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INTENDED USE
Tho AFCHITECT CA 125 ll Conl.ols
accuracy and preclsion of the

verlficatlon of lha
when used hr

anligen in human

o

7/U 602-0't 6

3 Bofll€s (a mL eachl of ARcH|TECT Conlrols. The Low
OC125 d6fined

lhe quan$lalivg d€lermination ot
serum and plasma.

Reter lo the ARCHITECT CA 125ll
addltlonal Intormatlon.

CONTENTS

Conlrol, lvledium Control, and High
anligen (human) prepared in TRIS

sludy in order 10 b6 rep.es€nlativs ol
These may includo.

(boMne)

300,stabilizers, Pr€servatives: Sodium
The following concenlralion ranges
r€plicale contrcl speciiications on lhe

Target CA 125ll
Control C oncentratlon

lco|rftorf!-l 40

l;o'rrEof'd 300

|6Fio!F{i 650

Each laboratory should establish its
n€w conlrol lots at each convol l€vel,
bY assaying a m/nimum ol 20
Sources of varialon that can be

ranges for
be accomplished

(3-5) days,

be included in his
perlormanca.

quality conlrol

conlrols conlarn
known test melhod
derived from human

nol lransmit inleclion,
ba consider6d

for indiudual
iSynem:

28.0 - 52.0

210.0 - 390.0

455,0 . 845,0

. Multlple slor€d calibralions

. Multiple reagent lots

. Mulliple calibralor lors

. Muhiple processing modules

. Dala poinls collect€d 6t differenl

These resulls should be applied to
praclices.

PFECAUTIONS
.@
. For ln Y,ro Diagnostic Use

and/or potentially infecrious

Controls are slable until the expiration dale when sto€d and
handled as direcled

Do nol use past exprralion date,

llr 
t'"

"'"4
. A 

"o*o*r 
,n'" o..oou",

anllgen denved from a human c6ll
can ofler complelo assurance lhat

PREPARATION FOR ANALYSIS
Controls may be used immedialely atter re+oval trom 2-E C

storage.

Prior lo use, mix by gonll€ inversron (5J0 liines).
Alter each use, tightly clos6 th€ caps and rblurn lhe convols lo
2-8'C storage.sot/rces or rnactvaled

Theretote, all human-sourc€d
potentially infBctior.rs. lt is
huhan sDecimons be handl6d in
Slandard on Bloodbohe
appropiat€ brosafety practices

thes6 reag€nts and
\/ith the osHA
Level 2 or other
for matorials that

{ialety Data She€ls are availad€ ar ltww.abbotldiagnostics.com or

conlain or ar€ suspecled of agents,t4
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Packaoe insen Instructlons must be

delecled in f6lal ovarian tissue or
or benign mucinous ovaflan tumors,s

assay results cannol b€ guarant€Bd lf
th€ inst rclions in thls package lnsert.

I NAME
AftcHtTEcT cA 125 tl

T INTENDED UsE
The AnCHIECT CA 125 ll assey ls a
jmmunoassay (CMI,A) lor lh€
ddfinsd anlig€n in human serum and
lSystBm.

The AFCHIIECT CA i25 ll assay is to
moniloring responsg lo lherapy br
cancar. Sorial losling br patienl CA
used in conjunclion wjlh othsr clinical

endoceruical and endometrial tissues
papillary excfasc€nc€s. However, OC

must be inlefpreted in conjunction
wilh standard clinical managsm€ht

T SUMMAFY AND THE TEST
CA 125 ll assay values are defined by OC 125 monoclonal
ahlabody. OC 125 was generated

mouse myeloma cells to sple6n cells immunized
with a human serous line called OVCA
€3.1 ARCHITEOT cA 125 Il is a assay lor lhe
dolecuon of OC 125 defined antioen. utilizes lhe OC
125 monoclonal anlibody, as the coaled onlo
paramagnetic microparlicles that b nd

125 dgfined antigen. These dellned
acridinr[im-labeled l!111 antibody. Tho monocional antibody
s reaclive wilh repoaling OC 125 expresseo Dy

a high percentage of nonmucinous (serous,
endomelrioid, clear cell, and and
€pilhelial ovanan carcinoma cell llnes. ,oc detined anligens
were originally delecled in normal and pericardial
liss!es of bolh fetus and adull, In lhe 125 detined anligens

602-047

I eterogeneous in slz€ and chatge, The slructua€ of the CA 125

rlolecule, including clossly silualod .6poaling epitopes for OC 125

;fld I\r11 antibodies has been proDosed 4

Siorum CA 125 ll assay values ars useful for monitoing the course
rl disease In paienls wilh invasive epill'el,al ovatian cancer,s In

€ revisw of nh€ published sludias, the overall co.relalion r€porled

tetween CA 125 s€rum levels and lhe course of the disease was

t7%.6 P€rsistently l|srng CA 125 assay values may be associaled
v/ilh malignant diseaso and poor response lo therapy, whoreas

cecreasing cA 125 assay values may indicale a favorable response

t] therapy.6{4

A second-look, exploralory laparolomy may haw b€en perlormed

rrevlously lo assess respons€ lo lherapy, The q€nefit has recenLly

com€ into question because ot high morbidity and low s€nsilrvity in

cetecting resrdual ot r€curlent carcinoma.ls In women wilh primary

€pithellal ovarlan carcinoma who had undergone firsFline lherapy

end wore candidat€s for diagnoslic socond-look procedures, a

OA 125 assay valus greater than or equal to 35 U/mL was lound lo
te indicative ot lh€ presence oi residual lumor.6,s 11 13 However, a

OA 125 assay value below 35 U/mL does nol indicalo lhe absence
(f residual ovarian cancer beca!s€ patients with hislopalhologic
€vidence ot ovarian carcinoma may have CA 145 assay values wilhin
trs range of normal ndividuals,T s

E lsvarions ot CA 125 assay values have been reported n

€pproximately 1-2% of hsalthy indiMd!a1s,6.7 anC in indivduals
l/,ith nonmalignant condilions such as c'trhosis,l6.17 h6patitis,lT l3

€ndometriosis,lg'24 first lrimester pregnancy,2s-z7 ovarian Cysls,3 23

:nd pelvrc inllammatory disease.10.25 ElevalioB$ of CA 125 assay

!alues during lhe menstrual cycle have also beQn repo(ed,'?3 2e

I'lon-ovarlan malonancies in which CA 125 ass+y values have been
rlport€d lnclude endocervical,ro liver,13 pancredlic,13 31 lung,rB

colon,1a 31 sbmach,l€ 3r bilary trac1,13 31 uterine,lT lallopian lube,3o

lreast,18 and endometrial carcinomas.3o 3'?Thd CA 125 assay s

rot recommend€d as a screening procedwe lo delecl cancer in

tlre general population; however, lhe use of CA 125 assay values

6s an aid in lhe managemenl of ovarian cancei palienls has been

n:ported.7'14

II BIoLoGIcAL PRINcIPLES oF THE PRocEDURE
'lhe ARCHrECT CA 125 ll assay is a two-slep iinhunoassay 

'or 
lhe

cuanlilative detelmrnation of OC 125 defined arltigen in human sefunr

and plasma using CMIA technology wilh llexiblq assay protocols,

nterred to as Chemiflex.

1 Sample and OC 125 coated paramagnetic tnicroparricles are

combined. The OC 125 defin€d anlig€n pr€Fenl in the sample
binds to the OC 125 coaled mlcropanlclgs

,. Afler wa$hing, M11 acridinium-labelod conjUgale is added lo
cr€alg a reaclion mixture.

t. Following anolh€r wash cycle, Pre-Trigger qnd T||gger Solut ons
are addod lo the reaction mixture.

4, The resulting chemilum n€scenl reaclion rs measured as .elative

lighl unils (BLUs). There is a direcl relatron$hip between the
amount ot oc 125 defrned antigen in lhe lh6 BLU5

delecled bv the AFCHITECT lsvstom

o

Reliabilily of
any devialions ftom

microparlicle
of OC i25

It is turther inlended lo be used in

HE4 as an aid in eslimatlng the risk ol
prem€nopausal and postmenopausal

adn€xal mass who will undergo

have been localLzed in amnrolrc and
epithehal l,ssues, In lhe adult,

valuos should b9

used br lhoniloring

wlth ARCHITECT

ovarian cancer in

The resulls
in accordanc€

as an aid in
epilhelial ovarlan

containing OC
quanliliod uslng

the ARcHffEcT

and Miillorian
idenlilied in

Inclusion cysls and

antigens w6re not
adull overian lissr.ios

the OC 125 d€lined For additional informalion on syslem
llre ARCHITECT System Op€rations

CA 125 assay values

melhods and r€agent
laboElory lo th€ physlclan musr
125 assay us€d. lf, in the cours€

melhod used ior del6rmlnlng
s€qu€nllal testing should

lh€ laboratory MIIST confirm

dlterenl assay
lo diil6r€nc6s in

ldentity of lh€
a pati6nt, the
lovels is changed,

out. Prlor to changing
valueE ior palients

Lr S:: c' -:antig€ns ar6 associaled wilh high grycoprorerns



I REAGENTS

Klt Conlents
AFCHITECT CA 125 II 2K45

NOTEr Some kit slz€s ar€ not

polentially inlectious and handl€d in
Standard on Bloodborne Pathogens,

all AFICHmCT isyslems. Please

2K4+28

[sr-cRoP Rr'crrd 1 x 6.6 mL

tro-rJua^YEl 1x5.9ml
MIoRoFll|rIoLEs I anti_cA 125 {mouse.
mlcropa{icles in TRIS bufl€r with

CAUTION: This producr requ res lhe
ll ls recommond€d lhat all

Minimum concentralion: 0,09% solids.
and Proclin 300.

lcol{JUGATE lan -CA 1ZS {lnOUSS, acridinium-labeled
conjugale in phosphato buffer with stabilizers,

Sodlum Azid€

Othcr Reagents

@r"too
Maaual Diluent, @ 7D82-50, buft€r€d saline
solutlon, Preservallve: anllmlcmblal

l!!El!lsf54!9!!!9! ARGHTECT
1.32% (Wv) hydrogen peroxide.

lEddERslui6il ffi cHmcr rriss.].
sodium hydroxide.

[49!l!!!!!l ARCHITECT wash phosphate

bufl€red saline solution. Preseruatlves: ag0nts.

Minimum concenllalron: 0.075 !g/mL.
and Proclin 300.

Warnlngs ahd Precautlons
.@
. For /n Yiro Oiagnostic lJse

Satuly Precaullons

ol conlanls i container if
accotdanc€ wtth

S afety Data She€ts are available al w!'ry.abbotldiagnostics com or

conlacl your local rcprcsenlative.

For a detarled discussion ol safely precautions during syslem

cperation, roier to the AFICHITEcT syslem opetations Manual,

S oclion 8.

F eagenl H6ndling

. Do not use reageni kits beyond the explralion date.

. Do not pool reagenls wlthln a kll or between klls.

. B6tore loading the reagent kit on the systed for ths tirsl ume, lhe
mlcroparllcle bottte requlres mlxing to rBsuspend microparticles
lhat may havB s€ttlod durlng shipmenl. For hicropadlcle mixing

instructions, re€r ro thB PBoCEDUBE, Assry Procedure secuon

of this package insen.
. Septums MUST be used to prevenl reagent €vaporatlon and

cont.mlnatlon and to ensure re3gent Integrlty. Reilablllty ot
sssay results canhot be guaranteed lf septums 6re nol used

accordlng to the Instructlons In thls packsge hsen.
. To avoid conlamlnatlon, woar clsan ghves wben placing a

seplum on an uncapped reagenl botile.
. Once a septum has been placed on an open reagent lrotlle.

do not Inv€rl the bottlc as this wrll r€sllt in reagenl leakage

and may compromise assay resulls.
. Over tims, rssidual liqu,ds may dry on tho septum surface.

These ar€ rypically dried salls ard have no eflecl on assay

efficacy.

For a detailed discussion of handling precaulions durirg syslem

cpeEtion, refer to lhe ABCHrTECT Syslem Ope{alions Manual,

S eclion 7

tleagent Stotage
Vy'hen stored and handl€d as direcied, reagenls are slablG unlilth€
€xpiralion date,

Storaga Maxinum AddillonalstoEge
_ Tenperdture StoFge Time lnswplions

in all

local dislribulor.

2K45.38

Sodium Azide

be considered
wilh the OSHA

Soltition containing

containing 0.35 N

@
100 500

mL 1x2z0mL

mL 1x26.3m1

coaled
slabilizer6,

human specimens, lrnopened/ 2-8'C Unlil I\,lay b€ used mmedrately

t)Dened' expiration altsr lemoval fiom 2-8'C
storage

l)n board System 30 days
Iemperature

'R€agents may be stored on ot oll lh6 AFICHfIFCT isy$em, lt
r:agenls are removgd from the system, slore lhtm al 2-8'C lwilh
seplums and replacemenl caps) in an upright ppsition For reagents

stored ofr the systam, il is recommended thal Iney be slored in

1l)eir origlnal trays and boxes to ensure they rerhain uprighl, If any
rrageht bottle does not remain upright (with q septum Inslalled)
v,hile in refrigeraied stordge oll lhe 6ystem, ltle reagenl kil must

t€ dlscarded. For inlormaion on unloading toagenls, fefel lo lhe
IFICHITECT System Operanons lMahual, Seclioh 5,

I rdications ot Feagent Deterlordlloh
Vrhen a control value is out of th€ specilied range, il may indrcate

deleioraiion of the rsagonls or efiors in technique, Associaled tesl
r)solts are invalid, and samplEs rh!sl be retostqd,

rlay b6 necessary For trorJblgshooling

date

appropriat€ biosalEty practices should
conhln or are suspeclod of

Level 2 or olher
for malerials thal

agents,H6

The followino warninos and
and F;xJU#l

Slore in upright posilion.

Discaid atler 30 days.

For iqformanon on rrackrng

onbo?rd lime, refer to

tfte AFCHIIECT System

Oper+l ons Manual,

Section 5.

IRCHITEqr System op€ralions N,lanual,



T INSTRUMENT
The ARCHIECT CA 125 llassay llle be

ABCHITECT isyst8m pior Io the

For detailed informalion on assav file

. When sarial spocrmens are being

and viewing

Syslem

lo the ARCHIECT

tefEr to lhe

not been tested wilh

to vorify sp€cimen
to veriv thal lhe

the same lype ol

should be

mallor,

specimens has

especially

specimen should be used

Speclmen Condltions

For lnfotmation on prinling assay
Syston Operations l\ranual, Section 5.

For a delailed descr ption ol system
ARcHITECT Syslem Ope€tions

I SPECIMEN COLLECTION
FOR ANALYSIS

and editing assay paramelers, rsfer to
ODerations Manual, Seclion 2.

Speolmen Types
V€ritied sampls lypes 10 be used with

Other specimen collection lube
thrs assay,

. The instrum€nt doss nol proMde

type. Il is the responsibility of the

correcl specimen types are used

3erum/Phsme F 7 days

-20'C or cold€r

. ll testing will be delayod more than 24 hourf, remove serum or

Dlasma trom the clol, serum separatof or red blood calls
. Specimons may be storad for up to 7 days 4t 2-8'C prior lo b€ing

tesled,
. lt testing will be delaysd more than 7 days, serum or plasma

should be stor€d tozan at .20'C or colder.

. Avod mulLple lreoz€/lhaw cycles.

Speclmen Shipplhg
. Package and label spec mens in compliance wilh applicable

slale, f€deral, and int6rnalional regulations qovering lh6 lransporl

of clinical specimons and inlsctious subslancos.

. Do not €xceed th€ slorags limitalions lsl6d above,

II PFOCEDURE

l\late.lals Provlded
2K45 AFCHITECT CA 125 ll Reagent Kil

l\laterials Bequired but hot Provided
. ARCHnECT CA 125llAssay lile obtained irom the ARCHITECT

lsystem e-Assay GD-FOM found on 
'4w.aqbottdiagroslrcs 

com

. 2K45-01 AFICH|TECT CA 125 ll Calibrators

. 2K4510 AFICHITECT CA 125 llControls

. 7D82-50 AFCHITECT Multi-Assay lvanual Dilu€nl

. AFICHITECT Pro-Trlgger Solution

. AFTCHITECT Trigger Solution

. ARCHITECT Wash Bufler

. AFICHITECT Reaction Vessels

. AFICHITECT Sample Cups

. ARCHITECT Septum

. AFICHITECT Replacemenl Caps

. Pipetles or pipelte tips (optional) to delivet the volumes specified

on the patient or convol order screen,

For informalion on materials requiled lor maintenance procedures,

r)fer lo the ARCHITECT Syslem Op€raiions Manual, S€ction 9.

lssay Procedure
. B€lorg loading lhe reagenl kit on the syslern lor lhe fircl lime, lhe

microparlicle botlle rcquires mixing to resu$end micrcparlicles

that may have s€Nad during shipment. Aflet lhe lirst lime the

micropa icles have been load€d, no lurlher mixing is rcquired

. Inverl lhe mlcropartlcle bottlc 30 tlmeF.

. Visually inspect lhe bolllo lo ensure mlproparllcles are

tesuspended. lf microparlicles are slill edheted lo lhe bollle

continue lo invert the bottle unlil the mibroparlicles have

beeo completely resuspendad,

. lfthe mlcropartlcleB do nol resu6pen4, DO NOT USE.

Contact your local Abbott representa$ve.
. Onc€ th€ microparlicl€s havs bsen rsslspended, place a

septum on the botle. For Inslructions qbol.il placing septums

on botlles, reler lo lhe Reagenl Handllhg seclion of fiis
package msen,

r Load the reagsnt kil on lhe ARCHTTECT isystem.
. Verit thal all necessary reagenls are pl€sent,

. Ensure lhat seplums are pr€sent on all reagenl bonles,

, Order calibration, if necessary.

. For lnlormation on ordoring calibfationsj r€l€r 10 lhe
ARCHITECI System Operatjons Manual, Seclion 6.

r Oder tssts.

. Do not use sDecimens with lho

than human serum and plasma.

. To provent cross contEmination,
pipetle tips is recommended.

Preparation f or Analysis
. Follow lhe lube manufaclurer's

specimen collection tubes.
. IVix lhawed specimenG thoroughly

inverting 10 limes. Visually insp€ct
skatilicalion is observed, conlinue
visibly homogen6ous.

To ensure consrslency in resulls,

testing f
. lhey conlain librin, red blood

or

. P€dormanco has nol been

. lhey were lrozen and lhawed,

Transfer clarifed specimen to a
lor lesling. For cenrriluged
only ths clarified specimen and

InsDect all sDecimens for bubbles,

presence of librin

body llurds olher

pp€Iles of

inslnictions for

vonexing or by

lf layering or

sp6cimens belo16

pariiculale maner

or secondary lube
a lipid layer, lransler

malerial.

hBat.inactivalEd

grossly hemolyzed

centriiuged betore a complet€ clol
may cause errcneous resulls,

obvious microb al

Fof accurate €sults, s€rum and

free of fibrin. red blood cells. and

Ensure thal complele clol
taken place prior to cenlritugalion.
lhose from palienls rec€iving

therapy, may exhibit increased
or thrcmbolylic
lf lhe specimen is

bubbles with an

apphcalor siick forapplicalor stick b€toae analysis.
each specimen to prevent cross . For lntormation on ofderlng pa(renl

conlrols and for g€noral operaling

Specimen StorEge

AFICHITECT Syslem Operal ons



Minimum sahple cup volume is

and prnled on the orderlist
evaporation, verify adequat€
10 running the tesl.
Maximum number of replicates
cupr '10

Samplo volume tor first test:

Sample \,olume for each

cup: 25 !L
. s 3 hours on board:

Sample volun6lor tirst t€st:

rhe ARCHTECT CA 125 ll

To obtain the recommended

ReIeT to the AFCHITEGT
5 for information on sampl6

. lf uslng pr mary or aliquol
ensure suflicienl patient

Prepare AFICHITECT CA 125 ll

. Mix callbralo(s) and controls

. Hold botlles vertlcally and

Sampl€ volume tor Bach
cup: 25 uL

. > 3 hours on boardl

into sach respscllve sampl€
. Recommended volumes:

To oblain the Ecomhended

. For additional inlormation on

AFICHITECT Systom Op€rallons
. For oplimal perbrmance, it is

mainlenance as describ€d in tho
Manual, Section 9. Perform

Specimens wiih CA 125 ll value
wilh lhe code "> 1000.0' and may be

tequired by laboratory procodures.

