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Th€ ARCHITECT AFP CalibEtors
ABCHmCT i Systom wh€n us€d lor
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CONTENTS
6 Bonl€s (4.0 mL sach) or

l@E - @Ell cariorator a
(bovin€) slab iz€r. Calib.ators B-F
cod serum) prepar€d In bullef solution
Pr€s€ruativ€sr Proclin 300 and Proclin
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STANDARDIZATION
The AFCHrECI AFP caliblators are
arc relercnced lo Ihe Wo d Heallh

pfoducls derived lrom human
will not transmit inlection
should be considefed polentlally

th€s€ raagenls and human
the OSI|A Srandard on Bloodborne
othgr apprcp ato biosalety

Slandard 721225 lor Alphajetoprol€in
conversion faclor is 0.83 Inlernalional

PRECAUTIONS

'@
For ln Yirro Oiagnos|'c Uss

,A/t\
lj--\ CAUTION: This qoduct
potenially infectious componen$.
this inssn No known lest melhod

thal conlain or are suspect€d ol

Calib.ators B-F conlain purili€d
and round to be nonreactivo lor HIV

lfr ifr iEisExgn:a-l warnins : [,tay

PREPARATION FOA USE
. AnCHIIECT AFP Calibralo's musl

. To perlorm a calibralion, tesl lhe
catlbrators should b€ priotity load€d

ba mixfd by senlle Inv€rsion

calibr4ors in duplicalo Theallercic

To obtain the r€comm€nd€d wlum€ requkeni€nts lor lhs calibralors,

hold lhs bot es vertically and disp€nse a minlmum ol 4 drops oi each

calibrator into aach respactvo sampl€ cup

Aller each use, tigh y close ihe caPs and ietum the calibralots lo

2.8'C storage.

For inlomalion on odering calbralions, rqlsr to lhe AFCHIIECT

Svstsm opslalions Manlal, saction 6

G4.r5528/R02

Ths lollowrng wan'ngs and ptecautions apply to these componenrs

WARNING: Coniains mslhylisoltiazolo|'es
H317 May caus€ an allargic skin rsaclion

P261 Avoid br€athing misl / vapours / spray

P272 Contaminatod work €lolhing should not
b€ allowed out ol lhF workplaoe.

P280 Wear prol€ctl\,e glo'les / prol€cnve

clolhing / eye proreflion.

P302+P352
P333+P313

This material and ils conlainer rnVst be dispos€d ol in
a sale way.

. Salaty Data Sh€ets are available al v/' { aqbottdiagnostics com or

conlacl yout local represonlative

STORAGE
. AaCHfEcT !.FP Calibratols are stable until tlle etpiranon date when

slored and handlod as diaoclgd.

. Do not use pasl exprctlon dats

. aFCHITECT AFP Caliblalors must bs slor€d at 2-8'C in an upfighl

posrton and may be usod immediatelv altbr ronoval kom 2_B-C

storags,

lr''". *"4
OUALITY CONTROL PBOCEDUFES
A single sample ol each control lsv6l must be lesttd lo evaluale lhe assay

calib;ation. For inlotmalion on orde ng controls' ioi6r lo lhs aFcHITEcT

Systsm Op€ralions Manual, Soction 5

. Ensurs thai assay conlrolvalues are wilhin th4 ang€s specilied in lh€

control package inso(,

Once an ABCHITECT AFP ca|bration is ac4epled and slored all

subs€qusnt samples lnay b€ t€sled wilhout luft$r caliblalion l]nl€ssi

' A r€agont kil wlh a n€w lol numb€r is usod

. Controls arc out ol range

lF ON SKIN: Wash With Plsnly or waler

lf skin ifrltalion or Gsh occuts: Gol

-i'i]l'fi,')
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AFP Gontrols

INTENOED USE
The ARCHITECT AFP Controls are lor
and rh€ daleclion ol svslemaiic
i Sysl€m whsn us6d tortha quanlilalivo
(AFP) in human serum, Plasma and an

Reler to lhe aRCHITECT AFP tBagenl

Systeh Op€ralions Manual lor addllional

CONTENTS
3 Bonlos (8.0 mL€ach) ot AFOHITECT

Meaium (@[), ano Hish

Controls contain purilied AFP {{rom
soluuon wilh prolein {bovin€) stabllizer.

