvlty calculalion Of th€s€

lhrse specimens wsre concordanlly nonreactive by ARCHTIECT

Anti-HBc lgM and AxSYt4 COBE-[,], Tho lourth specimen was

nonreactive by ARCHITEGT HBsAg

Th6 s6nsitivrly of ARCHmCT Anti-HBc lgM is set so lhat a reactive

resull (> 1.00 S/CO) implies acute ot rec€nl hepalalis B intecUon An

example of a serial bleed panel from a hepalilis B patienlts shown

in Figuro 1.

FIGURE l: Example of a Sorial Bleed ftom a Hepalitis B Patienl

10 00

Panel2

Panel3

Panel4

003

4.47

0.93

7.91

14.53

6,80

4.38

4.70

204

204

204

244

0.003 12.48 0.004

0.020 4.19 0.032

0.033 3.59 0.041

0.249 3,15 0.372

Random Blood Donors

Hospihlizod Palients

113$ t

498t

a Included 560 plasma and 
'/6 

seaum specirnens.
b Six spocimens (four random blood donors, two hospitallzed
palionrs) were grayzons reaclive by AFICHITECT Anli-HBc lgM if
a 0.50 Io 0.99 S/CO gla)l"zone .ange was applied. Three of lhese

spec mens were ARCHITEGT AnliHBc (lotal antibody) reactive
(on€ random blood donor, two hospitalized patents). These three

specimens were excluded from the specrficity calculation due to

the pres6oc6 of tolal Anti-HBc anlibodies. For the remaining lhlee
spectmens no olh€r HBV serological markers were deteclod,

A total ol 161 specimons from indivrduals with polentially interfering

substances and other condilions (cMVlgM, EBV-lgM, HCV HIV-

1, HSV]gM, HAV total antibody HAV-lglV, rubella, HBV vaccino
recipienls, lotal Antj-HBc high rcactiv€, toxoplasmosis, syphilis,

urinary tract infeclions, rhe!imaloid laclor, antinuclear antibodies

lANAl, alcoholic cirrhosis, pregnant lemales lfirst and timoslerl,
mulliple myeloma flgMl, mulliparous females, dialysis patienls, olher
lver dis6as6) were test€d by ARcHfTEcT Anli-HBc lgM.

Sevenly live specimens from individuals with high risk of blood
vansmissible infoctons (intravonous drug users IVDUI, men who

have sex with men lMSMl, hemophiliacs) were tested by ARCHITECT

Anti-HBc lgl\,1,

A population ol 80 specimens lrom palienls diagnosed wilh chronic
hepatilis B was tested by AFICHrECT Anti-HBc lgM. Eighl specimgns
(10.00%) were reaclive by ARCHITECT AnriHBc lglvl. All eighl were

also reaclive by fuSYM CORE-lvl. A total of nine specimens wer€
reacnve by AXSYM COBE-[,16. Ihe data for these three populalions

are summarized rn Table 3,

+ AFcBIrEcr AnlLNso loM s/co
+ tusYM COFE.M lnd€r'

"e 

aRcHrEcrhftHs. rsM - *.0.1

000

000

00016340Toh

22.0

20.0

18.0

16.0

14.O

12.0

r0.0

3.0

2.5
2.0
1,5

1.0

TIME IMONTHSI

a AXSYIV COFE-tl grafzono lahge: 0.80 lo 1.20 Index.