Specimen Dllutlon Proceduaes

Sysl€m Operalions l,",lanual,

. Press RUN.

Automated Dilution Protocol or the

Automated Dilution Protocol

dilution and reporls lhe resull.

Manual DlltrllonProcedure

lhe AFIcHtTEcT cA 125 ll

Mulri-Assay Manual Diluent.

2, The operator musl enter the

. For intolmatlon on loading

Suggested drlution: 1i1o

An addilional 110 dilution may be
1, Add 50 pL of ihe pationl

The system performs a 110 dllulion of
aulomatically calculates the

Control order screen. The syslem
a!tomalically calculale the
dilution and .€po( the result, The

Syst6m Operalions Manual, Seclion 5.

so lhat lhe diluted r€suh reads

For detailed Information on orderjng

Calibration
. Test Calibrators A-F in duplicale.

priority loaded.

by the systom A single sampl€ ol each control level musl be tesled to evaluale

ths assay calibration. Ensur€ lhal assay conlrol values are wilhin

the ranges spocified in lh€ rsspeclive conlrll package inserl.
. Callbratlon Rango: 0 . 1000 u/ml,
, Once an AFICHITECT CA 125ll callbratlon i6 accepled and

stored, all subsequenl samplos may b€ tested withoul lurlhe.
calibration unless:
. A teag€nt klt wilh a new lol nurnber is Vsed or
. Conlrols aro oul of range,

, For delailed ihformalion on how to periorm an assay calibration,

reler lo lhe AFICHITECI System Op€railons l,4anual, Seclion 6.

Ouality Control Procedures
'Ihe recommended conlrcl r€quifgmenl for lhe ,aRcHITEcT cA 125 ll

ESSay lS lhal a sjhgl€ sample ot each convol level be iosl6d onc€

€very 24 hours each day ol use, lf the quahty conltol prccedures in
your laboralory requlre more frequenl use ol controls lo verify t€sl
r:sults, follow youa laboralory-speclflc procedur€s,

Ensu|e that assay contfol valu€s are within th€ coocentrallon rafiges

specitied in the package insen,

\brlfcallon ot Assay Clalms

For proiocols to v6ify package insert cla ms, reler to the ABoHITEoT

Systsm Operations Manual, Appond x B,
'lhe ARCHrECT CA 125ll assay b8longs lo method group 1.

lI REsuLrs
(lalculatlon
'Ihe ARCHITECT CA 125 ll assay ut lizes a 4 Paramelef Logislic

Ciurve lat data fsduction melhod {4PLC, Y-weighlad) to general€ a

caliblalion curv6,

t lags
s ome results may contain inlormation in the FlEgs f eld, For a

cescrjplron ol the flags lhal may appear in this lield, feler lo lhe
lRcHITECT System Operalions lvlanual, seclion 5.

[[easurement Range (Reportablo Range)
'lhe measuroment range lor the AFCHITECT CA 125 ll assay is

10 U/mL to 1000 U/mL.

IT LIMIANONS OF THE PFOCEDUBE
. Resulls should bo used in conjunction with other datai e.9.,

symploms, resuhs of olher lests, and clinic4l impressions,

. lt rh6 ARCHITECT CA 125 ll resulls are nconsist€nt with cl nical

6videnc6, addhional lesting is recommended.
. H€t€rophilic anlibodies in human s6rum can react wilh reagonl

immunoglobulins, int6fsring wilh lh v/'lro immunoassays. Palienls

routinely exposed to animals or lo animal sQfum products can

be pron6 to this lnierf€rence, and anomalor$ values may be

obse.ved. Additional inlormation may be req,irred tor diagnosrs 17

r Specimgns trom patients who have received preparallons ol
mous€ monoclonal anttbodi6s for diagnosis or therapy may
contaln human anli-mouse anlibodies (HAMA). Such specimens
may show either fals€ly olevat€d or depresqed values wh€n

tesred with assay kits such as AFCHrECT CA 125 ll thal employ
mous€ monoclonal antibodies. Addilional clinical or diagnostic
inbrmaljon may bs requir6d to detsrmine p{li€nt stelus.38 40

r Pati€nts with confirmed ovaian carcinoma mav have

prelraatment CA 125 assay valuss in th€ safne range as heallhy
individuals, Elevations in cjrcLrlating OC 125 detined anligen may
be obseryed in palienls wilh nonmelignant Cis€ase. For these
r€asons, a CA 125 assay valuo, regardloss pt levei, should not

be interpreted as absolule evidence hr tho presencE or absence
of malignant disease, Th€ CA 125 assay val!e should be used in

conj!nclion wilh iniormalion available lrom 4linical svaluauon and

other diagnoslic procedures. The ARCHITEPT CA 125 ll assay
should not be us6d as a cancer screenlnd tesl.
Reprosentaliv6 perlormanc6 dala are givEn in th6

VAU,ES and SPECIFIC PERFORI\4ANCE

from salne sample

from same sample

the sam€ samplo

lhe effects of
is preserl Plior

4 drops,

Manual, Sgction

sampls gauge lo

conlrols.

inversion belor€ use,

volumes

4 orops.

to the ARCHffEcT

rouline
System Operalions
frequenlly when

U/mL are llagg€d
€ither lhe
Proc€durs,

and
specimen before

if

to pL oi AFCHTTECT

in lhe Palient or

dilution taclor 1o

the sample boiore
bs performed

20 U/mL.

to fie AFCHITECT

should be

seclions. Fesulls obtained in individual



I ExPECTED VALUES
The disl bution ol CA 125 ll assay
spacimens is shown in lh9 lable

Dislrihurion ol ABCHmCI CA

l,lunh ol
0.35 U/nL

APPARENILY I]EALTHY

in 811 ( hansa in GA 125

Famales Sg

(Prem€nopausal)

F€males 97

0.0

4E

0.0

10.0

00

10 0

10 00
20 00
0.0 10

10 40

had CA 125 ll

, SD = 13,0). lt is

palignts was
in serial s€rum

in disease slalus.
performed \4ilh an

A significant change

l,alu!s

65.fi00

increase n assay
qocv (4.3%)i.

positiv€ patienl
sixly-one percenl

change

(680/0 or 166/24s).
classitrcalion

Total

: r0.75%

.r 10.75%

lotal

46

l
A7

10

t6

56

63

MALIGNANT CONDITIONS

00

8S0

990

32,8

00

2.0

00
12.0

499

800

8,4 0

950

600

900

837

880

840

II SPEGIFIc PERFoRMANcE cHARAoIEHISTIcS
Ftecislon
The ARoHITECT CA 125 ll assay pr€cislon ls < 10% total cV A

siudy was perlbrmed as described per the Clini9al and Labolatory
Standards Inslltute (CLSI, lormerly NCCLS) Protpcol EPs-A.4r Thre€

deflbrlnated plasma-bas€d panels w€re assayed, using two lols ol
(tagents, in replicales of two al two soparale lirties per day lor 20

days on lwo separat€ instrumenls. Each reag€nt lol used a single

calibration curve throughoul the study. Dala ftom lhis sludy are

s,/mmafized below,'

ovarian Cancer 166

Broaslcancsr 50

Coloreclal Cancer 50

Endom8birl Crhcer 25

50

NONI\,IALIGNANT CONOJTIONS

100

Bsagsnl
S.mplr Lol Inilrumenl

uern conc. __9.E4!L!!L_n (U/mL) s0 %cV $D %cV

Fan6lt 80 435 1.1 24 17 3.9

80 4S.7 0.8 r.5 0I 1 7Umg6nilal Diseass 49

Hypertensio.VcHo 100

Endomerrial 25

Ch.igs in C4125
Conconllalion

210 75% 85

< 10.75% 26

Iolal 111

fan6l2 80

80

I1.9

67
39

20

303.3 9.8

340.7 5 5

32

11

In lhis stud)4 94.4% of lh6 h€ahhy
assay values al or below 35.0 lJ/mL

in Disoaso Slals

recommended lh€t each laboratory
for the populalion of interest.

Monllorlng ol Dlsease Stalus In
Cancer

The bllowing table presents the data
SCheme,

the monitorlng ol disease status in

deterhined by ass€ssing chang€s in

samples from 63 palients compared to
A 6rudy involung a tolal of 306
averags number oi 4.9 observations
in CA 125 level was delned as at

clinical mothods usgd tor moniloring

The elfecliwness of the AFCHITECT

velue li.e, 2.5 nmes greater than rhe
Sevsnlrseven percent (7,% or 85/11

Changes observed in serial CA 125

ovarian cancer palienls should be

sampl€s correlalod wilh disgase
(61% ot 811132) ol serial samples
in CA 125 assay value correlated with
concordancs in lhis study was

Fancl3 5980 18I 3.1

578.3 12.4 1.8

' Ropresonlative data; r€sulls in individLral laborFlories may vary ftom

llteso data,

F ecovery
The AFCHnECT CA 125ll assay mean recovery rs 1001 15%. A
s udy was performed basod on guidance from 

-Tletz 
Texlbook ol

Clinical Ch6mistry'2 for the AFICHrECT CA 125 ll assay. Known

concentrations of OC i25 d€linod antigen were added lo normal

human serum samples. The concentration ol CA 125 was determined

u6ing the AFICHITECT CA 125 ll as$ay, and lhe lesulling percent

lrcovery was calculated, Representative dala kpfi lhis sludy are

Avorage Recovery across tt/vo s€parate spiked qonconlrations shown

aoove = 90%

% Racovery = x10C

' Representatrve dala; results in individual laborFlories may vary from

tlr€6e dala.

E ilullon Llnearity

258

r35
80

80

43

20

own reErence value

wlth Ovarlan

when monilorjng

conjwclion wilh other
patienls.

assay as an aid in

136

107

243

The following table provides the per
percent l98o or 46/47) of the

Der patienl cofielated with disease
percent (38% or 6/16) ol sorum sels
CA 125 level correlated wilh no
in this sludy was eightrthree percent

Ninety-e'ghl
s€rial samples

whil€ lhirtreight
significant change in

tolalc0ncordance

The ARCHITECT CA 125 Il assay m6an dilution linearily is 100 :t 150/;.

A sludy was perbrmed 1br lh€ ARCHITECT CA l25 ll assay modeled

alter the Clinical and Laboratory Slandards Inslilule (CLS|, tormeny

NCCLS) Protocol EP6-P2.43 Sampl6s with knowh elevaled cA 125

clncenvatlons were diluled wilh Mulli-Assay M4nual Dilu€nl. The

CA 125 concentralion was delermined for each dilulion and lhe
pBrcanl (0/o) recovery was calculated. Represenlative dala lfom lhrs

IU/mL) valu€ lU/mL) :( Recovery'

715 7Q47 94-ffi
715 618 6 83

165 1q€.5 91

s udy are summarized below.'



Final 0ilulion

1 1.4

'l:2

1:33

1:5

110

1r20

Undiluted

I 1.4

'12

r 3.3

1:5

1t0
1120

Undlulod

1t14

112

1:3,3

1:5

110

l:20

compounds al lhe indrcaled

INTERFER]NG SUBSTANCE

Eilrubin

Hemoglohln

Tolalholein

Erpoctod Fosiliv€ for BF ware ovalualed lor % recovsry wfth oc 125 delined

antigen splked Into each specrmen a135 and 200 U/mLi rnean %

Cliniod Condilion

ARCHI1TCT CA

cooliicionl

Av6ra9e r€covery across lh6 lhree

104.4

110.6

110 3

108.0

109 5

108.7

s78

s8,8

J00.1

103.3

105.5

105.0

967

96.3

100.5

992

102.4

106.9

is s 1.0 U/mL
corresponds

and leptes€nIs
lhal can be

ls < 12%, Recovery
tho lollowing

conlrol soE.'

604 6

423.2

256 5

163.3

84.5

42,3

903.8

545.6

451.9

273.9

180.8

00.4

45,2

HAIVA

RF

' Ropresenlative dala; rosults in individual labotalori€s lhay vary from

llr€se dala.

l.llgh Dose Hook
Figh dos6 hook is a phenomenon whereby very high lsvel specimefs

hray read within the dyhamic €ngo ol lh€ assay. For lhe ARCHITECT

CA 125 ll assay, no high dose hook ell€c1was observ€d whon

samplos containing up to approximalely 180,000 u/mL of oc 125

dgllned antigen w€rs essayed.

l\lothod Compa son
Ihe ARCHITECT CA 125 ll assay method comperison corralalion

co€,ficient is > O.gO and the slope rs 1,0 + 0.15 tor lhe tull range oi
tlre assay. The AFICHfIECT CA 125 ll assay wa$ compared to tha

,bbotl AXSYM CA r25 assay. The resulrs of lhs spocimen ieslrng are

shown in lhe following l,able.'

10 96

10 97

s3s.3

668.1

461.7

283.4

18?.1

93.5

468 ILogr.sslofi
lhlhod

1 06 (1.03lo 1.11) 0 s85

' Rspresontalivo dala; rosulls in
lhes6 data,

Ahalytlcal Sensltivlty
The sensilivity of lhe ARCHITECT CA
(n.24 runs, in r€plicales of l0).
ro the upper limil of the 95%
the lowest concenlration ol OC 125

distinguished lrom zero.

Analytical Specificity
The ABCHrECT CA 125 ll mean
sludiEs were Dertormed to comoar€

157'*" 1.23 (1.16lo 1.30) 0.4 C0 q to 1 8) 0 967

' Represehlalive datai aesulls in individual laborBlories may vary from

lllese dala,

" Sample Rang€: 4.5 - 4085.9 U/mL (ABCHITECT)i 2.7 -

3436.1 U/hL (AXSYM)

"' sampfs Fange: 4.5 - 110,5 U/mL (AFCHITECDI 21 - 95.4 UInL
I qxSYM)

I A linear asgr€ssion method with do special as$umplions regarding

tlre dislribulion of the samples and th€ measurEmenl e(ors._
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Conc6nualion

20 mq/dl

500 mg/dl

12 ddL
3

3.5

I$l
Carboplatn

Cisplalir

Clolimuole

Cyclophosphaqride

DoxorubiciI

Mrlphalah

Paclilaxel

s00us/mL

165!g/mL

0.3 pg/ml

500 !g/ml
10 lYmL
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2 68 ldml
2.8 tq/mL
45 !g/mL
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AFGHITECT i System whon uied lor
rotal prostais sp8clllc antigdn (bolh
alphan-anrlchymotrypsh) In human
PSA r€agsnl package Insert for

CONTENTS
2 BonlBs (4.0 mL each) ol ABCHITECT
(iE^!-lr') contains TBIS buflor with
(@E) conuins PstA (human)
(boMne) stabilizeL

INTENDED USE
Th€ ARCHITECT Total PSA

Pres€ruatives' Sodium Azlde and

The calibratoG ln€ld the lollowino

conc6nvation is referenced against lhe
1d lnt€rnational Standard lor Prostat€
each concenlration level,

calibration ol tho

PSq cornplex€d lo
th6 AFCHITECT TOla]

Cal|brator 1

srabilizer. Calibraror 2

Sp€ci{ic Anllgen
Th€ larg6t

orsanization (WH.O)
(9010) 96/670 at

Tolal PSA

Calib.ator

F^an
IEA!E

STANDARDIZATION
The Callbratols arc manulacturod by
(PSA) of known conc€fllration to obtain a
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STORAGE
AFCHIfEcT Total PSq Caliblators
when stored and handled as

listing, reler to ths
COI{TEMTS soclion or thls package known tsst method can
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assay rosults cannol be guaranleed lf
the Inslructlons in this package Inserl.

WARNING: Th6 concenlration of Tolal
det€lmlned wlth assays ftom dllforenl

AFCHITECT

Total PSA

Packaoe lnsort lnslruclions musl b€

due to diff€rsnc€s In assay methods
aesulls reported by the laboktory to
idenlity ot thB Toral Psa assay usEd.
assay mBthods, including Abboll PSA

T SUMMAFY AND
Prostat€ specific anlig€n (PSq), a

gen€ lamily, is a s€rine protease M/ilh

The malure lorm ol PSA is a singl€

amino acids containing 7-8%

oligosaccharide side chain. PSA has

approximatety 30,000 daltons.l s sr
The major site ol PSA production is

prostato. Ps,A has also b€gn iound in

neoplasms, periurethral and anal

breast mllk, blood and urine.r'2 PSA

secr€ted into lh€ seminal {lujd in high

additlonal sequsntlal t€sting should be

assays, th€ laboratory MUST contirm
b6ing se ally monibrod.