PrcClin 950.

The contrcls are at th€ following

control

Oi Ih€ ARCHITECT
ol alpha-letoProl€in

ANd th€ AFICHITECT

rowr@E),
AFCHITECT AFP
prcpar€d in buller
Proolin 300 and

conLrcl
Fahg€

11,21 - 22.OO

112.05 - 219.95

560.25 . r099.75

mictoorganisms

. Eiosalely Levet z'? or
bo used lor malsnals

lorHIVlE2HCV,

P302+P352

P333+P313

lF ON SKIN: Wash With Plenly ol waler

It skin kltalion or /qsh occurs: Gel

Ta196l

Conc.
lc6-'rc]

Each laboatory should establlsh its

conlrol lots at each control lev€|. This
a minirnum ol 20 replicates over soveral

rplishod by assaying

rhat can be sxp€cled should be study in ords 10 b€

This marerial and its conla^er

. sal6ty Data She€Ls are availabl6 al www.aqbondiagnostics con or

contacl Your local r€Prcsentatv9

STORAGE
. AFCHITECT AFP cohlrols aro slable unlil th9 expiration date when

stor€d 6nd handlod as direclod.
. Do not uso pasl expitation dale
. ARCHrECT AFP Controlsmustbe storedal2_4'C in an upnghl posrlron

and may be lised immedial€ly alier temoval llom 2_8'c slorage'

nro'". ,..4
OUALITY CONTROL PROCEDURES
R6fer to the ARCH |IECT AFP assay.eagent pacl'agp insertand AFCHITECT

labolatory's quality control policy

The convol values mlst be within lhe acceplapl€ Gnges specified in

fie conttol paokags ins€rl. ll a convol is out ol its speoified rang6, lhe

associated tesl results are invatid and must be relesl€d Flecalibralion

PREPARATION FOR USE
. ARCHTTECT AFP Controls must be mixop by gsnllo inv€rsion

. To obtain lhe t€commend€d volume requirqme ror the conlrols'

hold the bottles verlicalty and dispense a minlmu | 4 drops oi each

conlrol into each rospective sample cup

. Alter each use, lighlly close lhe caps and telfrn lhe conlrols to 2_8'C

. For inlormation on ordering controls, reler to [he ARcHmcT syslem

20 13.50 .

loortrriollMl 200

1000

represenlativ€ ol lulute system
. Liullplo slored calib€tions
. l\4ulliple reas€nt lots
. Multrple calibralor lols

quality conlrol

CoNTENTS secl on ol

. Multiple proc€ssing modulGs

. Dala poinls colleclod al dif{erent

Thes€ resulLs should b€ applied to

PRECAUTIONS.@
For /, Yilro Diagnoslic Uss

A
lj--\ CAUTIONT This producl
potentially inf ectious componenls.
his ins€rl. No known iesl melhod
products derived frcm hLiman

will nol transmll Infoction sourcod malerials

should b6 consd,"rsd potenllally h ls rocomm€nded lhal

th€ss r€aganls and human
lh€ OSHA Slandard on Bloodborns
olher appropriale biosalely
lhat contain or arc suspacted ol ag€nts.

Lo$r, M€dlufi, and High Controls
cord serum lested and lound to be
and HBV
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Th€ followrng warnings and procautions apply lo lhese oomponenLsl

' Contfols

WABNING: Conlains m€lhyrsolhia2olones

H317 May oaus6 an all€lgic skin .€aclion.

P261 Avoid broalhing misl / vapours / spray

P272 Conlaminalod wo.k clothing sholrld not

bo allowed oul ol tha workplace

P28O Waar proleclive gloYes / protectiv€

clolhing / eye Proleolion

li (r;-..,.."Bt;..1jl,

''rr, -/) \
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@lwarnins.May
Operations Manual, Seclion 5
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Customer Service: representative or tind countqt-speclilc contapt information

on

Package insen instructions must tollowed. Rellability of assay results cannot be guarantoed if thore are any

doviations trom lho inslructions insen.