Assay Comparison
A total of 2162 specimens (random blood donors, hospitalized
pati€nts, potentially interfering substances or other conditions, high

risk of blood lransmissiblo infoclions, acute HBV infgcljon, and

chronic HBV iniection) were tesl€d by ABCHITECT Anti.HBc lgNl and

A(SYM CORE-[4. The agreenenl belween lie lwo methods was

99.54% 12152121621.fhe dala are summarized in Table 4.
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TABLE 4: Compa Eon or AFCHITECT Antl-HBc lgM with AXSYM

COFE.M
aflcHmcT Arli-li8c llf

Reactive Nonrcaclivoi

21. Box GEe Hunter WG, Hunter JS Stallst/cs fo. exp eimenterc; an

inltoduclon lo daslgn, .lata analysis, and model building New Yotk'

NY John Wiley & Sons, Inc, 1978:510-539, 571-583.
22. SAS lnstilute, Inc. sAS Techni6al Fepo4 P'229 9qS/STAT sonware:

chenges and €nhancemants, R€lease 6 02 cary, Nc: sAS Insliluta

lhc, 1992:289-366.

I Key to symbols

The following U.s. Patonls are relevant lo ths ARCHITEoT isystem

or ils componenls, There are olher such patenls and palent

aoolicalions ln the lJnited Sletes and worldwide.

Gmylone BerotivB

212

E

3

0

1932.

a lncludes grayzone results (range 0.50 lo 0.99 S/CO),
b Five wel6 grayzone by ARCHITECT Anti-HBc lgM,
c Eleven were grayzon€ by ARCHITECT Anti-HBc lgl\r.
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ARCHITECT

Anti-HGV Galibrator

INTENDED USE
The ARCHrECT Anti-HGV Calibrator is for the calibration of lhB

AFCHITECT isyslam wh8n used lor th€ qualitalive detection of
antibody to Hepalilis C vlrus (anti.HCV) in human serum and plasma,

Refer lo the ARCHIIECT Antl-HCV reagent packag€ inssrl for
additional infolmalion.

CONTENTS
1 Bo1tl6 (4 mL) of ARcHrECT Anti-HcV calibralor rs prepared

In recalcified human plasma (inactivaled); raactrv€ lor anli-HCV
Pr6servativs: Sodium Azide,
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1. uS Deparlrnent ot Labor, Occlpational Sar€ry and Heallh

Adminisrra on, 29 CFF Pa 1910,1030, Bloo{,borno paihooens.

2. uS Depanment ol Health and Hrihan Ssrvlcss. Siosalery /1?

Mlcmbiological and Eionedlcal Labotatoties. slh ad. Wash ngton, DC:

us Governm€nr Prinllng Oflica; Decembsr 2009.

3. World H€allh Organizalion. Laboratoty Eiosatety Manual.3td ed.

Gen€va: World Health Organization; 2004.
4. Cllntcal and Laboarory Slandards In$iluts (ct'SD. P/ordclbn

of Laboftlory qbtuerc lmn Occupationally Acqulted lntections;
ApFmved Guldeline-Thitd Edtrion cLSl Documenl M?9-A3. Wayne,

PA: CLSI| 2005.
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ARCHrfECT ls a lrademark oi Abbotl Laboralories in various
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Calibrator Colot

t-.fn Green'

' Dyes: Acid Yellow No. 23 and Acid Blu6 No. 9

PRECAUTIONS
.@
. For /r Yiro Diagnoslic us€

,/l\/t\. l-!l CAUnON: This producl conrarns human-sourced and/
or polentially inlectious compon€nts, Ref€r to the CONTENTS
secl on ol this packaqe inserl, No known tesl method can
olter comDlete assurence that oroducts derived f.om human

sourcos or inaclivat€d microorganisms will nol transmit ini€ction.
Ther€lore, all human-sourced materials should be considored
polentially infectious. lt is recommended lhat these reageots and
human sDecimens be handled in accordance with the OSHA
Standard on Bloodborne Palhogens, Biosafsly Lovel 2 or olher
appropriale biosalety practices should be used lor malerials that
contain or are suspected of containing intactious agents.la

. Th6 human plasma used in the Calibralor is r€active lor anti
HCV and nonreactive for HBsAg, HlVn RNA or HlV.l Ag, and
anri-Hlvl /HlV-2,

Satety Data Sheets are available at www,abboltdlagnostics.com or
contact yolr local representativ€.