T NAME
AFCHITECT TOIAI PSA (PIOSIAI6

T INTENDED USE
Tha AFCHITECT Total PSA assay is a
Micropartlcle lmmunoassay (CI\rlA)

interchangeably, lt in the course of
method used lot determlnlng Total

of Tolal PSA (both Free PSA and PSA

antichymotrypsin) in human serumi

1. As an aid In thg detaction ol
conjuncllon uJilh digital rectal

older. P.ostatic blopsy ls required

2. As an adjunctiv€ test to aid in the

canc€r pati6nts.

ffien
lEE7K7O-2s
!!!q 7K70-20

!!!q 7K70-35

!q 7K70-30

o

u

Total PSA
7K70

G47685R06
87K700

E quimolarr6sponse PSA assays havs an 6quiv4lsnt response 10

both Fre6 Ps,q and PSA-ASLI The A-RcHttEcT TolalPSA assay is

an €quimolar assay. A third form ot PSA, a codplox with alphe_z-

nlacroglobulin, is not dstsctable with curronl iminunoassays for PsA

due to fte enqulfm€nt and subsequenl maskinq ol PSA epilopos by

Ile alpha-2-macroglobulin molecule l' 3 s

F rostale canc€r is the most trequenlly dlagnosqd cancar and

tre second leading cause of cancer dealhs In rnen in the L,nited

Sllatos.lo Early diagnosis ol calcinoma oi the ploslat€ is hindered

ty the lack of symploms in men wlth localized lumorc' The.efore'

€arly detection raquires a simpl€, safe, and inelQensivo test for Lbe

ciseaE€ ln asymptomatic men The lraditional melhod lor dBleclion

(t proslal€ cancer is the drgitalreclal examlnalion (DRE) However'

(nly 30 to 40'lo ol cancets delected by DBE scfeening ars erpecled

t) be confined to the proslale The trequ€nt tinCing ol locally

Edvanced prostate cancer in scrsened pa{enls may be due to lho

rrrabiliN of DRE to delecl tumors of small volurne lhal are mosl likely

t) bo confined to the prostale.lr Since pall€nts with smalllumors are

tolieved to have the best prognosis, it can bo qoncluded thal DFIE

f as limited sensitjvity in dsloctlng lhose lumors wilh lhe greatesl

t olential for curo.12

Ir a 1990 publication by Cooner et al., data wat pres€nted

rggarding the clinical use ol other diagnostic mpdalilies such as

I rcslale ullrasonography and s€rum prostale s4ecilic antigen lor

rErly deteclion ot prostate canc€r. This study f9und lhal lhere

!/as a signilicant lncrease in predictabillty lor clncer when thE

I)RE and PSA tesiB were abnormal.l3 Several oiher sludies have

!hown thal the measuremenl ol serum PSA conc€nt€lions oflers

! gveral advanlages in lhe garly detection of prqstale cancor' The

Irrccodure is morc acceptabls lo palients, lhe rbstilt is objeclive and

(luantitative, and is independenl ot lhe examinqrs skill. In several

aecent studios of heaithy men 50 y€ars or oldeL serum PSA levels

had the greatsst ability lo predict prosiate canqef. Theso studies

ooncluded that nol only rs s€aum PSA measurefnenl a uselul

irddilion lo reclal examinallon and ultrasonography n lhe d€lecnon

(,f proslate cancer, bul thal il is also lhe mosl +ccurale of the lhree

tests for lhis purpose.]4 15 In January 1992, thq American Ufologrcal

/\ssocialion €ndorsod annual axaminalion wilh pRE and PSA, for

(,arly deteclion oi prostate cancor. beginnlng al age 5016 This was

reaffirmed by lhe Amsrican Cancer Socisly in Novembor 1992 17

'-he combined use ol ORE and Ps,q has been thown t0 resull rn an

ircteased d€t€ction of oally slage proslale ca4ceri however, lh€

lrenellt of €ady detection on palient oulcomB tlas nol Doen proven

i|nd is lhe subiect of ongoing clinical lrrab,!_7 1F15 13 1s

l)SA testing can have signilicant value in detecling melastalic or

t)ersislenl disease in palients following surgical or medical lrealment

r)f proslale cancer, Persistant elevalion of PSA {ollow ng taeatrnenl'

r)r an increaso in a posl-lreatm€nt PSA l€vsl is indicativ€ ol r€curreni

r)r esldual disease, PSA lesting is widely accepted as an adlunctve

l6st in the management of proslate cancer patienls 3T

oul. Prior to changing
values lor palients

speclflclty. The
must ncludB lhe

whh dffier€nt
bo useo

of the male utelhla,
in the proslate is

a patient, lhe assay
is changed,

d€lerminalion
to alphal.

when used in
in men 50 ygars ot

ol cancer.

of proslale

THE TEST
the human kallikrein

aclivily.
ol 237

a single N-linked
weight ol

epilhelum ol the

salivary gland

Reliabillty of

any d€Malions lrom

givon specimBn,

A major
prolerns n

the seminal gel and

lolnd in tho blood
gland, Increasing

pamorog14

(BPH), and cancer

malor
lhe senne protease

incr€ased sperm mobility,l Low levels

as a result of leakage ol PSA from
levels ol serum PSA are associated
including prostalnis, benign prostalic

ol lhe proslate.1 37

PSA occurs in three maior forms in

immunodet€ctable form is PSq
inhibitor, alphal-antichymolrypsin
Free PSA, is the other

lunctioh of PSA is lhe proteolytic

the seminal lhrid, resulting n the

Th6 majority ot Free PSA in serum
that cannot complex wth prolease

lJncomplexed, oI

of PSA ih serum.
be an inactve lorm

may be eithor a
PSA zymogen or an lorm of P$q.



T BIOLOGICAL PRINCIPLES
The AFCHfrECT Total PSA assay is a
delermine the presence of Total PSA

complexed to

technology wlth flexible assay

1. sampl€ and antlPsA coated

PBOCEDURE
tmmunoassay Io

PSA and PSA

n ragent Handling

. Do nol use reagent kils beyond the expiraliqn dats

. Do not pool reagents lvlthln a klt or betwefn klts.

. Belore loading the reagenl kh on lhe syslern for the lksl lim6' the

microparticl€ botlle requires mix ng to resuspsnd micrcparllcles

that may have settled during shipment For rtlicropa icl6 mixing

instmclions, roler to the PROCEOIJRE, Assqy Procedure s6cllon

of this pacl(age insorl.
. Sogtums MUST be used to prevent reagenl evaporatlon and

contamlnatlon and lo ensute reagent integflty. Reliabllity ol
assay results cannol be guardntesd It seplums are not used

accordlng to the lhstructlons In thls packag€ insert.

. To avoid contamination, weat clean gloves \lhen placrng a

s€ptum on an uncapped reagent bottle

. Onco a saplum has been placed on an open reagenl bollle,

do not Invert the bottle as this will result in reagent leakage

and may compromis€ assay r€sulls.

. Over tlme, resrdual liquids may dry on lhe septum surface.

Th6s6 are typlcelly drled salts and have no effscl 0n assay

Fr a dstall€d dlscusslon of handllng prscaollons dunng system

o)o€tion, r€te. to th€ ARCHrECT System OpeBtions Manual,

Feagent Storage
Vlrh€n stor€d and handled as dir€cted, roagants are slable unlilthe

e$ira on date.

StoEgs ltraximum AdditignalstorageFffi;^d'AE.l i x66mL 4x6.6

l6rrG^El 1x59mL 4x59

| fllcRotrBrrclcs I Anti- PSq ( m ouse, coated

combined to cr6al6 a reactaon

sample binds ro lh€ anti-PSA

s€rum using cl\,llA
to as Chemifl6x.

microparticles are
PSA pres€nt in the

2. After washing, anri-PSA conjugat€ is added,

to the r€action

measuted as relaliv€

between lhe
RLU! detectod by

lechnology, refer to

3.

dlsrributor.

7K7tF30

500

stabrlizer,

. Minimum

bufierod saline

conlaining

contalning 0.35 N

phosphats
agents,

human sp€clmens.
be considered

wilh the OSHA

Pre-Trigger and Triggor Solutions

mixture.

3. The resulting chemiluminesc€nt
light unrls (Rll-)s). There is a
amounl ot Total PSA in lh€
the AFCHIIECT isyslem optics,

For additional intormation on systsm

the AFlcHmcT system operations

I REAGENTS

Klt Contents
ARCHITECT TO1AI PSA 7K7O

NOTE| Some kil siz€s ar€ not

all ARCHmCT lsyslems. Please

7K7825@

27,O mL 4 x 27.O mL

26.3 mL 4 x 26.3 mL Untrl l,{ay be used immedrarely

expiration afrer removal from 2-8'C
date storagF,Mictoparticles in TRIS bufler with

Preservative: anlimicrobial agenls,

@ nnti-psn (ror.rse,

ConjugatE in MES bulier wilh protein

concenvation: 10

Other Reagenls

l***u-*t**l t r too
Manual Diluenr, @ 7D82-50,
solulion. Preserualive: anlimictoblal

lie:-rerood sorunoFl 6sgHnECT
1.32% (w/v) hydrogen peroxide.

frircffiilAen'r'
sodium hydroxide.

lGiiEFFFil nnctnrcT Wasn

bulfered saline solr./tion. Pres€ryatives:

NOTE: Bottle and volume varies

Wafnings and Ptecautions
.@
. For rD l///o Diagnostic Use

Sel6ty PrecauUons

CAUnONT Thrs producl requires ths
It is recommended thal all

Lhopened/ 2-8'C
(rpehed'

(h board system 30 days

IOmpelalure

Discard alter 30 days.

For inlormation on tracking

onboqd time, reter to

rhe AnCHITECT Sysrem

Operations l\,{anual,

appropriate biosafety praclices should
contain or are suspecled oi

potentially infeclious and handled in
Standard on Bloodborne Palhogens,

Safely Dala Sheets af€ available at
conlact your local representative,

For a detailed discussion of safety
opefalion, reier lo tho ARCHITECT
Section 8.

' R€agents may be stored on or olf lhe AFCHITECT isyslem lt

rirag€nts are removed lrom lhe syst€m, store lhern al 2-8'C {wilh
srplums and r€placomonl caps) in an uprlght ppsilion For roagenls

s ored otf the syslem, it is recommended thal l\ey be stored in

tireir originat trays and boxas lo onsure lhey remain uprighl lf the

nrlcroparticle bottle does not refialn uprlght (With a septum

hrstalled) while in relrlgeraled storage otl the fyslem, lhe teagent

klt must be dlscarded. For informalion on uhlo4ding reagenls, refer

rt| the AFICHITECT Syslem operalions Manual, Fedion 5

lldications of Reagent Delerloration
V/hen a conlrol value is oll of lhe specilied ran!€, it may indrcale

deteriora on of the reagenls or errors in technique. Associated lasl

r,sults are invalid, and samples must be r€tasldd. Assay recalibration

nray bs noc€ssary For troubleshooting informatlon, rele. lo the

,aRoHITECT System operalions Manual, Sectron 10

IT INSTFUMENT PROCEDUBE
Ihe ARCHITECT Total PSA assay tile must be iflstalled on lhe

!RCHITECT isystem from an AFTCHITECT isysl4m Assay CD.ROM

prior to pedorming lhe assay.

For delailad Information on assay fil€ Installalion and vlowing

and edillng assay palalneteis, refer to lhe ASCIIIIECT System
(rpetaliors Manual, Seclion 2.

For a detalled description ol system

Level 2 or olher
for materials lhat

agenrc.20'23

For inlormation on prinling assay parameters, rql€r lo lh6
ourng sysrom nFCHrECT System Operatrons l,lanual, Seclioh 5,

'nl

[taximum AdditionalStorage

.'ja,.J...
I\,lanual,

IFCHITECT System Operations Manual.



Alterhatc Result Units
Edil assay param€ter "Result
allefnate unit.

Conversion formula:

(Concenlration in Default rosult unil) x
(Conc€ntration in Alternate result unit)

Specimen Storage
Ipeclmen Type StoEge Temperature Msxfmum Siorage llme

3erum z-A'C s 24 hours

lf testing wllb€ d€lay€d more than 24 hours, spFcimens should be

ft mov6d trom th€ clot or serum sepahtor and stored frczen al -20 C

o caldet,24,23

NOTE: Samples whtch may be tested (or Free PsA should be

r{moved from tho clot wlthlh 3 hours.

A/oid mulliplo iieozelthaw cycies.

speoimen Shipplng
. Package and label spgc|mens in compliance wilh applicable

stale, lederal, and Internarional r€gulations oovering lhe transporl

of cllnlcal sp€clmsns and hfectlous substaoces.

Speclmens that wll not be assayed wilhin 24 houts should be

siorsd/shlpped flozsn, Prior lo shipment, lt ls recommended lhal

sp€clm€ns be r€moved from lho clot or s€rllm sgparator

II PROCEDURE

i/laterlals Provlded
7<70 AFCHITECT Tolal PSA Beagent Kit

lllate.ials Fequlred but nol Provlded

Detault Besult Unlt Converslon

I SPEctMEN coLLEcTIoN
FOR ANALYSIS

Speclmen Types
. Only human serum may be used

. The instrument does not provide

typ6. lt is the respo.sibility of tha

corrcct specimen types are used

Specimen Condltlons
. Do not uso sDecimens with the

. grossly hemolyzed

. obvious microbial

For accurata results, serum
red blood cells, o. olher

10 seiecl an

laclol) -

Resull Unll

Total PSA

v€rily that th8

be fiee oi fibrin,

Centrifuge specimens
maller prior lo

pipolles or

1.0

containrng librin, red blood cells,
use !o ensure consistency in ths
To prevenl cross conlaminalion,
pipefie lips is recommended.

AFiCHIECT Toral PSA Assay iile obtained ffom th€ AHCHnECT

isyst€m s-Assay CD-ROIV lound on www.abboltdiagnostics.com.

7K70-01 MCHTTECT Toral PSA Calibralors

7D82-50 ARCHffEcT [4i.rlu-Assay Manual Dlluenl

ARCHITECT Pr€-Trigger Solulloh

ARCHITEGT Trigger solulron

ARCHITECT wash Butler

AHCHITECT Reaclion V€ssels

AFCHITECT Sample Cups

ARCHITEST Sept'rm

AFcHITEcT Replacemant caPs

Preparatlon tor Analysis
. Follow the tube manufaclurer's

colleclion tubes.

11 is recommended to oblain
procedures involving manipulation

Follow lhese package insert
colleclion tube manufacturer's
colleclron and oreDaraion for

tnstructions fot serum

PSq lesting prior 10

well as the specimen
lor specrmen

or lhrcmbolytic
lf specimens are

to the speclm€n
for cenl fugation lime

of the sample
resu|Is.

specrmens has

especially

lnsutficient proc€ssing ol sample,

during lransportation may cause

Ensure that complete clot
taken place prior lo c€nlrifuga on.

tbose from patignls roceiving

therapy may exhibil Increased

cantiluged before a complete clol

colleclion tube manufaclur€r's

or panrcolale matler may cause
specimens containing fibrin, red

Nole that inlerferlng levels of librin
thal do not have obvious or visible

lf proper specimen collection and
verilied, of if sarnples have b6en
or sample handling, an addilional

. Pipettes or plpette lips (optional) lo deliver the volumes specified

on lhe pallent or control order screeo.

Frr information on materlats required fot mainteoance procadures,

(tor to lhe ABCHITECT Sysrem operations Manual, Secli0n 9,

Naterials Available but not Provided
. 7K70-10 AFCHITECT Total PSA Controls

Issay Procedure
. Eelore loading lhe reagenl kil on lhe syslem lor lhe firsl

time, lhs mlcropa icle bonl€ requires mixirg lo resuspend

micropa clos that may have 6onl6d during Fhipmenl. After the

fkst time the microparticles have been loadqd, no tu her mixing

is required.
. Invert lhe mlcropartlcle bottle 30 tltne$,
. \4sually 

'nsp6ct 
the botlle lo ensure microparticles are

resuspended. lf microparlicles are still qdher€d to the botlle,
conlinue lo invsrt lhe bottle untd lhe ml9ropa cles have

b6en completely rssusp€ndBd,

. ll the mlcropartlcles do nol resuspenq, DO NOT uSE.
Contact yout local Abbotl representatlvs.

. Once lhe micrcpa(rcles have been resu6pended, place a

septum on the bollte, For inslruclions apoul plaqng seplums

on botlles, reter to lhe Feageht Hanclllng section of this

Package insen.
. Load lhe reagent k( on the ABCHmCT isyFlem.

. veify lhat all necessary reagenls a.e plesent.

. Ensur€ lhat soplums are present on all roagenl boltles,

. Ord€r caliblation, if necessary
. For inlormalion on ordering calibtationsl refer to the

pr6senc6 ol librin
results. Centrifuge
or pa culate maltea

ptos€nt in samples
mallea.

cannol be

recommended. Cenlritugation
remove padlcuhte mallet.
specim€n lub€ types lhat do nol
al higher risk of includlng

Specirnens musl be mixed
vorlexlng- Thawed samples

fesults

Failufe to follow these inslructons
specimen results,

due to transporlallon
step rs

b€ sullicienl to
v€rsus plpetted from

separalors are
generatn9 deplesse0

In depressao

lhav/ing, by
cels or
|n appearancspartlculalo matter, or whlch are

musl be centrlfuged prior to use
resuhs.

apphcaror stick before analysls,
eaci specrmen lo pr€vent crcss

conslslency in the

InsDecl all sDecimens tor bubbles. bubbles with an

applicalor stlck for



. For mformation on ordering

controls and for general

AFCHITECT System
. I\rinimum sample cup volums is

and Drinted on lhe Orderllst reDorl.

. Order tesls.

€vaporation, verify adequate
to running the tesl.

I\raximum number of r€plicales
cup:10
. Pfiorny:

Sample volume for tksl t€st:

Sampl6 voluln€ tor each

cup: 50 pL

. < 3 hours on board:

Sample volume for each
cupr 50 uL

sampl6 volum€ for fkst last:

. > 3 hours on board: Additlonal
Beler to the AFCHITECT
5 tor inlormation on sample

. lf using primary or aliquol
ensure sufticient patienl

Prepare MCHITECT Tolal PSA
. Mlx callbrato(s) and convols
. Hold bollles vertlc8lly and

inlo each respecllve sampl€
. Fecohnended volumes:

lor each calibraror: 7 drops

lor each control: 4 drops

. For additional inlormation on

ARCHITECT Svstem Ooe6(ons
. For oplimal performance, il rs

maintenance as described ln lhe
lVanual, Section 9. Porform

specimens with a Total PSA value
with the code "> j00.000' and may

required by labolalory proc€dur€s.

Soeclmeh Dllutlon Procedures

System Operalions l\,,lanual,

. Press FIJN.

Automated Dilution Protocol or th€

Automaled Dllutlon ftotocol

dilution and r6por$ the result.

Dilutions other than 1:10 should be

. For information on loading

Manuai Dllution Procedurc

The systeh pedorms a 110 dilulion of
automalrcally calculates the

Suggesled d lution: 1:20

1. Add 50 !L of the patienl

Multi-Assay tulanual Dlluenl.

2. The operalor must €nter the
Conlrol order scr6en- All assays
dilr.rred. The sysrem will use this
calculale th€ concenlration ol the
report lhe resull. ThB dllulion
dilulBd result reads g(eater lhan

For detailed inlormation on ordering
Syslem Opera ons Manual, Section 5.

lo the AFiCHITECT

and
relgr lo ihe

Calibration
. Tesr Calibrators 1 and 2 in duplicatB. Th€ calibrators should be

priority loadod.

A single i€plicat€ of each control lev€l musl be lesled 10

evaluale lh6 assay calibration. Ensuae thal 4ssay conlrol values

ara wlthin the ranges specified in lhe respecllve control package

inserl.
. Callbra{on Rengs: 0 - 50 ng/ml
. The assay protocol allows lor ths rang8 lo be extended lo

100 ng/rnL.
. Onc€ an ARCHITECT Tolal PSA callbration iF accepl€d and

slored, all subsequ€nt samples may be lesl9d wilholt lurlher
calibration unlessl
. A reagenl kit wilh a new lot number ls qsed oa

. Conlrols are out of rango,

. For dolailed informallon on how to psrlorm an assay callbrallon,

r€ler to the ARCHITECT System Oparations Manual, S€clion 6

CluElily Control P.ocedures
Ths recommended convol requiremenl lor lhe AFCHITECT Total PsA

assay is that a single r€plicate oi each conlrol level be tesled once

e/ery 24 hours each day ol use. lf the quality conlrol procedures tn

yDUr labolalory requir€ more lrequ€nl use of conlrols to verify {esl

r(rsults, follow your laboratory-specif lc procedur€s,

VErllication ol Assay Claims

Fr protocols ro verit package insert clarms, r€ler to lhe AFCHITECT

Syslem Opsrations Manual, Appendix B.

The ARCHITECT Total PSA assay belongs to mqlhod group L

ll RESULTS

Calculetlon
The ABCHITECT Toral PSA assay ulillzes a 4 P4rameter Logist c

Curv€ fil data reduclon melhod (4PLC, Y-weighled) to gonerale a

c{ibration curue.

Flr inlorma on oh alt€rnalg r€sult unrts, reler lo lhe INSTFUMENT

PROCEDURE, Alternate Fesult lJnits s€ction of this package insert,

Flags
Some results may contain infoffiation in the Flags lield. For a

d3scription of lha flags that may appBar in this field, relet lo lhe

AFCHITECT Systom Operations Manual, Secnor 5.