See REAGENTS a full explanaiion of symbols used in.eagent

to symbols used

Eo]trRot rto:l

lEEAcriiN rrEssELEl

FEAGEJTT Lorl

lEEPriJffircaPsl

lsailrr.l-;l

ffixirc- sExstrtzEil

lFoxlriJrs;^ztpa

@
lFRopucr 6F tREralp-l

ttx;onn rtox€r usa lYl

Control Number

Reaclion Vossels

Reagenl Lot

Replacelnent caps

Sample Cups

Watningr May cause an

allergic reaclion

Contains Sodium Azide.
Contact wilh acids liberates
v€ry loxic gas.

Global Trade liem Number

Product of keland

lnformation needed lor Unlled
Slales ol America only

@
@
E
UI

E
lsEPruMl

Lisi Number

in lrtro Diagnostic
Devrce

Lot Numbor

Expiralion Date

Serial Nirmber

Seplum

Store al 2-8'C

Consult instructions

Manulactr.rrer
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component naming.



AFP assav used. Values obtain€d wlh
used interchangBably. ll in lhe oours€ ol
method used for determining AFP

(AFP) in a given

a pa1i8nt, lh6 assay
is changed, addjtional
changing assays, lhe

WARNING: Tho concenlralion ol
sp€cimen, det€rminod with assays lrom

duo to diilarences in assay methods and sp€cilicily. The resulls

repoded by lhe labolatory lo lhe tho identity ol lhe

Prenatal Testlng
l\.4any sludies have oontirmed the uiil

ol lelal op6n nsural tubs del€cls (NT

anencephaly and spina bllida occur
per 1OOO livs bklhs and are among fi
rnal(omalions,2r'31 The lncidence ot NT

An6nc€pha lsincompatiblo wllh lilo and aocoonts tor on6'lhird lo one'hall

ot all NTD pBn spina bllida can vary widely in selenly

ls th€ eJf6cl ol matenal weiqh! Mal€rnal blood volume, as r€{leclsd by

towertho NTSAFP concenlration-26'2s An other lactor to consider is malernal

drab€lss.lnsulin dspsndanl diab€tic women r€ponor,lv havs i\'4SAFP l€vels

Amniotic lluid AFP (AFAFP) levols poak al aboul 13 weoks geslation
n0 Inen
lauon ls
1 lf lhe
,;i?"JH

aches the malernal ciroulalion, thus pfoducrng

o{ MSAFP C€ ain letal abnormaliles such

€ and 6sophageal alrqsia also show AFAFP

distross situalions suah as omphalocsle or

ln normal shgleton pregnancies which the geqlalional age has Doen

und€r€slimat€d. Lot{ NISAFP val s have ba€n associated wlh molar

pregnancy, missed abortion, pseudocyesis' oveleslimaled gestalional age

and Down Syndromo,?93e

In a repo't on ov€r 18,OOO ptegnanciss, lh€ u.K. 9ollaborativ6 Sludv has

established multiptes ol lhe median (lvlol'/) as the Crelorred way to €xpf€ss

AFP r6sults.l3 Th€ m6dian AFP valu€ for €ach q€sEtional woek is llsl
derermlnedi lhen individual AFP lovels afs reportbd as mulliples of th's

value. This m€lhod ol expfession tac Lilates compalison o{ AFP tesi results

acrcss geslational weeks and betw€en laboralone$

an impotanl Ioolrn lhe care and managemenlol lhese pallents

BIOLOGTCAL PBINCIPLES OF THE PROCEDURE

The AnCHrECT AFP assay is a two-slop immunoaFsay lor th€ quantitative

rneasuremenl ot AFP in human serum' plasma alnd amnDtic ll'rid usrng

CMIA technology, wilh llexible assay protocols' tel{tred to as Chemiller

In the iirst step, sahplo and anti'AFP coaled patatnaqn€lic micropa^iclss

are comblned. AFP presenl In the sample binds [o th€ anll'AFP coaled

microparticles. Aher washing, anlFAFP acridiniuin-labeled conlugate rs

add6d to creats a roaction mixtu.€ in th€ sscond sl6p Following anolhor

wash cycte, pre-uigger and tigger solutions are added lo th€ rcacnon

mixure. Th€ r6suhing ciomiluminsscBnl roactron is meas!r€d as relarNo

ljght units (FlLUs). A drrccl relatronsnip exists betui€sn the amounl ol AFP

Ln lhe sampl€ and lho RLUE dsloct€d by the MCIIiftECT , Syslsn oplics

For additional inlormalion on syslem and assav lechnologv teler lo rh€

ARoHnECT syslem OpeEtions Manual Section q

REAGENTS
Beag€nt Klt, 100 Te6ts/500 Tests
NOTE| Som€ kit sizes ars nol availabte in all colinlrieE or lor oss on all