For a delailed discussion of saf€ty precauiions during systern
operaion, reler to th€ AFICHITECT Syslerfi Operatlons Manual
Section L
STORAGE
. Calrbralor is stable until lhe expiration dat6 wh€n stor€d and

handled as directed,
. Do not use pasl expiration date.

fl.0 ctl
A.2'c-a

PREPARATION FOR ANALYSIS
Calibrator should b6 mlxed by gentl€ invorsion prior lo use.

Abbott GmbH & co. KG
Max-Planck'Ring 2
65205 Wiesbaden
Germany
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caution

Consult instruclrons lor use

Manufacturer

Ttsmp€ralure limitalion
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Calibralor 1

Contains Sodium Azide Conlacl
with acids liberates very lonc
gas.

/n Wiro Diagnostic Medical
D€vics

Lol Number

Producl of Germany

List Numb6r

Th€ followlnq warnings and ptecaullons apply to: lc lll I

Conlains sodium azide.

EUHO32 contact with acids libarates very toxic qas.

P501 Drspose of contents / container in
accordance wilh local requlations,
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INTENDED USE
The ARCHITECT Anti-HCV Controls are for the vedflcation ol lhe
calibralion ol lhe AFICHITECT lsystem when us€d ior the qualilatlve

deleclion ol antibody lo Hepatltis C virus (anli.HCV) in human serum

Flefer lo the AFICHjTECT Anti'HCV rsagant package insert lor
addltional inf ormaion.

CONTENTS
2 Bottles 18 mL 6achl oi ARCHITECT Anti-HCV Controls aro
prepared in recalcifled human plasma (inactivated). The Pos'live

Conlrol is reactive for antLHCV Prgs€rvalive: Sodlum Azida.

The controls are al lhe tollowing:

Control Range
s/co

Natural

Blue"

< 0.60

1.71 - 5.13

' No1 Applicable.

" Dys: Acid Bltie No. I
PRECAUTIONS
.@
. For /n lr?ro Diagnostic Use

,/l\/t\. l---!-l CAUTION: This producl conlarns hurnan-sourcod and/
or polenlially infectious components. Refer to the CONTENTS
seclion of lhls package insen. No known l6sl m€lhod can

otl6r comDlete assulance lhat oroducls detived fiom human

sources or inactivaied microorganisms will not transm( inlection.
Therelore, all human-sourced mate als should be consldsred
pot€nlially inf€clrous, lt is recommended lhat thes6 reagenls and
human specimens be handled in accordance with the OSHA
Standard on Bloodborne Pathogsns. Biosalely L€vel 2 or olher
approprieta biosafsty pracllc€s should be ussd for malerials lhal
contain or are srrsp€cted ol conlalning Infeclious agents,14

. The human plasma used in th6 N€gaive Conlrol rs nonreactive
for HBsAg, HlVl RNA or HIV'1 Ag, anrFHCV and anli-Hlv-1/Hlv-2.

. Tho human plasma used in {he Posilive Conlrol is r€active tor
anti-HCV and nonreactive lor HBsAg, HVn FNA or HIV-1 Ag and
anti.HlVn/HV-2.

STORAGE
. conlrols are slable until th€ expiralion date when stored and

handl€d as directed.
. 0o nol use past expiralton dat8.

flr8'c,. z'cJl
PREPARATION FOR ANALYSIS
Convols should be mix€d by 9€ntl6 inversion prior lo us€.
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Salery Data Sheets are available al www,abbondiagnoslics.com o.
contact yo!r local repiesonElNe.
For a delailed discussion of saf€ty precaulions during syst€m
operation, r€fer 10 lhe AIICHITECT System Operatrons lvlanual,

Seclion 8,

The followlng warnings and precautions apply to: l;6;i;;il:l /

Conlalns sodiuh azide.

EUHO32 Contacl with acids liberat€s vory toxic qas.

P501 Dispose of contenls / container in
accordance wilh local requlations,
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