II LIMITATIoNS oF THE PROCEDUNE
. Spscimens from patienls who have receiveq preparalions of

mouse monoclonal antrbodies for diagnosis or lherapy rnay

contain human anti-mouse afltibodies (HAMA). Such specimens

may show either talsoly elevaled or depresled valu6s when

tested with assay kils such as AFCHmCT Total PSA lhat

employ mouse monoclonal anlibodies.26 2? ARcHnEcT Tolal

PSA r€agehis contain a component that redpcos the otfecl

of HAMA reactivB specimens. Additional cli(ical or diagnoslic

Informallon may be .eqtxred 10 d€termine paient slatus,

. Heterophilic anlibodies in human serum carl reacl wrth reagenl

immunoglobulns, intodering wilh in vlro imnunoassays, Palienls

roulinely expos0d to anrmals or lo animal sErum producls can

be pron6 to lhis interference, and anomalouF values may be

obseN€d. Additonal Iniormalion may bo r€quired {or dragnosis.zB

. The concontralion ol Ps,q in a given speci4en, delermined w1h

assays tlom ditterent manufaclu.ers, can v4ry due to diflerences

in assay methods, calibration, and reagent lpecificity.l' '?q 
s0

Seclion 5.

by tho systom

the etfecls of

is prasent prior

me same sampls

Manual, Seclion

lrom sam6 samp€

sampb gauge ro

and Controls,

invetslon before use.

volumes

IO thE AFCHIIEST

reler to the

routine
Syslem Operatlons

ng/mL are flaggod

using eifier the
Procedu16,

specimen betore

pL of AFCHI|ECT

in lh6 Pallenl or

that order will be
to automatically

dilution and
so thal lhe

ano



calibration, roagenl specilrcily, and
presonl; therefore, it is inporlant to

evaluate conlrol resulls,

Hormonal therapy may afted PSq
PSA level atler any lraahenl lhat
may not adequat€ly refl€ct th6

disease.3l

manufacturerc, can vary due lo

In mos( instances, specimens
lollowing digilal rectal oxamination
increases in PsA levels-sa

ultrasonography, and needle

signilicant elevations.s3 PSA levols
lollowing ejaculation.sa

Ouality conlrol samples may be

s€minal lluid PSq into a human

seminal fluid fiay exist in differenl
PSA in thBse conlrols, delermined

Activs Fr66 PSA in th€ serum at
continue to complex wi{h senJm

alpha-2-macrcglobulin, rcsulting In
ol lhe active form ol Free PSA.ss

S6rum PSA concenralions should

Positive Predictive Valqe

PSA in s€rum ano

concentralion ol

introducing

trom ditierent

therefor€, a low

massag9.

hormonal therapY

residual or rec[irrent

patienls jmmedialelY

clinically signiticanl

in assay melhods,

ol PSA lhat is

^60
3so
.g 40

E"o
9""

-10

r€ clinically
be incr€assd

DBE+ PSA>40 PSAS4.0 PSA>4.0 pSA>40 PSA>40

& DRE+ &D8E- & DRE+ OT ORE+

Dele6tion M€thod

Positive Predictlve Values

blood sampling can
Number ol subjech M0t

PositivoftsdiclivoVrlu. 0ancel/l'lumbfl olSuhFcls
(%)' Sus9lclous hr cancotespecially

in PSA levels
DatscUon Mslhod

DRE+ 37.2

(30.r-44.7)

67/180

as absolut€

in ihe serum ot PSA S 4.0 and DFE+

other nonmalignanl
low PSA PSA > 4.0 ind DRE-

PSA>40 39.2 158/401

€videhce lor the presence or
Elevaled concenlrations of PSA
patierts wilh benign prostalic
disorders as well as in prostato

concentrations are not always

and/or suspiclous DRE result. A
PSA results is presenled in lhe

Disrribution ol Resulrs trofi
PSA < 4.0

(34 4-44.2J

13 5 13196

32.6

(27.t38.0)

cancer, The PSA valus should be

inlormalion available hom clinical

lotal ol 531 men 50 years of age or
All subj€cls v/€re blopsied based on

lvalues developed tor the ARCHIrECT

A prospective sludy was conducted at
demonslrate the usefulness of PSA in

cancer \,vh€n us€d in conjunclion with

lha absence ol
wilh

assay reagenls, A

and olher diagnostic
of prostate cancer

.t

sites to
of prostale

clinical dala
generated using lhe

procedurcs such as DRE. Some
will not be delecled by PsA is true for DRE,

Prostatic biopsy is required lor the

I EXPECTED VALUES FOR
PROSTATE CANCER

PSA > 4.0 and 0RE+

PSA > 4.0 or DBE+
'111/499

' 95% Coniidonce Interval (Lower Limlt - Upper Limil)

canc€rs were d€t€ct€d in 177 of lhe 531 subi€qts. The ovorall

c,mcer deteclion rat€ was 96,6% (171/177) when at leasl one lesl

was suspicious, 30.5% (54/ln) when bolh lesls were susp cr0!s,

53.8% (104/177) for PSA alone, and 73% (13117t7) for DRE alon€.

II CORRELATION
T) demonstralo lhai lhe ARCHITECT Tolal PSA sssay rosults are

c)mparable lo lhe resulls from the AXSYM Total PSA assay, a leasl

sluares linear regression analysis was pedormqd compar ng lhe

F$q val!es irom both assays for 1,798 ciinical $pecimens. The

a€lysis ielded a coffelalion coefficienl ol 0 9q7, a slope ol 1.06'

ald a Y-intercept of 0,344 ior the specimens cqvering lhe range up

t(, 100 ng/mL, as shown in lt'e follow'rg f,gur€:

(53.1-74 4)

54t84

343

OF

presenled supporting the deteciion
ARCHITECT isyslem and ARCH|TECT

lhe AFICHITECT Tolal

Toral Ps'A

in the slldy.
PSA value

66.196

180

33.9%

531

100.0%

Tolal

32

6.0%

DRE+" 96

18.1%

Iolal 128

24.1v,

a DRE+: Digilal H€ctal Examination
b DFE-: Digilal Roclal Examination

NOTE: 499 patients tested posilive by PSA.

for canceo
for cancer)

of DRE and

and tabl€ below.

E

E' 100

!f
E150

The Dositive orediclive valu€s lor
PSA are present€d graphically in lh€

lime

raprd

ll be

beo

i7

+ +M+"+
i.,f ,



Serum PSA concenlrations, regardless

Thes€ resulls demonstrale lhat lh€

Distrtburlon of

yields equivalent resulls cornpared to
A!SYI\,4 Total PsA assay,

be interpretsd as definitive evid€nca
ol prostato cancer. In addition, PSA

coniunction wth DFE becaLlse PSA

lh€ groalest number of cancers,
diagnosis ol cancEr,

I EXPECTED VALUES

lvalues developed for the ARCHITECI

The distribution ot ARCHITECT Total

specim€ns is shown in lho following

should nol
or absence

be done in
delecl€d

ls requir€d for lho

derermned in 2,287

0 0087 1,8 0.0109

0.0203 1.0 0 0237

Tolal PsA assay Reproducibllily ot ARCHITECT Tol?l PSA

using lhe MoanTod Wilhin tun lokl

SrmFle

L,l

Cl||llrol 2 4i04 01517 3.7 01836 4-5

3 4.101 0.1218 3.0 01714 42

L(w Confol 1 0.438

2 o 511

4.130

4.i09

4.139

Hlqh

Crmtol

24 565 0.7187 2.S 0.8121

24.558 1.0663 4,3 1.1631

a 7742

3.3

48

,R/i5

24 210 3.2 1 s808 6.5

Ptnell

Nunlb0r
ot 0-{.0

>10
-30 >30-60 > 60

0.0

00

3,6 0.1665 4.1

2.5 0.2099 5 l

4.3 2.6271 5 6

1.5792 3,3 3 4934 1 3

ftnel2 4S.1S1

46.€43

41.170

irahs AdesSub 40 io 1E

MrlosAgos
50 lo 59

ilalesAqes
50 to 69

Males Ages

?0 to 79

0.0

0.0

206

99

100.0

100 0

s7.5

93.5

01.s

ftnd3 66 952

62,631

61.€32

1

2

3

2.C804 3i1 4I 15/ 61

3.1461 510 3.2269 52

Nonmalgninl 8PH

Disaas6 Cir.bosis

Genflourinary

r2.8 1.1 1.1

1.1 0.0 1.1

1.3 0.7 0.0

113 1.4 0.7

2.9 1.4 0.0

In lhis study, 95.5% of lhe specimens healhy male

subjects (n=466) had values of 4.0

It is recommended that 6ach

table is deriv€d
primarily from carclnoma pallents both active (clinical

6vid€nc6 of dEease progression) and cllnical evidence

ol dis6ase progression) disaasa PSA assay

methods in the course ol nonrtoring a additionalsequ€ntial
resting should be caried out to valu6s.

T SPECIFIc PERFOFMANCE

' Rspresentalvs pgrlormanco dala are shown Resulls oblained at

individual laboratories may vary

Nleasurement Range

The m€asuremenl (reporlablo) range of lho ARqHIECT Total PSA

ar;say is 0.008 ng/ml to loo ng/mL, as delhed by the analytical

srlnsitvily lower lilnlt and th€ upper hmil oi the ext€nded calibralion

l€ngo- For pati€nt specimens wilh a Tolal PSA assay value exceeding

100 ng/mL rofor to ths speclmen oilullon Procedures ssclion or

ll'is package in5e ,

Fecovery
[\'alugs develop€d for the ARCHffECT i2000 anql}.zer']

Kmwn concenvatrons ol serum PSA were addel lo len nolnal
hrJman serllm samples, Eech samplg was spiked at a low and a

high levet. The concentralion of Totd PSq was Cet€rmined using the

AiGHIIECT Total PSA assay and the resulling Percent rscovery was

c,llculaled. The mean recovery was 95 9% wilh Values ranging lrom

8l.8Yo 1o 99.690.

sensltlvlty
l\/alues d€vgloped lor th6 AFCHITECT i2000 analyzer.l

FJnctional

FJnctional sensitvity is deflned as lha lowe$ cqncentlatlon lhat can

b3 measured with an int€r-assay coefticient ol Varialion (cV) less

tl|an or €dual to 20%. The calculal€d %CV ior qne reagent lot liom

alsites was plotled againsl the mean concenlr+tion ol each panel.

A Daram€taic curve was fitt€d lhrough the dala, and lhe lunctional

s:nsilivjty was determinod 10 be less than 0.05 ng/mL, which

ctrresponded to less than 20% CV on lhe filled curue

Analytical

The analyrical s€nsrtvity oi the AFiCHITECT TolPl PSA assay was

calculated to be less than 0.008 ng/mL. This sqnsitivrly is deiined as

the concenlralion at lwo standard devialions abbve lhe mean FILIJ

f(r the ARGHITECT Total PSA Mastercheck Le\,iel 0 and represenls

lhe low€st measurable conconlration ot Total P$A thal can be

disrlnguished from zerc.

,,nalytical Speclf icitY
l\/alues developed lor the AFCHIECT i2000 anFl]"er.l

The analttical specilicity of lhe AFCHITEoT Tolal PsA assay was

0.0

0.0

00

000.8

120

r23

42.6

94.4

90.7

465

900

352

8g

151

142

140

43

284

tl

128

t0.5

179

235

291

46.8

301

15I

829

Mrliqnant Pmslat!

D6ease Slage A

Slage B

Shq€ C

Prostate

Staoe D

releronce range for the populalion ol
Th6 malignant dis€ase po ion of lhe

Assay resulls obtarned in lndividual
prss€nled.

Preclslon
lvalugs d€v€loped for ihe ARCHITECT

ARCHITEGT Tolal PSA assay preclslon

d€tehinsd as described in the
Laboratory Standards (NCCLS)

consisllng of three serum based and
wer€ assaysd using lhrea inslruments

separat€ tim6s p6r day for lwenty
usng a singls lol ol reagenls and a

lor Clinical
s6 six sampl6s,

Total PsA contols,

oach sample),
determined by tesling sera containing lhe follo$,ing compounds.

These compounds showed less lhan or equal lq 10% lniederence in

%cv

1

2

3

01129

0.r479

0.1042

1

2

3

1.6S25

2,0034

study are slimmarizsd in the following

(n-80
Data trom this tlrc AFICHITECT Total PSA assay at the lev€ls



Carayover
Ivalues d€voloDod for lhe ARCHITECT

1;-

Chistensson A, Laurell C.B, Lilja H. Enzymaliq Activity of Proslate'

Sp€cific Anigen and its Feaclions wilh Ertraclllulat Serlne

Prol6inase lnhibitors, Fur J Eioch€n 1990J941tr55'763.

Stonman U-H, Leinonen J, Alfthai H, el al A qomplex Behteen
Proslars-Sp€cific Antig6n and a1-Anlichydotrypsln is tho Malor Fom

ot Prostate-Speclllc Anllgen lh Serum of Padeirts with Prostatic

Canc€r: Assay ol lhe Complex lmprows Cllniqal Sonshivity lor

CanceL Gancer Res 1991151:222-226
Parksr SL, Tong T, Bolden S, el al. Cancor Stqlisllcs, l99z CA

Cancet J Chn 199714715-27

c€rber GS. Chodak GW Roullns Screening lol Cancer ol lhs

Prosrale (F€vi€w). J tlali Ca ,nsl 1991 i83i329.$35.
L€€ F, Llnrup PJ, Torp-Padorsen Sl; €l al. Proflate Cancer:

Comparison ol Tansrectal uS and Digital Roctal Examinaton lor

Sor€oning. Padiology 1 98E;1 56:389-394
Cooner WH, Mos6ly BR, ButhBrlord CL, el al. Prcslale Cancer
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Digilal B€dal Examination and Prostat€ spocitrlc Antiqen. J Urol

1990,r43i1146-1154.
Catalona wJ, Richle Jq Ahmann FB, st al. Cofirparison ol oigltal

Fectal E)€minalioi and seruin Proslato spscilic Antigsn In the Earlv

Dstocllon ol Prostat€ Cancar: B.sults of a Mllticefltor Clinical Trlal

ot 6,630 Men. J Urof 1994i1511283'1290

craMord Eo. D€Anloni EP, Etzioni R, st al Serum Prostal€-Specilic

Anligen and Digilal B€ctum Examinatlon lor E4rly D€leclion ol

Prostate Cancer in a National Communitv-aased Pro$an urclogv

19S6i47:853-869.
American tlrological Associstion - Ea y D€leclion ol Proslale

Canc€r Policy Statsm€nl. Board ot Dircctors l\ilinulos 1992

Mettlin C, Jon€s G. Averelle H, el aJ. Defining Bnd Updating th€

American Cancsr Society Guld6llnos lor lh€ qancer'R€latBd

Checkuo: Prostate and Endolr'e,Jial Carcets- CA'ACanaet Jaunal
to I Cli ni c i a n s 1993143: 42- 46.

18. Walther PJ. Prostale Cancer Screerlng. Why lho Conttoversv? su49

Onco, Crh 144 1995i4:315-334,

19, Jacobson JO, Can scteening lor Ea fstage Prcslale cancor be

Batlonalized? Hematal Oncol Ctrhlcs M 1996ilI0:549_5M,

20. lls Depa.tmonl ol Labor, occupatronal Safety and Heallh

Adminislralion, 29 CFR Pan 1910.1030, Blood$ome pathogens

21. uS Depa(ment ol Health and Human Service$ a,bsarely iD

Mictobblogica! and Bioms.licat Laborcto es qth ed- Washington DC

IJS Govsrnmsnt Printing Oilicoi Docsmb€r 20p9

2 2. Worfd H€affh Orga nlza\ion. Laboatoty Biosatelv Manual Std ed.

Gsnsva: World Heatth Organizaiion, 2004
23. Clinicsl and Laboraioty Standatds Institule (cfsl). Ptol€clion

of Labo@ Occupalionally A4qotrecl htecnons;

ADDmwd Edlr,of,. CLSI Doclmenl [,429'44 wavne

PA: CLSI| 2014
?4. Woodrum D, F ench C, Shamel LB. Stability oi Free Proslale-Specitic

Antigen In Serum Sarnples Under a Variery ol Sample Colle and

Sampls Stoage Condftlons. Utology (Suppl 6f) 1996'48:33

!5. Piiron€n T. Ponersson K, Suonpaa [i, elat. ln y,r.o Stabildy of Frco

Proslale.spscilic Anlig€n (PSA) and Prcstateispecrftc Anligen (PsA)

Compl6x6d to a1-Antichymolypsln in Blood SFmples Unlory (suppl

6I) 1936ia8:8l.86.
:'6. Primus FJ, K€lley EA, Hanson HJ, €l al 'Sanqwich"-lyp6

immunoassay oi carcinoombryonic aniigsn in patlsnls r0ce'eng

murine monoclonal antibodies ior diagnosis aid th€rapy. Clin Chen
1988;34(2)j261-264.

il7 Schroll RW Foon KA, B€atly S[,{, ol al. Human an 'murins
immunogtobulin responsss 1fl patients teceivilg monoclonal anlibody

rhorapv cancar P€s 1985i45(2):879.885.
!18. Boscato LM, Sluart l,rc. Hetercphilic anlibodi9s a problem lor all

lmmunoassa!,s. Crh Chem 1988i34 (1 127-33.
ilg. Chan DW Bruzek DJ, Oeste ing JE, et al. PqstalB_Specllrc Anligen

as a l\,iarkor for Prostalic Canc€ri A Monoclohal and a Polyclonal

lmmunoassay Compared- C/ln Cham 1987;33:1916-1920-

:t1. Morgan WR, zincke H, Rainwater LM, et al. Piostaio Specillc Anligen

Values Atler Radloal Rstropubic Prcstatsctomy ior Ad€nocarcinoma

ol lhe P.ostal€: lrnpact ol Adiuvant Trealmsn! (Homonal and

INTEBFERING

Bilirubin

HomDglobin

Tolal Prolein

Prositaljc Aoid Phosptutaso

Triolyceides

hyrnn

Dielhr,lslilbssltol

Doxorubicin.HCl

500 mg/dl

0/dL & 12,0 q/dl

1000 nq/mL

3000ms/dL

10 !g/ml
25 !g/mL

!yml

1D.

1t.

1l:.

11.

2 UShL
16 !g/ml

200 !0/|nL
10 !g/hL

100 nqlmL

100 Ug/mL

90 !q/mL

.t

High Dose Hook
fvalues develoo€d for he ARCHITECT

High dose hook is a phenomenon high level specimens

may road Mlhin the dynamic range ol FoI Ihe ARCHITECT

No deleclable caftyover (less lhan
sampl€ conralning 15,791 ng/ml of

samples conleining up lo
assayed.

Total PSA assay, no high dose hook
ng/mL of PSA were

i1000SF plalfoms.

[0116l.Uon
Corlliol€nl

0.996

0 996

Antigen. lls Us€ as

ARCHITECr i2000/12000SR and lhe
The results of sp€cim€n lesling are

t{unD ol
shlhucalMshod ob8€ruatlohs

LardsquarBs 151 -0.06

tho l,lost UselLilTumor Mark€r lot
Urcl 1991 ;145:907-923.