ARCHITECT i Systems. Please conlacl your local plslribulof

AFICHTTECT AFP Feaoenl Kil {3P361

1 or 4 ao e(s) (66 mU2Z0 mL) Anli-AFP

tmouse, rnonoctonatt coaled micrcpaniclss in MES bu{ler wrth proleln

ibovine) slabilizer lvlinimum concentration: o.il% solids Prcseruatrv€:

assay based on serum oI plasma

women wilh conllrmed gestatlonal

NAME
AFICHITECT AFP

INTENOED USE
Th€ AFCHIEGT AFP assay is a

the course ol dlseas€ and lreahsnt
te$rculat canc6r

2. Human serum, plasma and amniolic
to aid in lhe d€teclion ol fotal op€n

resulls when used n conjlnclion wtlh

sequsntlal tosting should be cari€d
laboEtory MIJSTi

1. For Cancsr Manag6ment . Conllrm
6erially monitol€d.

l€vels subs€quently roappear during

severa malighanl dlseases.

ICMIA)lor the quanlilalive datermination ol

1, Human s€rum ot Plasma lo ald In

2. For PrenatalTosting - Eslablish a

ar€ a saf€ and €llsclivs aid in th6

by Be.gstrand and czat in 1956,r
chain glycoprot€in with a molocular
Th€ physicochBrnical propedres and

those ol albumin.2r Synlh€sis ol AFP

sac of the 16tus. lt is s€cretod nto lelal
13 woeks gestahon and gradually

ass progressron 0urlng
wlth nonseminomalo!s

levels and lhe stage

obserusd in pali€nls

AFP levels genorally

to retuln to normal
Tumor recurrence is

16 and only rarely in

lor paiienls being

lluid kom pregnanl

(AFP) inl

SUMMARY AND EXPLANATION OF

The discovery oi alphajetoprolein (AFP)

to 21 weeks gestalion
defecrs (NTD). Tosl

f€lal open NTD.

ls a singls PolyPophde
70,000 dallons.

are similsr lo
in the liv€l and yolk

and in conjunc(lon wlth

has b6€n shown lhal

Cancer Managcment
Alpha-leloprolein (AFP) \4€s lilsl

srrongly suggest lh€ presence ol

oft6n accompaniad by a riss in AFP

Grealer lhan 70"/o ol palienls wrth

elevalion oi serum AFP abov€ values n healthy indiYiduals

occurs in several malignant diseases,

of nonserninonatous l€slicular canc6r, r€lalionsh I has be€n
16slic!lar canc€r and P.imary

prctoin in 1964 by Tatainova snce

obseryed belween the incidenco of
of disoase e 10 fl€vaiod aFP lsvels
diagnosed as having ssmlnoma with

nol been obs€rved in patienls wilh puro

sonadotlopin (hCG) and AFP are also
survival €ls among patisnts with

The uselulness ol aFP measuremsnls
nons€minomatous testicular cancsrs
For pationts in clinical romission

decrease.ll Post-operativ€ AFP values

s,l1.12 Human chorionic
prognoslic indicatots ol

well documented.Tjl la

dis€asa is clinicallY

AFP 5,6,1s Etsvat€d AFP

with gas$oinlestinal
bsen raport€d to have €levalsd levels
levels have occasionally been lound
Lracl cancers wiln and without liver

AFP lesling is nol rocommendsd as

cancer in lhe general population,

oth€r malignahcies.5,6 serum AFP lound to be €lovated

tyrosrn6mra, rsratocarciroma and in
during pregnancy, in diseases sr./ch as

acute Mral hepatilis, chton'c acttre cinhosis.s6t ElsvaIon

ol seruh AFP in b€nign hepallc transient.s

Proclin 300.

lEoNruoar;l 1or4 Bottls(s) 9 mL/26

monoclonal) actid nlumlabeled jlqaie jn

(bovine) stabilizer. [/inimum concenvalion:
anlimicrobial agenls and sodium azido

cautlon: lJnired States Fedolal Law

distribution by or on lhe order ol a
and use is resliclod to, by, ot on the

procsduro lo dot€cl
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i Multl-Assay Manual Dllu6nt
solulion. Proservallve: anlimicrob|al

Other Reagents
AFGHITECT i Prc-Trioo€r Solutlon

, @l Pre-trisser

hydrogen poroxide.

ARCHITECT r Triooel solution
. @Trigg6r solu on

AFCHITECT J WASh BUIIEI

. lfrAsFErrFiiF-l wash butlgr
fi lulion, Preservatives: antlmlcrobial

WAFNINGS AND PRECAUTIONS.@

Assay Dlluent

potontially ini€ctious ahd be

For in lrrro Dlagnostic Use

Package Insert instructions musl be

assayresuhs cannot bs guaranleed il
instructlons ln lhis packag€ lnsarl

lollowed. FellabllilY ol
any doviations lrom the

ag6nls,

mL) ARCHITECT
buiier€d salino

1.3zrh (w|v)

N sodi!fl hydroxdo.

toxic gas.

clolhing should nol b€

clolhing/

bs disposed ot Ln a

salety Precautlon6
. CAUTIONT This product rsqLin€s the ot human specimens

It is rccommendsd lhat all human
with the OSHA

standard on Bloodborn€ Level 2d or othsr

appropriat€ biosalely used lor materials lhal

. over time, residual iiquids lnay dry oh lhe sPptum sudace Those

aro typically driod salls and hav6 no elfecl oi assay eilicacy'

. For a detailed discussion ol handlinq precallions dlrng syslem

opsration, r€lcttolhe AFCHIIECT System OpeElhns N{anLial, S€c on Z

StoEge Instluctlons

{lru"
. ,"4 Ths ABCHITECT AFP Rgagsnt Kit mqist be slor€d al 2'8 C

in an upright posillon and may b€ ls€d imm€dialaly aller rsmoval rrom

2-8'c storag€,
. vvh€n stor€d and handled as dkect€d, the reagon|6 are 9able unlil lhe

e slored or board lhe

days. Alter 30 days, the

iorl on tracking onboard
onF tvlanual, section 5.

Operatlons Manual, Section 5

Indlcations of Reagent Deteraoration

wh6n a contol vatu€ ls oul oi ths specilied range' it m indicate

d€tonoation of the r€agents or eirors in techniqu6 Associated st resllls

ars hvalid and sampl€s mlst b6 r€L€stsd. Assay rscalibral may b€

necessary For voublesh ooting inlormalion, r€ler to rhe ARcHftECT system

Opo.ations lvlanual, s€ction 10.

INSTRUMENT PROCEOUFE
. The ARCHffECT AFP assav is d€signed lor uFe on the AFCHITECT

i Syslem.

' The ABcHfrEcT AFP assay lllB (assay numbei oos) must be lnslalled

on th€ AFCHITECT i Syslgm beiore perlormlng ln6 assay

. For detail€d inlorma on on assay lila nstallilron and viswnq and

editing assay paramele's reler ro lhe AFCHITEqT Sy$sm Ooera ors

Ivlanual, Seciion 2.
. For intormalion on prlnting assay param€lers lplsr to tha ARCHIECT

System Operations Manual Seclio 5.