Accuracy by Conelation
The ARCHITECT 

-lotal PsA assay

5. Kanrotl PW Talcotl JA. The
a Tumor Marker lor Proslale
1994i8:555.t2.
Padn Alr4 oesto ins JE. The
Spscrlic Antigen: Update 1994 J
Bunling S. A Guide to th€

' A linear reoression hethod with no

lhe dislrlbufion ot the $amples and

ln this ovaluation, serum specimons
10 81.710 ng/mL, by lhe ilooosFl
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u
HSsAg

HU

en
Ouelitative ll

sYs

HBsAg Qual

INTENDED USE
Th€ ABCHITECT HBsAg Oualitativs ll
test procision and th€ d6t6otion ol
AFCHITECT i Syst€m when us€d lor the
contirmation ol lhe pres€nce ol
human s€rum and plasma using th€
HBsAg oualilati\€ ll Conlirmalory
HBsAg Qual'tativ€ ll and AFCHIIECI

lnrE zozz-ro

c2G220

lor th€ ostlmation ol

dBt€ction and lor lhe
antig€n {HBsAg) in

Oualitalive ll and
Io the AFCHITECT

ll Oonlilmalory

Oualtative ll Conl.ols.
human plasma.

The Positive conlrol
HBsAg (sublyPo

rh6 Nesaiw conrol ([99!f!9!E)
Prcservaiives: Proclih 950 and

dco{rro-f*:} coniains lnactivated
adlr/) in phosphate buti6r wiih human
albumin) srabilizers Preservalivesl
Tho controls are al the iollowing rang€s:

For lhe aFCHITECT H&Ag Oualltatlvc Il

Contrcl Color

Eonruorfl Natuat

E6ifioiFl Brue'

Ths lollowing

<r>
WAENING:
H317

P261
P272

F€agenl package inserts and the
foraddillonal Iniormaton.

CONTENTS
2 Botttes (8.0 mL each) oJ

' Oy6r Acid Blue No. S

For the aFCHmCT HBsAg Ouslltallvc ll

protein (boMne serum
P.oolin 9S0.

< 0.85

1.75 - 5.25

HBsAgO2

lcoxrRoLF Blue' 3.31

' Dye: Acid Blue No. I
" A target and a ranqe arB nol d€fin8d

PFECAUTIONS.@

7. Neulrallzalion

: 50%

cr s/co.

Color

For /n Yino Diagnostic Use
A/t\ljl CAUfION: Thi6 producl

pot€ntially infectious components.
ol lhts packago nsert. No known

CONTEI'ITS section

sosrces or inaclivaled
Thor€lore, all hurnan

w'th acids libeEt€s

assuranca that oroducts deriv€d
microorganrsms will not transmll
sourced materials should bs
r€commended that these rsagsnts
in accordance wirh lha OSHA

antl. HlV.l /HIV-z, anli-HCV, and

@warntng:vay
lcotrtatx6! azrDEl contalns sodlum

Biosal€ty L6v€l 2, or o1h6r

be usod for materials thal conlain
inleclious agenls.

Negaliv6 Conlrol conlain s human
HlV.l Ag or HIV-1 RNA, anti-Hlv-1
Posilive Conlrol conlains purifled
plasma used is nonrBac vo fc'r

sp€cimsns b€ handl€d
Palhogsnsr

practices3' should
ol conlaining

nonr€activo for HBsAg,
and anti.HBs.

G3i4430/802

walninos and precautions apply to the Conlrols-

Coalalns m€lhYisothlazolon€s.
May caus€ an allarcic skln rcaclion.

Avoid breathing mist / vapours / spGy.
Coniaminated work clolhlng should not be allowed oll
ol lhe workplac€

P280 Wear prolective glo\€s / protectlv€ clothing / eye
protscn0n.

F6sponse
P3O2+P352 tF ON SKIN: Wash with plenty ol watsr.

P333+P313 I skin iritalion or rash occurs:Gdl msdical

adce / aUenlion.

P363 !\hsh contaminated clolhing betor€ reuss

This malerial and its containet must be dspqsed ol in a sale wav. F{Fl,m6efoip,?b-dlt

STORAGE
. ARCHTIECT HBsAs Oualitalivs llControls are llabt€ unlillh€ expiration

dats when stored and handled as direcled.
. oo not us6 pasl sxpiration dai6
. AFCHmCT HBSAS Qualitalive ll Controls muFt be stored al 2-8 C ln

an upright posjtion and may be used imrn€di+lely ati€r removat ilom

2-8'c storage.

l/-l;c. ,"4
OUALTTY CONTROL PFOCEDUFE

B€ter lo the AFCHITECT HBsAg Qualilative ll qnd ARCHTTECT HBsAg

Oualitati\€ ll Conlrrmalory Reagent packag€ inqeds Jor inlormation on

orderlng contols and ior the recomfiended volume requiremerls lor lhe

contrcls lor €ach assay,

PREPARA'IION FOR IJSE
. The ABCHrECT HBsAg Oualitalive ll Conlrolq are liquid readyno-use-
. aRCHITECI HBsAg oualilativo ll Contrcls mlst b€ nixed by gon1l6

invsrsion belore use,
. Atter each use, tghtly close lhe caps and relurn lhe conlrols lo

2-8'C slolago.

BIBLIOGRAPHY
1. US Dspartinont oi Labor, Occupalional Salety and H€allh

Adminislration, 29 CFFI Part 1910.1030, Blooqbotno palhogon$

2. US Oeparlrnenl ol Healih ahd Human seMce$ Ebsafaty ,n
Micnb . Washinglon, :

IJS Go
3. Wo d Manual std

Gene\|arWo d Heallh Orqaflizationi 2004
4. Clinicaf and Laborarory Slandards lnstirule. Frctection ol Laborat1tv

lnb*e6 frcm occupanonally Acquircd Intecti{ns: Appmvecl outdet
Thhd Edition. CLSI Docum€nl M29-A3. Wlyne, PA: Clinical

Labo.alory slandardE Inslitul€; 2005

This material and its containor musr
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G
HBsAg Qua
Galibrators

INTENDED USE
Ths ARCHITECT HBsAg Oualllallve ll
ol tha AFCHnECT i Sysism whon
conlhmatlon o{ the prcs€nc6 ol
human s€rum and plasma using thg
NBsAq Oualitative ll Conlirmalory
l-lBsAg OlalilaLive ll and ARCHITECT

warnings and pt€cautrons apply to the Calibratots

contahs methyllsolhlazolon€s.
lrlay cause an allergic skin reaction

Avoid brcathing mist / vapours / spGy.
Contaminalsd wofk clothing shduld flot b€ allowod

out ol ths workptace,
Wear protectivs glov€s / prct€cliv€ clothing / eve

R€aq€nt pEckage insorts and lh€
loradditional infomation.

CONTENTS
2 Boltles (4.0 mL 6ach) ol AncHITEcT
calitator 1 (@E) contalns
(subtype ad) in phosphalo bufter witn

s6rum alburnin) slabiliz6ts. Pft
calibGtor 2 (@E) contains
Proclin 950 and sodium azlds.

Tho AFCHITECT HBsAg Qualllative ll
wodd Health Organizalion (WHO)

NBsAg (sublypo adwz, genotyps A.

PRECAUTIONS.@

300 and Proclin 950.
plasma, Preservalivos:

are lor th€ calibration

anrigen (HBsAg) ln
Oualiative lland

Io the AFCHITECT
ll Conlirmatory

Ope€tlons Man'/al

ll Callbratots.
human HBsAg

and prct€in (bovina

llContimalory
calibration valldiiy

HBsAg Oualilalive ll

the % Nouvalization.

Standard for

P302+P352 lF oN sKlN: wash wilh pl€ntv 0l walel
P333+P313 ll skin irltalion or rash occurs: Fet medical

advlce / attention,
P363 Wash contaminatad clolhing betore rcuseTh€ ARcHtTEcf HBsAg Qualitativo lland

asGays usr Calibralor 1 and Caliblalor
and lo calculato the assay culoll, Tho
conlirmalory assay us€s calibralor 2 ro

STANDAF DIZAIION

For /'r l4lro Diagnostic Use

A,'' a \ CAUTION: Thrs producr
potentially inlectious components,
ol thiE package ins6rl. No known

Calibrator 2 contains iuman that
Hlv-1 Ag or HlVl RNA,

I;TOFAGE

" AFCHITECT HBsAg Oualilaliv€ ll Calib.alorq are slablo unlil th€

erpiralion dale whsn stor€d and handled as dlrccled.

" Do not use Pasl exPiralion dale.

" AHGHIIECT HBSAS Qual(ativ€ ll Calibratots dlust be slotod al 2-8'c
in an uprighl position and may bo used imdodiately alter removal

from 2-8'C slorage.

x

I'REPARATION FOF USE

' Th6 ARCH|IECT HBsAg Oualita vB llCalibratorq arc liqurd .sadylo- us€

' AFGHITECT HBsAg Oualilativs llCalibnlors riusl be mixed bv gentle

inversion beiore use.

' To perlolm a cahbralion, tgst lhs calibralo.s in roplicat€s ol 3 Th€

calibrators snould b€ priofily loadod.

' For inlormalion on ord€ring calbntions and tor the recomnended

votumo roquirsmonts lor lh€ caliblators lor eFch assay reler to th€

AFCHrECT HBsAg Oualhative lland AFcHffqCT HBsAg Oualilalive ll

Conlirmatory packag€ inserls.
, Aller €ach use, tightly clos6 the caps and r?tutn lhE calibGlors lo

2-8'C storagg.

']I,JALITY CONTROL PROCEDI,JRE
,\singlo sample oi sach convol lov€lmusl be t€slEd lo aluale the assay

)alibrarlon. For inlohation on ordeing convols, +ler lhs ARCHIECT

iynem Operations l,ranual, sedion 5.

' Ensure lhal assay contrcl values are within thq Enges spscilied in the

control package insorl

CONTENTS seclron

sources or inactivalod
Th€retore, all human

assuranco lhal producls dorived
m'croorganisms wl nol transmit
sourced malorials should be
recommendsd thal thss€ rsagonls
in accordance w h rh€ oSHA
Biosafety Level 22 or other

This mat€rial and ils conlainor must

bs us€d tor lnat€rials lhat contain
inl€clrous agents.

Caiibrator I conbins purtfied HBsr'€
used isnonreactive lor HBsAg. HlVl
anti.HcV and anti-HBs.

lffi !|;sEr.rnal v,/arning: May

@containssodium

inleclious lt is

sp€cimsns be handled
Pathogensl.

p.actices3' sholld
ol containing

Th6 human plasma
RNA, anli-Hlv.l /HlV-z,

nonreacllve tot HBsAg,
and anli'HBs.

allergic reaclion.
with acids lib€ratos

Th€ lollowing

WABNING:
H317

P26l
P272

P280

Thls material and its contalner musl be
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HqsAg Oualitative ll

lneAzazz
B.2G220

G3+44441RO5

HBsAg litative ll
Customer Service:
on www.

Package insert instruclions must

devialions from the instructions

See REAGENTS

representative or tind countryspecif ic contact intormation

followed. Reliability of assay results cannot be guaranteed if lhere are any

insert.

a full explanation of synbols used in reagent

symbols used

|EoJfirotNo:l

FE^crtox vEst@

FE^cEnr Lon

liEPLAcEirExr caFsl

lsAMPr.r cuPsl

Faprufrt

mNnta;sEltst!@

@
lFnopuqr oF tF:r@

Control Numbor

Reaclion Vessels

Feagent Lot

Replacsmenl CaPs

sample cups

Septum

Warning: May causo an
allergic reaclion

Key

E
@
Ed
flc
E

llr*"
"'"4

/t\
rT;1I trl

I
I

List Number

/n Yitro Diagnostic
D€vice

Lol Number

Expiration Oate

S6rial Number

Siore at 2-8'C

Caution

Elebbott

naming.



NAME
AFCHITECT HBsAg Qualitatlw ll

INTENOEO USE
Th6 AFCHITECT HBEAg Oualitaliv€
mlcroparlicle immunoassay (CMIA)

(rther Beagents
AqCHITEST r Prs-Trisoor Solllion

ls an env€lop€d DNA urus. During
hspalllis B sudaceantlgen (HBsAg), also
can bs del€ct€d ln lhe blood of inlscled
blnding th€ vlrus to lhs llv6r c€ll and ls

antlbodiss.l,, HBsAg is tho InEt

HBV appoaring on€ to lon weeks anor
bolore tho onset ot cllnlcal symploms.na
phase and clears late in lho

SUMMABY AND EXPLANANON OF
The causativs agsnt of sen/m hepattis

within slx months lndicates a chronic

HBsAg assays ar€ us6d to idently
pr€vsnt tansmission ot the virus by

The AHCHIrcT HBsAg Quahtative ll

as to nonilor lhe stalus ol inlected
hapatilis B sorological ma*€ts.s ln

acridinium.label€d coniLrgate. Atler

direct r€lationship exists b€tween lhe

1 0r 4 bo(es
botlls) anli-HBs

hydroxide.

IRCHnECT t Wash Bufl€r
. lwA3i-BrrFj]|llFFEn-l wash bufler containing phoqphalo butlered saline

soldion. Pr€s€rvaliv€s: antimictobl6l ag€nls

IYARNINGS AND PRECAUTIONS
.@
, For /n Mtro Diagnosllc Us€

, Packago Inserl inslruclions mu61 be carcfully totlowod Reliability ol

assay resulls cannol b€ guamnteed it thers are any d€\tarions lrom

tha in$ruclions In this packags insen

lialety Precautions

,/l\
'' lj-\ cAUTloN: This prodtict conlains human sourcBd and/ot

potehtlally Retsr to ttls REAGENTS seclon

ol lhis pa losl msthqd car oll€r compl€le

assurance om human sources or inaclivalod

mlcroorganisms wltl nol Vansmn hl ion Theretore all human

sourced mate als shouid b6 consido potPnllally in(ectious lt is

and human specimens be handled

ndard on Bfoodbohe PathogensT

riale biosariiv plactrcese r0 should

n or ars sqspecl€d ol contaiiing

inleclious ag€nls.

' The Conjugate conlains human plasma thal is nonrcactive for HBsAg

HlVl Ag or HIV-I RNA, anli'Hlv'1/Hlv-2 and anli-HCV

' The following warnlngs and prccautions applyito lh€se compon€nts:

. Micropadicles

. Conjugale

. Ancillary wash But{er

Contains melhYisothiazoloneF

l\,lay caus€ an all€rgic skin rqacton

AvoLd brsathhg mi$ / vapourF / spray.
Contaminal€d work clothing +hould nol be allowed

out ol the workplac€.
P280 Wear plotsctive gloves / protpcli\€

clothing / €Ye Prol€ciion.

P3O2+P352 lF ON SKIN: Wash with plgnty ol waler'
P333+P313 It skin idlation or tash oc€u.b: Gel medical

advice / atlenlion
P363 \rvash contamlnated clothlng b€lorc .euse

3-lrigOer solUtion cbnlaining 1.32% (w/v)

solution conlalning 0.35 N sodrum. g€r

tl

rcr dslection ol

lo be

I virus (HBV) which

during thls acu€
Failur€ to clsar HBsAg

ft is responslblg lor
ol n6utlalizing

antlg€n,which

lgM, lgc) coaled
serum albumin)

bottle/26.3 mL per

lgc) and anli-HBs

combinaton wilh othel
testing lor HBsAg is

parl ol lhe anl€natal scre€ning pro0ram HBV inlecl€d moth€rs

and lo Drovent D€dnalal HBV inleclion

BIOLOGICAL PRINCIPLES OF THE
The AFCH|IEGT HBsAg Otialitative ll one-sl€p immunoassay

for lhe qualilatrve derec on ol HBsAg in and plasma u6ing

cMlA lechnolog\4 with llorible assay lo as chemiflex.
(NoL€: Ancillary Wash Bull€t is added in incubation st€p, 5o ths

assay lile perlorms a two.step assay

In the AFCHITECT HBsAg Oualilaliv€ ll anti-HBs coaled

palamagn€tic microparticl€s and conjugale

are combnsd lo creals a reaction
sarnplo binds to the anli-HBs coalBd

Ag pr€s€tt in tho
and lo the anlFHBs

addsd to lho roaction mixture. Following

and tlgger solutions are addBd to lhe
chomiluminescenl reaction is measured

wash cycle, prc-trigger
mhdure. The rcsulting

light unirs (FLlJs). A
in the sample and

is dstermined by

to lh6 cutolt signal
signal in

signal, lh€ samplo is

technology, reler to the

3.

100-resr bottle/220 mL

lh€ RLUS dsrocted by the ARCHITECT t
The pr€senco or absence of HBsAg

comparing tho ch€milumihesc€nt sEnal
determingd from an aclive calibralion.
th6 specimon is greal€r lhan or 6qual
consdered reaclive lor HBsAg,

For addilional inlormatEn on syslem
ARCHIIECT System Oporalions Manual,

REAGENTS
Reagent Klt, 100 Tests/500 Tests
NoTE: Some kit sizes are nol arailable
ARCHITECT / Syst€ms. Ploas6 conlact

microparticles in MEs buflgr wilh
stabilizer, Minimum cohcenlration:
Proclin 300 and Proclin 950.

solids. Preservalives:

lcor{JucArEl 1 or 4 botlles (5.9

5001esl botlle) anli-HBs (mouse,

{soal, lgG) acridhium-labeled
human plasma and protein (bovin€
goat lgc, mouse lgG) slabillzots
Preserualives: Proclin 300 and

. l^xcrlraiY wasH BUFFERi 1 or 4
26.3 mL por 500{osl bottlo)

phosphate bulier with

0.3s !g/mL.

lnL per 100.te$ bonle/
bull€r containing MEs
s50.

al)

WABNINGI

H317

P261
P272

This maLe al and its conlainor musl be

. For a d6tailsd dascussion of sal€ty precaulions puring sys€rn opetation,

reler to lhe AFCHITECT System Op€raltons fi4anual' Ssction 8.

Handling Precautlons
. Do not us€ reagsnls kits bsyond lhe €xpiralion dale

. Do not pool reagents withln a kii or belrveef re€genl kils.

. B€fore loading the AFCHITECT HBsAg OualitalivB ll Beagenr Kil on

$e syslem lor lhe lrd lime, the micrcparlicl6 botlle r€quires mixing

to resuspBnd micropadiclss that may have $ettled duinq shlpmenl.

For microparticl€ mixing inslruclions. refer to lhe PFOCEOUBE As$v
Pyocedure seclion oi this packago Ins€rl

/t

bult€r. Preservativs6r Proclin 300



rosults cEnnol be guanntsed It
lhe instructlons In thls Package
To avoid contamlnallon, woar cloan
an uncapped feagenl boltls,
. When handling coni!gatB vrals,

human sorum or oasma, slnc€

invert the botllE as this will

comPromis€ assay r6sults,

Septums MIIST be ueed to
coDlaminallon ancl to ensure

. Over tims, r€sidual llqulds may
ar€ typically d ed salls and havs

. For a dotailod discussion ot

will resllt in a neuvslized
. Onc€ a soplum has beon Plac€d

r"rlt rn" *"*na"r 
"u*nstor6d at 2-8 C in an upright posilion

allsr romoval lrom 2'8 C storage.

Wh€a sto.€d and handl€d as

INSTRUMENT PROCEDURE
. Th€ aFICHITECT HBsAg Oualilative

Storage Instructons

musl be insralled on the

For d€lailsd inlormalion on assay

The ARCHITECT HBsAg Oualilaliv€
board lhe ABcHffECT i System for

30 days, lhe roagent kit musi be
onboard tims, r€16r lo lhs
SecIon s.

. qoagenlsmay be siored on or otl lhe
ars romoved trom lho syst€m, sloro
replacemenl caps) in an upnght
system, it isrocomt ended lhat thoy
borcs to ensurB thBy .emain upright
not remaln up ghl (wilh a s€Ptum
stdage otl the syslem, lhe
Inlormation on unloading reagonls,
Op€ratlons [,tanual, Seclion 5.

Indlcstlons ot Reagent Detdrloratloh
\lvhon a control value is out of the
delsrioraton ol th€ reagents or

rosults ar€ invalid and samplgs must be
bo nocbssary For lroubl€shoolng
Sysrem operations Manual, Sectlon 10.

opelalion, rcfer lo lh€
Seclion z

editing assay parameters, r€let to

Manual, Seclon 2.

For a d6taile{t d€scrlptlon ol
ABCHmCT System Operalions

SPECIMEN COIIECTION AND

Speclmen Types

For inlolmation on prinling assay
Svnem Ogerations Manual, S€ction

. Tho specim€n collection rub€s
rhe AFCHITECT HBsAg Oualrtallva ll

tubes have nol beon tasted wilh lhis
. Human ssrum (ncllding

tub€s)
. Human pbsma coll€olod in:

. Lithium hoparin

. Dipotassium EDTA

. Tripolassium EDTA

. Sodium ciilate

. Plasma soparalor tub€s
(lilhium heparin)

Rellability ot assay
used accoding lo

placing a s€Plum on

that havo contacled
of human lgc or lgM

reagenl bo 9, do not
leakag€ and may

sudec6, Th€se

during syslem
Operations Manual,

ll Roagent Kn must b€
b6 used mmediatoly

aro stable unlil

Klt may bs stoted on

ol 30 days. Alt6r
informa on on racking

Ope€tions Manual,

i Syst€m. ll reagsnls

|eagenls storcd oll the
rhsir original lrays and

whlle in relrlg6raled

. The ARCHITECT i Syslom doas not provido {hs capabilitv lo veri'y

6peolm6n typ6 ll is tho r€sponsibility oi the op€ralor lo verllv Lhat

the correct spocmen lvpes ar€ used in the AFCHITECT HBsAg

Qualitative ll assay.

Sipeclmsn Condltlons

' Do nor use spsclmons wilh lhe tollowlng condillons:
. hoal-inactival€d

. grcssly h€molyzeo

. obvious mlcmbial conlaminallon
, For accural€ rssults, ssrum and plasma spocinens should b€ iree ol

libin, red blood c€lts and othsr paniculale rnall€r. Serum sp€cirnens

lrom patients rcceiving anticoagulant or thrqmboly'trc lhelapv mav

conlsin librh dus to Incomplete clot fotmalion-

'' Ensur€ that complele clot lormat on n serun specrmens has laksn

otacs ptior to centrilugalion. lf the specim€q is csntriluged beforc

a complsto clot lolms, the pr€sencs ol librin may calss €rroneous

, As spccimens hom hopainized gatien may be parlially coagulaled

and ; ongous r€sulls could occur due tho presenc€ ol libin' draw

th€ spectmon prior lo heparid therapy

' Us6 caution whsn handling palisnt specifiEns to prevenl cross

conlam.nalion. use ol disposabro pDsns6 or prpetle llps is

' For oplimal r€sults, insp€ct all spocimens lor bqbbles, Bemove

with an applicator stick b€for€ analysis. Uss a new appncalor

each sFecimon to pr€vent cross contaminalion.

' No qualilallve p€rlomance difl€Iences w€to obs€rvod lween

€xpsrlmenlal controls and nonroactivo ot spif€d t€active sp rmens

tested \rilh €lsvaled levels of coniugaled or unconjuoated lrrubin

(20 mg/dl), triglycsrides (3000 mg/dl)' prot€in (12 g/dL) or

hsmoglobin (500m9/dL).

)reparatlon lq Analysis
. Follow th€ lubg manulacturcr's prooossing instruclions l0r s6rum

and Dlasma coll€ction tubes Grauly sepatatlon is nol suilicienl lot

sp€cimsn preParation

. Propars koz€n sp€cimens as lollows:

. Frozen specim€ns must b€ complstely thalYed belore mixing'

. Mix thawed specim€ns lhorcughly by iny€ning 10 trmes or by

lo{v speed vortexing. Visually insp€cl the sp€cinens. ll layenng

or stratilication is obssl€d, conlinuo fiixing unlil sp€cimens

are visibly homogeneous ll samples atd nol mixed thorcughlv

Incoflslslent r€sults may ba oblained
. Csnlifug€ mix€d specimens as dsscribed below-

. To ohsur6 consistency r€sulls, spocinens llust bo lranst6rrod lo a

cenlrifuge tube and ce iluged al210,000 RpF (Belative Contrilugal

Force) lor 10 minutes bBfore tesling il
. they contain fibrin, rcd blood cells, or olh+ panrculate ma et or

. they wers lrozen ano lhawsd.
. c€nvilugod spacrm€ns wlth a lipid lay6r on |hq lop must be lransl€tr€d

lo a sample crip or secondary tube Care mfsl be 6ken to lranstel

only the clariired sp€cimen wilholt tna lipemiF maloial.
. Thnsler cta fied spocimen lo a sampl€ cup or s€condary lube for

testing.

Storage
. Specim€ns may b€ slored on or ofl lh€ qlot' rsd blood c6lls or

separator gel tor
. up to 24 hours al room temperalure or

. uD 10 6 davs at 2'8 C.

. ll tosllng will be delayed morc than 6 days Qmove serum or plasma

ttom lhe clot, rsd blood cells, or s€paElor gFl and slors at -20 C or

b€ dlscarded. For

AFCHITECT SYSIEM

rang€, it may indicate

to the AFCHITECT

(assay number 628)

betore performing the

and lrowing and
System Opsralions

reler to the ARCHITECT

refsr to lhe

FOB ANALYSIS

Pedormance has not besn established lor the qs€ ol body fluids olher

Liquid anticoagutants may hav€ a dilullon

concenlrations tor individual palionl sp€cimens,

lluoride plasma . Avoid morB than 3fteeze/lhaw cycles



. B6tot€ shipprng specimons, ll ls

r€novad ltom lh€ clot, red Hood

6hlpplng

. lryh€n shlpping spgcim6ns,
comDlianc€ wilh appllcaHo stale,
co!€ring lho transport ol clinlcal

. Sp€clrnens may b€ lhlpp€d
(dry lco). 0o nol axcead th€ slotage

. It lhs mlcropartlclos do nol.eauBPsnd,
yolr abbotl lGptesentatlrr€.

. Oflce lh€ mlcropardcl€s have b€on

on lh6 botll€. For hstrudlons about

. v6rlt th6l All n90666ary roagants are

AFCHTTECT HBsAg oualilatl\,€ ll

bottl€s vertic.fly and dlsp€ns€ 1l drops

. For Inlormation on loadlng 5a.npl6s,

Syst€m Opsrelions Manual, Sscuon 5.

I Press RUN.

Fo. additlonal inlormation on pincipl€s ol
ARCHrECT Syslem Oporallons Manual,

For oplhal p€rlo.mance, lt ls lmportanl t0

as described In fi6 AACHrTEST Sydem
Podoam msinlonance more ttequ€nlly f,h€n

lspoclmen Dlludor Ptoc€dure
tspeclm6n6 cannot be dilulod lot th€ ARCHITECT

tiallb6!on
. -Io pcdorm an AFCHrECT HAs&

calibEtors I and 2 in replicalss ol 3. The
loaded.

A slngl€ 6ahpla ol €ach conrol lev6l musl

assay calibraton,

. Ensu.€ th6t assay control r..iues ar€

tha control packag€ insen.

that spocim€ns bo

cel.
lab€l specimsns in

r€gulalions
lnt€ctlous subslancot

(w€l lc6), or lroz6n
llst€d abov6.

specill6d vdumes.

F€agonl Klt on the

septums on boltes,
thls packago lns€n

bo(los,

to ths AFCHmCT

10 r€plicalss may

NoT USE, Conlacl

p|ace a s6plum

tl t6sr plus 75 AL lor

ral6r lo the Hsndllng ttocaullona soctlon

. Load lh6 AFCHIIESr HBsAg Oualilallve I

AACHI'ECT t Sydem.

. EnauB tial s€ptums aro pt$ont on all

. Ord6r callbradon,ll noc$sary
. For Inlormatlon on ord€ing calibrallons'

Systom opotatlons Manual' s6ctlon €.

. Ordor lesls.

ODs€tlo.ls Manuai, S€ctlon 5.

. Th€ mlnlmum samplo cup volum6 ls

is Fhted on th€ Ot&rlist ropolt No morc

be samDled lrom lhs same s:rmPl€ cup. To

c|aporatlon. vErlly ad€qualo sample cup
runnlng lh€ iosl,
. Pdorl9: 125 UL lor lh€ llrsl HB6Ag

€ach addillonal HBsAg Qualltaft€ ll l€st

dur 75 |lL lor sach additlonal HBs&
sam€ 8amplg cup,

. > 3 hours on-board: tEplac€ with a

spocimsns, controls and callbrators).
. ll using pdmary or aliquol lub63, us9 lho

sulllc{€nt patianl sp€cimon is 9rss€nt
. ft5per€ callbraiots and conlrols.

. Mlx u|6 ARCHnECT HssAg Oualtaliv€ ll
by g€nio invsrslon b9lor6 use.

To obtain tho recomm6nded voluma

. For Inlormatlon on orderlng pallonl

lor g€norsl op€rating procadurss, r€ler lo ABCHIIEICT Syst€m

. 3 3 hours on-board: 150 uL tor lhe llrsl olalitative ll test
ll t6t kom lhe

sample (patient

gauge lo €nsure

and Contrcls

PFOCEDURE
Materids Provlded

and conlrols, hold lh6
each calib€tor and

samp6 cup.

is us€d, lollow lheMElerials Rgqulred but rlot Itordded
. ARCHmCr i Sysl6m

2G22 ARCHrTECT HBsAg Ou5lhativo

AFCHITECI HBsAg Oualltadv€ [

6 drops ol 6ach conlrol i o each

ll commorcially availabl6 control

manulacturor's insltuctions tor proparalion.

I Load gamples

. AFCHmCT i Syslsm .-A$3y
www,abbottdia gnostics,com

to fie AFCHITECT

Manual, Seclion 9.

r€quirod by laDoratory

Oualitattvo ll assay.

ll calibration, l6st
shodd be priotily

tesled to evaluals lh€

the Eng€s specilied in

tesled witttoul lurth€r

. AFGHmGT i sysl€m Assay

2G22.01 AFCHITECT HAsAg

2c22.10 ABCHrECT HBSA€

ARCHTTECT 
'ARCHTTECT 
'aFclrllEcr i

AFCHmCT i
ARCHIIECT 

'ANCHTTEST i
ABCf TECT i

. Plpettes or pipono tps (optlonal) to
For intormation on mat€aala requlr€d for proc€dures, 16l€r lo

tho LFtcHlTEcT sF€m operationE

Assey Rocedure
. Befor€ loadhg the AHcHIECT

the 6y$€m lor the first tim6, lho
ro r€susp€nd micrcpaftcles lhat
Attor th6 lisl lime lhe
m'xlng ls r€quir6d.
. Inv€n lho nlcroparliclc bonb
. Vlsirally inspscl lhe bo e

resu5o0nd6d, ll micloparticles
continu6 to inv6n lhg botllo
complet€ly rssuspsnd€d.

U R6agent Klt on . Order oorfids as doscribod ifi lh6 A.|.y
botd€ Fquiros mixing

du ng shipment.
load6d. no tunher Once an AFCHITECT HBs& Oualitativo ll

tlmca,
6nd gtorEd. all subsoqu€nl samples may

callbration unl€ss:

st'll adh€red to the botll€,

. A r€sg6nt kn with a new lol numbd is

. conlrol6 are out ol ranga

Fd d€tailed Inlormarion on how lo pgdorm assay calib€lion, reler
S€cton 6,

d..:rr ',.?c.

i.a

to the ARCHITECT Systom Opsadons

4-



OUALITY CONTROL PBOCEDURES
Th€ recommonded control
Oualilativ€ ll assay is lhat a single

r Heterophi rcagenl

immunogl Patianls

routin€ly can be

prone to bs€rved-

Additional
I ReIeT Io IhE SPECTMEN COTIECTION ANq PBEPARATION FOR

ANALYSIS ssctlon ol lhis packags insed for sqocimen limitatlons

siPEctFtc PERFOBMANCE CHARACIERISTIpS
I s wsro conductsd uqing the ARCHrECT

i Additionally tha Wjthinf hboralofy Prscision

I Setoconversion siudlEs M/ete condlct€d using

r)e AFCHTTECT tl000sF.

/,ssay rssulls obtained In indivldual laboralorlas rnay vary Iroln dala

trss6nlad
I'reclslon
'Ih6 AACHTTECT I assay is deslgn€d to have an

inpraclslon of < 1 (Tolal) cv tor lh6 posllN6 conlrol

!.nd low posilwe p d€vral on ($D) ol < 0.10 S/co ror

lla high hogatiw pan€|.

lVlthln-Leboralory Preclsion

/\ study was podorm6d bas€d on guldance comniuee

lor cli;lcal Laboratory slandards (NccLs) 2is Tesuns

rvas conducted using 3 lols ol ARCHITECT ll reaqenls

oalibrators and conlrols and 4 instruments. two panels

\ 2 rePlicat€s al 2 $8par
I genl lot usod a flngle
I s lor all inslrumsrits an

nd reagsnt lots ih the

your quallty control

ARCHTTECT HBsAg

control be tosled

must b€ rotosted, For

Systam Oporatlons

to lhs AFCHITECT

oi

onc€ €v5ry 24 hours 6ach day of use.
procedurcs requils more kequont use

insert. ll a conlrol rcsull is out of its
geneElted sinc€ the last acceplablo

lollow thos€ proc€dur€s, Additional

with local, stale and/or ledsral ot
and your labolatory's quality conltol

Conrrclvalues must be wilhin lhB ranges in th€ convol package

lo verlly tssl resuns,

l6sted in conlormanc€

must be evaluat€d

System Operalions Manual, Appendix

to dstshine il l€st rssulls may hav€

all€cl€d lest r€suhs arc invalid and

HBsAg Qualitatile ll assay ushg lhe
curolt FLIJ (S/co) ror each

lroubleshoolinq Inlormallon, r€l9r lo lho
Manual, Sectioh lo.

V€rlllcatlon ol AEEay Clalms
For protooots to vsrity packags ins€rt

Oualltativ€ ll assay b€longs lo

RESULTS
Calculatlons

' The ARCHFEST ' Sy$€m

ARCHITECI HBsAg
5, excopt functional

lor lh€ AFCHITEGT
sample RLU to ths

Cutoll RLU - {0-05/5 x Calibralor
(0.8 x Calib|alor 2 Mean RLU)

s/co = sample BLJ/cutoll RtU

lnterDr€tation ol Results

ARCHITECT

lnltlal Resull

Range
s/co

Precislon (Tolal)

SD %cv SD %cv

{egalrv€
lontrol

956 0.15- 0.18 0.012 - 0.016 0.014- 0_030

lontrol
958 3.26 - 3 45 0.056.0.082 1.7 -25 0.072.0.103

llgh
,,legalive 0.71 - 0.n 0.021 .0.024 NA 0.025.0.033 NA

1.17 - 1.27 0.026.0.040 2.1 - 3.4 0.029.0.048 2.3 - 4.1
ARCHIIECT Besufts

lnslrum€nt

Sp6cimen

specimen

The AFCHITECT HBsAg OGlitativ€ ll

Conlirm repoat€dly roacliv€ a neulralizing assay

(s9., ABCHmECT HSsAg Oualitativo b€forc disclos'ng

to use g|ay zone

inbrprelations, reler lo the Opelations Manual.

Soction 2. Th€ grafzon€
should be ulilized p€r €nd us€r

Flags
Sorno results may cohtain information in liold. For a descriPlion

the ARCHITECT S)slem

LIMITATIONS OF THE

lnstru|nent

Result

No rstgsl requrrsd,

Fstest in

lhal contain

< 1.00

> 1.00

Bolh results nonr€aclNe

One or both results

REACTIVE

lnit ally reaclve specimens rcqune
particulal€ maner should b€
lha SPECIMEN COtt'ECnON AND

sBction in this packag€ tns€n.

to dir€clions in
FOR AMLYSIS

n€galivo lor HBsAg

are inconsstent wllh
10 confirm the resolt.

diagnosis ol acule and

NA = Nol applicable

Svstem ReorcducibiliN
A 5.day preclsion sludy lor lhe ABCHITE HBsAg

oualilativ€ ll assay basod m the clinical and boratory

standards Institulo ICLSI) 'A2laflesling was nducled

at 3 clinical sit€s using 3lots sach ot ARCHrEFI HBsAg Oualitativs ll

data are 6ummari2€d n tho lollowing tabls.
HBsAg status to the palient.

For delails on configuring lh€

ol the llags thal may appear in thls

Operations Nlanual, Seclion 5.

. II he ABCHITEGT HBsAg
clinical evldence, addilional testing

For diagno$ic purposos, tosults
pati€nt history and othar hspalilis

antl-mouss anlibodles (HAl\rA),

may produc9 anomalous valuBs
as AFCHITECT HBsAg Qualitative ll

antibodi€s.12

Soecihens lrom Datients who hav€ pfeparations o{ mouss

monoclonal antibodi€s for

wllh assay kits such

Grand

s/co
WIhin.Fun wltliirFDay

Wilhin-

fTolal)

so vrc:v SD rhc! so %clt

Negattue
Contol

360 0.17 0.028 0.03' 0.031

convol
350 3.45 0 066 1.9 0.070 2.O 0.073

High I
3€0 o.77 0.037 4.8 0.061 7S 0.061 7.9

360 128 0 066 0.06€ 0.066

NA = not applicable



Speclllclty
Elood Donor Spdcimens

The ABCHIIECT HBsag Oualilative ll

'I sDgcim6n which was t6sted as lnitial
HBsAg Oualitativo ll, th€ pr€ssnco or

sp6cificity of > 99.5% on blood donor

A sludy wa6 psrtorhed a! thrao oxternal
and Dlasma sDsclmens collsctsd from

dssEn€d lo have a

a total ot 5401 s6rum

on ARCHmCT

In the lollowingprevalencs ol HBV inl€ction. Th€ dala

Overall
Blood

Blood
Donors

Blood
oonors
Serunr

o lR - Initlally Reactiv€, BR " Rspsa
b On6 spoclmen confirmod positiv6.

neut.allzation wlh anti.HBs. The

dono.s was as6€ss€d lo bs 99.91%

Diadnostic Soacim6ns

A study was pedolmod using a total ol
pati6nts, including specimens lrom

staus ovaluat€d in lhls sludy, lh9

/nalytlcal Sonsltlvlty
'I ho AFCHITECT HBsAg QualiEtivo ll assay is d6$Ened l0 havo a maan

: nalF cal senslivlty value that rs less than ot sqqal b ths lower limit or

116 95% conlidsnce int€rval around lh6 m€an anFlytical sensilivity ol a

(

rsed as the dilusht and r€pr6s6nted lhe 0lu/m! sample, Tne dlltions
r/sr€ tesiod across 3 reag€nt lols on 3 insvumbnt types (1 i2000sF'
' izooo and 1 ilOOOss). ln this stu4/, the lower limit ol the 95% conlid€nce

irtsrvdl tor aY was 0.021 lU/mL'
.'h€ analyt HBsAg Oualitalve ll,

caloulared lo 0.022 llj/rnL The

rnean anal 0020 lU/mL across

ilstrum€nt lyp6s.

rlnalytical Specillcliy
'-he aFCHITECT HBsAg Qualltalivs ll assay was elrluat8d lor poi€nlial

r)ross-rsaclivity for sp€clm€ns hom individuals vtilh medical conditions

Unrslated to HBV infectlon. A total of 294 6pociin€ns from 28 dlrlerenl

l,at€gori6swslslest€d'TwohUndl€dnin€tyspec|F€
irnd ; spoclmsns wor€ t€acllve by lhe ARCHrEoT HBsAg Oualitativor

. The

conlirmed bY speclllc
rcmalning 5zlo0 blood

with an assumsd 2ero

Fo. 16 sp€cim6ns whlch wore l€stod
ARCHITECT HBsAg Ouahtativo ll, the

99.78% - 99.97%

99.68% - 99.98%

99.73% - 99.99%

sslect6d diagnoslic
homodialysis PalionF.

HBsAg was cohlimed

95% Contldence

lower limit of ih€ 95o/o

HB6Ag assay on the

by sp€crfic n€ut.alizalion wilh anti-HBs. on lhe remalning

1483 diagnostic specim€ns was )3% (1482/1483) wilh

dala are summarizodan assum€d z€ro preval€nc€ ol HBV

in he lollowing table.

95% Conlld€nc6
lnterkl

Ten specimsns conlirmed posilive.

Six sp€cimsns conlirm€d positiv6,

The AFCHITECT HBsAg Oualitativ€ ll
p€dormance lhat is grsator lhan or

AFCHITECT
HBSAg

Oualltatlve Il

O!6ra] 100.0070

Hospilalizod/ Transfusion
99.44%- 100.00!6

H€modialysis - 100.00%
Antibodi6s

lR - Initially Feacliv€, RF = C Virus

On€ aberrant rssull uras observ€d specilicrty rras 99.93% Human lmmunod6liciencY virus
(!481/1482) wilh this specim€n

Slxleen spsclm€ns conf irmsd

Human lmmunod€lici6ncY vnus

Sensltlvlty Llv6r Dis€aso

confidoncs Interval lot a comm€rcially Human T.LymphotroPic Virus
same population ol HBsfu positivs

For lhe402 HBsAg positiv€ specrmens wiih unknown dlsease
the 95% confidsnce

jnte.val lor lho commercially available was 99.09%. ln lhis

srudy lhs s€nsilivily ol ths Oualilatlvo ll assay was

100.00%
Rh6Umatoid Factor

Anli-Nucloar Antibodles

Trlmester

Trim€st€r

Trimester

F6males

lnllu6nza vaccine



The
Sercconverslon Sonsltlvity
Ihe AFCHITESr HBsAg Oualilative ll

seroconverslon s€nsilivily that is bett
seroconverslon senslllvlty 01 a comhor(
delsrmlna th€ ssroconwlsion sonslllvlty,
ohaln€d lrom comnorclal v€ndors wer
HBsAg Oualitallv€ ll and ARCHITECI Hl

assays. Tho resulls w€rs compar€d to i

assay and r€presenlatlvs data lrom 6

following table,

man
designed lo have a

or Equi\|alsnl lo ths
abl6 HBsAg assay. To

s6roconverslon panels
uslng the AFCHITECT
Llitativs ll Conlirmalory
'clally avarlable HBsAg

r€ summarizod in lh6

PrncllD 1s'blc6d

AFCHITECT HI
Oualltalive ll S

tAg
co

Availsble

Feactlve > 1.00 vco > 1.00

6271

0

7

18

0.31

o.74
1,88

14,41

113.86

0.39

0.70

1.Er

9.49

PH[,] 925

PHM 930

0

I

'17

0.59

1,32

2.44

5.69

6,72

0.64
0.91

1.87

4.10

3.45

0

15

0.50

4.95

43.38

124.50

321.30

o.41

2.28

19.73

47.42

112.32

PHM 933

2

7

I

144

0.79

4.01

9.07

45.03

2715.52

0,69
2.26

4.85

22.30

823.14

6273

0

3

7

25

30

o.17

0.15

025
r.05

20,s9
'| 58.83

o.72

0.3s

0.55

l.o2
13.84

73.40

11002

0

2

7

9

35

39

0.36

0.49

1,59

2.q
'16t2.65

403.92

o.42

0.60

2.08

379,66

232.20

HBsAg Mutant Delectlon
The hepatltls I lirus, unlik€ othor OM v

lrirnscrlption. The reverse transcnplll
capabitily; thersfor€, HBV is Eublsct lo
than the mulation ral6 ol othet DNA vir
may cause changes in lh€ anlig€nlc
epitopss that aro no longer r€cogniz(
havo b€on rcpon€d in a wldo rangs
blood donors, vacclne recipienls. ronal

llansplanl rccipienls, inlanls born to HB!

unde.going nucleoside analog Voalmet
may rcsult in a l€ss favohble outcome
nsgalive rcsulls in some HBsAg assays.

r pro(
plicat€s throsgh tevers€
)ss lacks Proolreadmg
on late 10 tim€s hlghet

om6 ol thsse mulalions
of HBsAg, r€sulling in

[i-HBs. HBsAg mulants
I populalion6, mcludin€
patients, orlhotopic liver
Lvo mothers and patieiF
v17r4 HgsAg mutations
panentsl?13xo and lals€

I par€

itssay. Th€ data ar€ summari?od in th€ lollowing lfble

Flnal InierPre$tion

lilutad
AFCHITECT HBsAg

Q!alltallve ll

BBpeatedly Reactive

Repearedly Beactive

cOmhercially Avallable

rlln-l29-His

l,{el-l33.leu

rilyl45-tuS
'ih r-123-Ala

l)1421+G1.l5B

'142S+G1458

Fgpoat€dlyRoactiv€ FepeatsdlyF€acllvo

Bsp€atedly R€activ€ Nonreactvo

R€peatedly R€ac ve Repeal€dly Reactivo

Fepoat€dlyBsaclive Fep€atedlvFeactiva

L22NT R€Peat6dly Reaclive

r228A RBpealodly Rsaclive Fep€aledly Fleac ve

{BV Genotype Detection

All gBnotypes were r€active by lho AFCHITECtr HBsAg oual'lalive ll

assty and conlhmed posllivs by the ARCHITEqI HBsAg Oualilativ€ ll

Sonllmalory assay.
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ARCHITECT

Anti-HBs

Packao€ ins€n inslruciions musl be

recovery of H€palilis B intected

HBs after acute HBV infecl on and

anligeh (HBsAg) can b€ a uselul

Micropa icle
of antibody

conval€scence and
presenc€ of anli.

Reliabllity of
any devralions trom

B virus surface
resolulion.

may indicato

being proteclive

PBOCEDURE

1x5.9mL 1x26.3m1

I x 3.01 mL 1 x 11.99 mL

llrd zc1&41

lE 7c18-42

en
Anti-HBs

7C1A

G8-O542lRO2
B7C1t0

o

u

assay resulls cannol be guaranleed if
the inslnictions in this package inserl.

T NAME
ARCHITECT Anti-HBs

I INTENDED USE
The AFICHITECT Antl-HBs essay is a
lmmunoassay lCMI,A) for the
to Hepatitls I slrfac€ anligen (

plasma,

I SUMMARY AND
Th6 ARoHmCT AotFHBs assay
anlibody to Hepattis B surlaco
serum ano prasma.

Anti-HBs assays ar€ olton used to
B vaccinallon. Th€ presence of
important in protaclion againsl
Nunerous sludies have demonslrat€d
Hopatitis B vaccine to stimulate th€

I{OTE: Som6 kit sizes afe nol availabl€ in all cQuntri€s or tor use on

i l AFtCHtfECT isystems. Please contacl your lpcal dislrjbulor'

E 7C18-41 7C1842

HBs concentration > 10 mlLJ/mL is

again$ Heparilis B viral inteclion.s 6

I BIoLoGIcAL
The AFCHITECT Anti-HBs assay is a
chemiluminescenl microparlicl€

D€leclion of anti-HBs in an
previous Bxposure lo HBV

Based on th6 World H€allh

Jor lhe quanlrlative determinalion of
plasma,

ABCHITEGT isystem optcs.

The concan[alion ol arti-HBs in

using a previorJsly gen€rated

For addilional infofmalion on syslgm
the AFCHITECT Syslern Operalions

T REAGENTS

Kit Contents
ARCHTTECT Anti-HBs 7C18

r.l'cndiiircdn
co{,rtralrE_l

;6tc'Mlx ortuEin

@ ui"rop"rlicl€6 coated with Hepalilis B suface
Antlgen (Subtypes ad and ay) (E co, Recombinanl ONA expressed

n murin€ c€tls) in TRls bufier wilh protsln slaqilizers. Minimum

conc€ntration: 0.08% solids Preservatives: sodium azide and

anlimlcrobialagonls.

@ H"patitis e surtaco Antigen lsubrypes ad and ay) (E
coli Becombjnanl D|\l.A €rpressed in murine cqlls) labeled with

Acridinlum in IVES butlEf wilh prolen stabilizero (Bovlne and Hurnan

Plasma). Minimum conceniration: 013 Ug/mL, Presetualivosi sodium

azide aBd antimicrobial agenls,

lrrcruer orr.neiil a16g1-6CT Anti-HBs Specim€n Dituenl

contelning recalcitied human plasma, Proserv4lives sodium azide

and Proclin 950.

'Cther AssEfSpecifc Reagcnts

lr-EdlrEx p'tuel.l 1 x tOO mL AFtCHftECT Anri-HBs Specimen

Diluent, @ 7C18.40, containing r€calciiied hlman plasma

Preservalivos: sodium azida and Proclin 950.

gther Reagents
-eiE ritooEfi solnndil ArCHIEST pre-Trigger Solulion contarnrng

1.32% (w/v) hydrogen Peroxide

linoost sotuf,dil p6116ECT Trigger Sotulio4 conlaining 0.35 N

sodiirm hydroxide.

|friiiiiFfr l enCtrEcr Wash Bufter contai4ing phosphale

bultgred saline solulion. Preservatives: antimiclobial agenls.

Warnings and Precautions
.@
. For rn lrfio Diagnostic lJse

s6lety Precaulions

/t\
&-\ cAUTloN: This producl contains huTan-sourced and/o'

lotentially infeclious componenls, Beler to lhe REAGENTS seclion

lf lhis package inse(. No known test method ian olfer complele

1 x 4.56 mL 1 x 16.80 mL

selum and

OF THE TEST
conc€n!ralion of

prgsent m numan

Euccess ot Hepatitis

(HBV) infection.r

of the

lo produce anli-
HBs and to prevent HBV infection.z_a

Assays for anli-HBs are also usgd to

rmmunoassal/, rlsing
(ClVlA) technology,

2, Alterwashing, acridinrumJabeled
cteale a reaction mixture,

1. Sample and recombinant HBsAg
microparticles are combined.

sample binds to the rHBsAg

3. Followihg another wash cycle,
ar€ added to lhe reaction

4. The resulling chemiluminescent
lbht units (FlLUs). There is a
amount ol anli.HBs in lhe

coated paramagnetic
presenl in lhe

conjugate is added to

and Trigger Solutions

human serum and

measured as relalive

RLUS delected by the

is determined
Anti-HBs calibration

technology, rel€I to

3.

containing infectious agenls. o



lor HBsAg, Hlvl BNA or HIV-1 Ag,

anti-HBs.

Saf€ty Data Shoels are availablo at
contact your local representative,

For a delailed discussion of salety
operation, refer io lhe AFCHITECT

The hllman plasma used in tho

Reagenl Handlihg

t:or a dEtail€d dlsc0ssion of handling pr€caulions during system

operatlon, rol€r to lh€ AFCHITECT System Opeiatlons Manual

Siection 7

lleagent Storage
\rvhen slor€d and handled as direcled, reagenlq are slablo unllllhe
oxplration dale.

Storage Maimum

dale sloraEe.

I
rlp€n€d' €xpkation attor lemovel lrom 2'8'C

The human plasma us€d in the

HBsAg, HlVl FNA or HIV-I Ag,

antiHBs and anti-HBc.

is nonreacliv€ for

anli-Hcv

Diluent is nonreaclive

/HlV-2, anti-HCV and

during sy6tem
I/anual,

Di6c4rd aftor 30 days.

For irlformal on on tlackrng

onboerd lime, refer to

rh6 

^FCHITECT 

Synem
OperFlions l\,lanual,

SeDtums MUST bc used to
conlaminalion and to ensure
assay resultB cannot be
according to the instructlons In
. To avoid contaminalion, wear

septum on an uncappeo
. Once a seplum has been

do not invert the bottle as

and lnay colnpromrse assay
. Over tirne, residual liqulds

lfh bo.rd Syst€m 30 days

temperaturo

i Feagenls may be slor€d on or otl tho ABCHITECT isyslem lf

reagenls are removed trom lhe system, slore lflem at 2-8'C (wlth

lreplums and replacoment caps) in an upight position For reagents

lrtorod otf the system, it is rccommend€d thal they be slored in

lh€ir original lrays and boxes to ensur€ they rerFaln upright. lf the
rnicropartlcle bottle does not rehain uprlght {with a septqm

Installed) while in retrlgerated storage otf lhe system, the reagenl

klt must be discarded. For inlormalion on unlqading reagenls, reier

lo the AFCHITECT System Operations Manual, Seclion 5

Indications ol Feagent Delerloration
lrvhsn a control value is olit of the specified range, it may ind cale

Itetenoration of the reagenls or errors in lechnihue. Associaled tesl

resulls ar€ inva|d, and 6amples m!st b€ roiested Assay lecaliblalron

Inay be n€cessary For lroubleshootlng Informalion, reler to lhe

/\FGHITECT System Operalions Manual, S€clidn 10

I INSTRUMENT PFOCEDUFE
'fh6 ARCHITECT Antl.HBs assav file musl bo installed on the

r\FCHmCT isyslem prior to p€rlorrning ihe asFay.

l:or detailed inforrnalion on assay file inslallatqn and viewing

dnd 6diting assay parameters, refer lo the ARqHrECT System

l)poratlons lvlanual, Ssctlon 2.

l:or information on pinling assay parametBrs, rpfer lo lhe

,\FCHITECT systom Opelalions lllanual, Ssctidn 5

l:or a detallod descriplion ot system procedureF, reier lo the

,qRCHrECT System Opehlions Manual

,qfternate Result Units
:dit assay paEmeter 'nesult concenlration unfls" lo selecl an

telnale !nll,
lonversion lormulal

iConconlralion in D€fault r€sult unit) x (Conveision faclo4 '
lConcenlralion in Altshate tesult uni0

I SPEcIMEN coLLECTION AND PFEPARATION
FOR ANALYSIS

Specimeh Types

Human serum s€rum
S6rum sop+ralor tubos

Human plasma Dipolassiufr EDTA
Sodium cit+te

Before loading lho roagenl kil on

Do not use reagenl kits beyond

Do not pool reagents wlthln a

microparucle botlle req!lres
thal may have setllod during
insvuctions, refer to lh€
of lhis package insen,

These are lypically driod

efllcacy.

lor the firsl lime, lh€
microparticl€s

microparlicl€ mixing
Procedurc seclion

evapofatlon and

date.

kits.

Rellablllty of
at6 nor useo

dry
and

ins€ .

wh€n placing a

open reagenl bottls,
In reagent lEakage

lhe seplum sunace,

ACD
CPDA..I

Lithium
Sodium

Verified speclmen lypes lo be used wilh ihrs aFsay.

Speclmenrypes Colleollon lPbos

(tr+';.'

no €ffecl on assay



Olher specimen collection tube
lhrs assay,

Pedohance has nol been

Specimen Cohditions
. Do nol use spoclmens with ths

. heatinactivated

. grossly hemolrzed
. Ensure that complete clot

Liquid anticoagulants may have
conc€ntratons lor indivldual

The jnslrument does nol provide
lype. lt ls lhe responslblllty of
cofiecl specim€n types ar6 us6d
Thls assay was doslgnod and
serum or plasma from Individual
Pool6d sp€cimens musl not be
tei tesults has not bosn

laksn plac6 prlor to
those from patlents roc€lvlng

sp€crmans or the use of body
plasma.

theGpy lnay €xhibit increased
cenrrjfuged betoro a complete
may cause €tron€ous resulls.

Specimens from heparinrzod
and efioneous results could
To prevent thi6 phenomenon,

lherapy.

For optlmal results. seaum and
be free ol llbrln, red blood cells,
Such speclmens m6y glve
tranEtened to a centrlfuge tube
of 10,000 RCF (Relatlve

Samples containing paniculate
cenlrifug€d prior lo running the

No qualilalive perforftance
experimen|al controls and th€ 23
reacliv€ tpecim6nS lested wilh
(< 3000 mg/dL),'bilkubjn (< 20
(s 500 rng/dL).'

' The quanlitative perforrfiance
normal assay variability.

. To prevenl cross conlaminalion,
prpett€ tips ls recommended.

Pleparatloh f or Ahalysis
. Follow the tube manufacluf€r's

collection tubss. Gravity
preparation.

Speclmens must be separated
cenlrif!gation as recommended

No qualitatlvs pedormance
experimenlal controls and the 30
reaclive specimens tested with

No qualitativo pedormance
experhenlal controls and the 21

Insp€ct all spscimens tor bubblss.
applicator stick belore analysis.
eacn spectmen rc prevent cross

reactive spocimens t€sted wllh
(< 12 g/dl).'

Frozeh speclmens must be
by LOW Epeed vorlexlng.
Cenvifug€d specimens Mth a
lransfe(od lo a sample cup or
laken to Vansfer only lh€ clarified
lnalenal.

not been lested with Specimon Slorage

th6

the use ol cadaveric
than human serum or

or thrombolylic
lf the sp€clmen ls

effecl resulling jn lower

to veily sp6cim€h
to verify lhal the

use wilh h!man
donor apectmons.

lho accuacy of lhef

sPeclmens, especlally

Serum/Plasna < t4 days

Specimens may be stored on or oft th€ clol or r€d blood colls,

lf lesting wlll be dolayed more than 14 days, rqmovE serum or plasma
from the clot, s€rum separalor, or r€d blood c9lls and slo|e trozen

G20'C or colde0.
No qualilative periormance diilerencgs were obserued b€tween
experimontal conlrols and the 24 nonreactiv€ br 22 spik€d .eaclive
speoimens subjsctod to 4 freeze-thaw cycles. The quantitative
p€rtormance drtferences obs€rved were wilhin normal assay
variability; how€ver, muitiple freeze-haw cycles should be avoided.

Speclmen Shlpping
. Packag€ and label spocrmens in complianps wilh applicabte

state, federal, and inlernallonal regulalionq covering the transporl
ot clinical speclm6ns and nfectious substances.

. Do not excoed ths sloaage limitations ltsted above.

I PRoGEDURE

Materlals Provlded
7C18 ARCHITECT An -HBs Beagsnr Kjt

Materials Bequifed but hot Provided
. AHCHrECT Anti-HBs Assay tlls obtalned ftom the ARCHITECT

isystem e.Assay CD-FOM iound on www 4bbottdiagnos cs.com
. 7C18-03 ARCHITECT Anli-HBs Calibralors
. 7C18n3 AnCHIECT Anli,HBs Controls
. 7C18-40 AFCHTTECT AntiHBs Specimen piluont
. ABCHITECT Pr€-Trigger Solulion
. ABCHITECT Trtgger Solution
. ARCHITECT Wash Buffer
. AFCHITECT R€aclion V€ssols

' ABCHITECT SamDle CuDs
. ARCHITECT Septum
r AHCHITECT Feplac€ment Caps

' Pipettes or pipelle tips (oplional) to deliver tho volumes specified
on the pa ent or convol order screen,

l;or information on materials requirsd lor maintgnanc€ procedures
reter to the AFICHITECT Syslem Operalions tvdnuat, Seclion I
/\ssay Procedure
, Be{ore loading th€ reagent kit on rhe sysle4n lor the first

tilne, th€ microparticle bottle f€quifes mixi4g ro r6suspend
micropatticles that may hav€ settl€d during shipmont. Afler the
first llme the mlcropanicles have b€en loaded, no tuather mixino
is requi.ed.
. Invert the hldopanicle botfle 30 mqs.
. Visually inspect lhe bode lo ensure miFroparlicles are

resuspended. lf microparticles are stitl bdhercd lo the bot e.
contlnue lo inve the bottle uhtil tha mlcfoDaflicles havs
boen completely resusp6nded.

. lt the mlcropanichs do not resuspen{, DO NOT trSE,
Contacl your local Abboit rcpresentalive.

. Once lhe microparticles have beon reslrspended, place a
soptum on th€ botll€. For instructions 4bout placing ssptums
on bottles, reler to the Reagent Handlihg section ot this
package insarl.

r Load the reagent kit on th6 AFCHmCT isystem.
. V€rify that all necessary reagenls ar6 Eresent,
. Ensure lhat seplums arg present on all reagent boltles,

. Order calibralion. if necessarv
. For informelion on ordering calibEtionst rei€r to lhe

ARCHITECT Syslem Operations lvlanual, Section

be parlially coagulaled
lhe presgnce ot fibrin.

lhe presence of fibrin

should
p€rtlculalg rnalter.

and must be
at a mlnlmum

for 10 mlnutes,

blood celis must be

prior to h€parin

or 23 spiked
ol klglycerides

and hemoglobin

or 30 spik€d

or 20 spiked
of protein

observed wer€ within

PQeneS Or

rnstructions for

for specimen

red blood cells using
manutaclurer.

alter thawing

the top must be
Car6 must be

wrlhoul lho lipemjc

bubbles with an

appllcator stick for ',,,i\



. Ordor tosts.
. For information on ord€rino

controls and lo. general

AfiCHlTEdf Syslem

' N,linimum sampl€ cup volum€ is

and prinled on lhe orderlist
svaporation. v€rify ad€quale
lo firnning th6 tesl,

Maximum numbgr ol aepllcales

cup: 10

. Priorly:

Sampl6 volums tor tkst t€sli

Sampla volume lor 6ach

cup: 75 pL
. < 3 hours on board:

Sample volume tor each

. > 3 hours on board:

Sample volum€ lor fksl tesl:

. ll using pnmary or aliquot
6nsur€ sLrlf ici0nt patienl

Prepare ARCHITECT Anti-HBs
. Mix cahbralo(s) and cortrols
. Hold bottlos vortically and

inlo eaCh respeciive sample
. Becommended volumes:

ior each calibrator: 7 drops

for each conlrol: 5 drops

Load samples.

For addltlonal lnformatlon on
ARCHITECT Svslom OD€ralions

For op mal performance, it is

mainlEnarc€ as descnbed in the
Manual, Soclion 9. Perlorm
requirad by laboratory

Specimen Dilution Procedures
Specimens with anli-HBs value

Syslem Operalions llanual,
Prsss RUN.

with lhe code '> 1000,00 mlu/mL"
the Artomated Dilution Protocol or

Automated Dihrtion Protocol

reported concentralion is loss
dilullon.

. For informalion on loading

Speclmens with an anti-HBs
25,000 mllJ/mL may be diluled
Dilution Prolocol (1:25 dilution) or
The l\lanual Dilutlon Procedure

25,000 mlu/ml) of the specimen and
concenlralion of the specimen before

Manual Dilutlon Procedure

(for concenlralions up lo 100,000

suggeslod dilutlon: 1100

The syslem perfoms a 1:25 dilution

It is recommehded thal dilutions nol
1. Add 10 !L of the patlgnl

Anti-HBs Specimen Diluont

2. The operalor must enler lhe
Conlrol ord6r scr€en. The system
aulomatically calculale the
dllulion and repon ihe rosull. Ths
ARCHITECT isyst€m MUST be

conc€nlrations up lo 100,000
can b€ used lor

and
r€fet lo the

rlutomated Dllutlon Protocol and the Manual Dilutlon Ptocedure

ifor concsnlrations up ro 2,500,000 mlu/mL)

l)uggesl€d dilutionr 1r1oo

It rs r€comrn€nded lhal dilulions not excoed 1:100.

1. Add 10 pL ol lhe pallont specimon to 990 pL of AFCHITECT

Anli-HBs Sp6cimen Diluent (7C18-40)

i2. Ord6r th€ Aulomated Dilulion Protocol (1:2F dilulion) usjng lho
manually diluted 1100 sample.

Th€ concentraton report€d by lhg ARCHITFCT isyslem MUST

be greatdr lhan 8.00 mlu/mL. Multlply lhe result (lrorn the
Automated Dllution ltoiocol) by the manpal di[llioh faclor
(s.9. 100) to obtain lhE fnal semplg con+nratlon. li lhs
concenvallon repo Bd by the ARCHITECT lsyslem ls less than

€.0 mlu/ml. make a small€r dilution.

l:or detailed ihlormation on ordering dllulions, ref€r lo lhe AFICHITECT

l;ystem Op€rallons L4anual, Sectlon 5.

(:allbratlon

' Test oalibrators A-F In duplicale. The calibfalors should be
prlority loaded.

A slngle sampl€ of €ach control level must be lesled lo evaluale

the assay calibralion, Ensure thal assay cqntrol value6 afe wirhin

the rangos specitr€d in the respoctivo contfol package Inserl

' calibratlon Range: 0 - 1000 mlu/mL.
D once an AFICHITECT Anll-HBs calbrallon iE acceDled and

slored, all subsequent samples may be lesled wllhout fudher
caliblation unless:
. A rcag6nl klt with a new lot number is !s€d.
. Daily quality conlrol results are oulside of stalisl cally. based

quality control limits, as described in tfle Qualily Conkol
Ptocedures seclion ot this package ingerl, used lo monilor

and conlrol syslem porlormance,

. lf statistrcally-based qlality convol limils are nol availabl€

then lhe calibralion should not sxceed a 30-dav limit lor
recalibratrcn f requency.

. The ABCHrrECT Anti-HBs assay may dlso need lo be

recalibrated aller specifi€d sglvce propgdures have beBn

performed or mainl€nance to critical p{ of subsysrems thal
mighl influonc€ lhe pertormance of thq assay.

tr For detall€d Informalion on how to perform an assay calibration,

reler lo he AFCHITECT Sysl€m OperalionE Manual, Section 6.

l)uallty Control Proc€du.es
lloTE: lt is recommended that lhe ARCHITECT Anti-HBs Posirive

oontrol 1, Anti-HBs Posiliv€ Conlrol 2, and NegFlive Conlrolbe run rn

order 1o verify the calibration,
o The recommended control requiremenl fof lho ARCHITEOT

AntLHBs assay is thal a single sample of dach control leval b€

testedl
. Once €very 24 horJrs each day of r.ise,

. Afl6r performing calibralion,

. Aftar Inslrumenl servlc€ procedures or mainlenance tha!

may atlacl assay p€dormanc€ have bqen p€rlolmod,
o Il lhe qualily control proc€durss in your labFratory rcquke

more k€quenl uss ol conlrols lo verity tesl resuhs, lollow your

laboratorlaspecif ic ptocedures.

Additional controls may be lesled in accorCance wilh local, slale,
and/or f€d8ral regulaiions or accr6ditation lequirements and your

Iaboratory's qualiry conlrol policy.

Each laboralory should sslablish conlrol raflg€s lo monilor the

acceptable perlormance of the assay,lf a gontlol ls oul of i1s

specitied range, lhe associated sample reiulls are Invalid and

the samples must be relast€d, Recalibrarioh may be indlcat€d.

Sectlon 5.

by the syslem

from same sample

trom same sampl€

the same sample

the effects ot
is present P of

3.

volume required.

sampls gauge to

Controls.

inversion before use,

Io Ihe AFCHITECT

oparallon, reler lo the

diluted using either
Dilution Procedur€.

penorm foutne
System Op6retiohs

mlu/mL are flagged

up to

calculates the
reports the result,

pL o' AFCHTTECT

lho sample before

reporled by the
8,00 mlu/mL. lt th€

make a smaller

In the Pa(ient or
this dilution lactor Io

8.00

as gtgat€r lhan
lhe Aulolnalsd

Dihrtion Procedure.



. To establishstalistically-bas€d
should eslablish ils own
conlrol lols at each clinically
be accomplished by assaying a

sev€lal (3.5) days and using th€
the e)Qecled avorage (targe0
(rang€s) for the laboratory
included in this study in ord6r to
sYStem Performance inclUde:
. Mullipl€ stored calibralions
. Mullipl€ roagenl lots
. Mulllple callblator iois
. Multiple processing fiodulos

' These rcsults shorild be applied
convol praclices- In addition, the
malrix of tho control material is
lhe assay packag€ insg(,

. lJnl€36 specifled, targ€t valueg

. Oala poinls collocled at

commerclal conirol prcducl inserl
not be used for quallty conl.ol

The AFCHITECT Anti-HBs assay

I RESULTS

Calculation
The ARCHITECT Anli-HBs assay
Curve frt data reductlon fiethod
calibration curv6,

Interpretatlon of Fesults
Eased on lhe Wo.ld Health
HBs concentration > 10 mlu/mL is

Measudng Interual
Measuring intelval is detined as the
meels the lihits ol acceptable

Ouanrira on - LoO) to 1000.00

Detection, and Limit of Ouantitation,

against Hepatitis B viral inlection.s 6

For addilional informalion about th€
AFCHITECT And-HBs assay, refer 10

CHARACTERISTICS sectron, under

Follow your counlry-speclf rc

for r€porling of r€sults.

Flags

description of lhe tlags that may
AFCHITECT Syslem Ope.atlons

. Fefer to Clinical and Laboralory
Doc!m6nl C24-A3,rl

Verlfcatlon ot Assay Claims
For protocols lo verity package ins€rl
Syst€m Operalions Manual, Appendix

Som€ results may conlain ififormation

bias for an undiluted sahpl€. For the
ir lhis package insert, the range was

' Representative data; results in
lrom th€se data

I LrMrrATtoNs oF THE
li lhe Anli-HBs results are
addilional tesling is suggested to
For dragnosljc purposes, r€sulls
with paiient history and olher
ecute, chronic, ol recoveled

Quantitative values obtained usino
l\rElA, EIA or RIA) may not be
lnlerchangeably. A new bas€line,
assa!1 shorJld be oslablished when

AFCHfTECT AnliHBs assay.

each laboratory
and ranges lor new
level. Thrs can

T SPEcIFIc PEFFoRMANcE cHAhACTERISTIcS
In order lo calculale specificity and ssnsllivity Fpeclmens wlth result
/alues ot > 10.00 mllJ/mL wsre conslder€d reactiv€ and specimens
Itllh resull valuss of < 10.00 mllJ/hl w€r€ conFid€red nonreaclive.

lPrecision
'fhe plecision of ARCHITECT Anti-HBs was d€lerrnined dunng
r:linicalstudi6s usng lhroe roag€nl lots. A panel composad oi liv€
unique mombers was tgst8d in rsplicales ol fofr wilh each reagenl
lot once daily tor {ive days at lhree sil6s. Each daily run included

th€ AFCHITECT Positive Controls each l€stod in dupJicat€ al lhe
l)aginning and 6nd of thd run, Th6 rntra-assay Fnd InteFassay
ritandad devialion (SD) and percenl coellicient of vari€tion (%CV)

rvera determin6d with a varianco compoh€nt analysisE fot a random
ofl€cts modells (Table l').

Pa||sl Tdal llo. lllan

of 20 replicales ovor
results to establish

nust ensure lhat lh€
use in the assay per

aboul lhis average
thal should bo

of futLire

ot the day

qualily

provid€d wllh tho
only and should

Insrirure (cLsl)

lo th6 ARCHIIECT

group 4.

Logistic
lo generatg a

bsing protective

ol lhe

_lt€lnbets B.pliDales (mlu/ml) SD %CV SD %6v sD %cV

180 4.67 0.302 5.5 0.403 €.6 0.513 13.1

180 14 60 0.434 3,0 0 708 4I 1 367 9.4

180 1975 3.082 3.9 4.130 5.2 70E5 69

180 255.04 4.752 1.9 7.555 3.0 l9 464 7.5

180 489.?A 14.474 3.0 19 225 3 9 38.688 7I
{
j

lon[ol1 180 16.i8 0.687 4 2 0.765 4.7 1.388 8.6

180 8?.06 1.934 2.4 2.460 1.4

PEBFOB IVIANCE

Llmit of

' Representative dala; results in individual labotalories may vary f.om
these dala
e Inrer-assay variability conta ns nlra-assay variabllity,
t Tolal assay variability conkins inlra.assay, intpr-assay, inlellol,
ihler-site variabilily.

liensltlvity
,/\ total of 389 specimens from 248 HBV vaccinp recipionts, 41

ihdivrduals recovered lrom HBV infection, and 100 indjviduals at risk
i)r HBV inlecion were tested. Of lhe 389 sp€clmsns, 340 (8740%)

vrere repealedly reactive and positive by supplqmental lesllng
fTable ll').
TABLE ll: Feactlvity of the ARCHmCT Anti-HBt Assay In Speclmens
lrom HBV Vbccine Becipiehts, Indivlduals who have Fecovered lrom

_ HBV lrlscllon, and Indlvlduals at Increased FlFk lor HBV lnlBctlon

100 56156.009q)

procedures

lield- For a
field, rel€r to the

in mlu/ml which
both lmprecision and

atudies doscrib€d

{Limit oi

clinical evidence,
r€sull.

used in conjunclion
for diagnosis of

5.

assays (r,e,

cannot be used

56 (100 00%J

toTAL 389 3.40 (8/.401) 340 (100.00%)

'Fepresenlalive data; .esulls in individlal laboFrorles may vary hom
llr€se data
a Two sp€cimens wero roactivo lor anli-HBc anil anti-HBo but also
nonreactive for anti.HBs by RlA.
b Category includ€d the following: Inlravsnous diug users (34),
hemodialysis patienls (33), and hemophilia paliFnrs (33),

HBV Vaccine Recipient Serial Bleed Panels

ARCHITECI AnIi.HBs

TABLE l: AFCHITECT AntFHAs Pteclslon
Grand Inlrr.assay Inlci-assaf

ano

th€

l,lumbEr o

bysupplsnsntal
Teslino (% ol

Numbor ol nspsuradly Bololivo
lial8gory SpodimsnsToslsd (%ollolal Baaclive)

llEVVaccino 24s lss.isS)

41 393 (9s.121) 39 (100 00%)
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Speciticily
Three clinical sil6s iestod a tolal ol i 716 an0 ptasma

specimens from tho lollowing

Limit ot Blank, Limit ol Detection, and Llimit of Quantitatioh
Th6 Limil of Blank (LoB) and Limil of Deleclidn (LoD) of lho

ARCHIrECT Anti-HBs assay were d€t€lmined, based on guidance
fiom CLSI Protocol EP17-A2ra, using prcportioils ol false pos{tives

(o) loss lhan 5% and false hegatives (F) less than 5"/". These
dBtormlnatlons wer6 portormgd uslng 4 blanks (15 €plicales
e lEv€l enli-H 0 rEpllcatss eachli LoB

- and LoD -
Tha Limll of Quantltallon (Loo) of rhe AFlcHlllEcT Anri-HBs assay
was delerrninod bas6d on guidance lrom CLSI Protocol EP17-A2ra.

The LoO ls defined as Ih6 low€st amo!nl ol aialyle In a sampls lhal

can be accurately quantlaled wth a Perc€nt Total Allowable Error of

30%: LoQ = 2.50 mlu/mL'.

' Beprosenlative dala; resulls in indlvidual hbqratories may vary fion
lh€s€ dala

I BIBLIoGRAPHY
1. wainwrignl RB, Mcfi.rahon BJ, Bllkow LF, el El. Duration o{

spocimens w€re positiv€ by
TABLE lll: Reactlvlty ol the
lrom Whole Blood Donors. Pla6ma
Plasma P6hs, Hospltal Patients,
unr€letgd to HBv lnlectlon and ln

Nulnblr ol
TDrl€d

(Tabl€ lli').
Assay ln Speclmens

lrom Matched Serum/
Medical Corldltlons

Conlaining Potentlally

donors, matched seruh and plasma
medical conditions unrelat8d to HBV
interfsring substance3, A total of 259
sp0cimens w6re repealedly reactlve,

whole blood
hospital patlents,

and pot€ntially

of tho 1,716

(98.07%) ot lhe 259

llu|||h€r ol Posiliv6
bysupplBnBnlal

To.liiqr {%
ol R!!€at6dlY

8 (r00.0096)

63 (96.92%)

1006
Blood DonoE

Hospilal Palienh

MrdicalCondltions
unrokled lo HgV

lnleclon and

Polen llally lnler lering

subslancos!

TOTAL

160

1i16

' Repr6senlative datai r€sulls in
these dala
a Supplemenral lesting for anli-HBc,
perlormed lo support the ptesenoe
AnliHBs teacliv€ specim€n,
also podoto€d. A specimen was
one or more of tho lollowing HBV
(dol€ctod by th6 compaEtor melhod
anli-HBe.
b Caregory includ€d tho toilowing:
positive (10), anll-HSV (10), anrLHAV

immunogeniclly and efaicacy ol hepatit|s B vaccins In a Ylpik
Eekimo populalion.prcliminary rssults ol an q.y€ar srudy. In: Holllnget
FB, L6mon SM, lvfaruolis HS, edilots. Vinl Hqpatitis and LMel
D,bease. Baltlmore: Wllliams & Wilklns. 1991:762.766
Ambrosch F, Frisch-Niggemey€r W Kremsn€i P, ot al. Persist€nce
ol vaccinernduced annbodl€s to h€palitis B Furlaco anligen and
the need for booslor vaccinarion in adult subiects. Poslryd Med J
1987;63(32):129-135.
Krugman S, Gil€s Jg Hammond J. Vnal hepafitis type B (lvs'2
slraln): sludl€s on acriv€ lm.r'unlzarlan. JAMA 19711217141-45.

Jilg !ry, Schmrdt M, Doinhardl F. lmmuno rosppnse lo hepatitis B

tevacc|inarion. J Med Vitol 19A8,24:377-3A4.
Wo d Hoalth Organizalion. Hepalitis B vacciles. Weekly
€pld€miological record N o. 40, 2009, 84, 4Oe-42O,
Jack Ao, Hall Al, Maine N, Msndy M and wtiinl€ HC. Whal Level of
Hopatltis B An{body ls Prclecllv€? Journal ol Intoclious Diseasos
199S;179:489-492.
uS Doparlment of Labor, Occupalional Sately and H€allh
Admldislra on, 29 CFF Pan 1910.1030, Bboqborne pathogens.

uS Dspadm8nt of Hoalth and Human S€Mc4s. Siosatuty in
Micnbiological ed. washington, Dc:
l.,S Govornm€n
World Health O Manual.3ld ed
Geneva. World Hoalth Oryaniuationi 2004.

(qLSl). Prol€clrot
AFquired kfections:
o4um6nl M29.44. Wayn€,

PA: CLSI; 2014.
11. Quattty

C24-A3. Wayne, PA: CLSI 2006.

32 (100.00%)

254

positiv€ if
detected: anti-HBs
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Overall Specificity and
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