. Fora detailod description olsysl€m rocedures rBfer lo lh e aFcHtIECT

syslem OPeralions Manual

. Ths d6faLrlL resull unil for th€ AFCHITECT A4P assay is ngimL An

altsfiate roslh wil, lU/mL' may be selecled tror reponng resulls by

ediling assay parameter "Result conc€ntralion unlts' to lU/mL The

conv€fsion tactor us€d by the syslem is 0.83 als lollowsl

' (concentEtion in ng/mL) t (0 83) - lu/mL

SPECIMEN COLLECTION ANO PREPARATIqN FOR ANALYSIS

Speclmen TYPes

' Sarum, plasma, or arnnlotic lluid specim€ns may be used wth lhe

ARCHITECT AFP assay.
. The specimen collection lubos Ii tilied lor use lor

ssrlrn and plasma with the AFC Other specimen

coltection lubes have not been te

. Human senim, plastic (includ in plaslic serum

s€parator lubes).
. Human plasma coll€cted in:

. sodiun heparn, Plastic

. lrthium hspain, Plastrc

conlain or ar€ susp€cl€d or

. The lollowing warnhgs and
. conjusals

The followlng $,atnlngs and

Conta ns sodium azide

EUH032 contacl wilh acids
This mal€.ialand hs contalner must

P261
P272

For inlormation on ths sate

discussion ol salety precautions

ABCHITECT System Opetations

Handllng Precautions
. Do nol use r6agent kils b€yood th€

. Do not pool teaSohtc withln a kit

azide and a delailed
opelation, reier lo tho
8.

date.
Teagenl kil5,

. Seolulns MUST be used lo
conlaminalion and to onsuie

Serum or plasma specimens should bs coll€cted as€ptically ln such a

way as rc avold hemolysis

For malernal serum or plasma analysis, lh€ blood specimen should

be collecled prlor to th€ initialion ol amnipcenl€sls lt has beon

d€monstrated thal increased levels of AFP may occur in maternal

serum or plasma lollowing amnioconresis.4

Kir on th€ syslem lot
miring to r€suspend

Reliability or as6ay
not u6€d according lo

when placing a seplum should bo us€d

rcagent bollle, do not

. dipotas+ium EDTA, plaslic

. sodium FDTA, slass

resultE cannot be guaranteed il
lhe tnstructlons In thls packago
. To avoid conlamination, wear

Wh€n s€rialsp€cimens ars b€ing svalualed' thl sarns lyp6

on an uncapp€d r€ag€nl boill€,
. Once a seplum has be€n

tnven the bonle as this witl

compromis€ assay €sults.

oii:lj:;':T:::
P280

P302+P352
P333+P313

P362+P364

IF ON
It skin

Tako ofl

This marerial and ils

Salety Dala Shsels are available

contacl your local leprosen|anvo

. B€tor€ loading ths ARCHITECT

the Iirst time, the nicroparlEle
micropadcles thal may havo solll€d
mixlng instructions, reler to lhe
soction ol thls package insert

CH



. Amniotic lluid should be
procautions r€lativo to both letal and

lrained personnel, Vlsibly

examinsd lor th€ Pr€sonc€ of fetal

Betko lechnique and/or lelal
immunoel€clJoPhorgsis, or other
specimens conlamnalsd with lgtal
AFP values which may l6ad lo

. Pgrlormancs has nol be€n

spec{mens or body fluids olher than
lluid.

. Th€ ARCHrEST i Sysl€m do€s nol

speclmon typ€. lt ls lhe .esponslbilily
cofi€ct specim€n typ€s are used in

Speclmen Condltlons
. Do nol use specimens with the

' h6at-inaclivated

. grossly hemoD?sd

. obvious microbial contaninatlon
. For accurate resulls, s€rum and

ribrin, red blood cBlls and ofi€r
lrom pati€nls recBiving
conraln fibrin due to Incomplsle clot

. lJse caution wh€n handlng
cohlaminalion. Use ol disposable

. For optimal r6sulls, inspBcl all
wlh an applicalor slick beloro
€ach spgcim€n lo prev€ cross

Preparallon f or Analysls
. Follow lhc lube manrracluret s

Pr€Dare iroz€n sDocim€ns aE lollows:

. Frozen specimons must be

. Mlx thawed sp€clmens
spsed vonoxjno, vlsually
stlatif icaiion |s obs€rvod, contlnue

and plasma collgction lubes.
speclmen prepa€Iron,

homogensous. ll samples ars
resulls may b€ obtained

. Cenliluge mixed sp€cimens as

cenlrtuge lube and centriiuged al >
Force) for 10 minules belore lesthg

To ensurs consistency in results,

. thsy conlain tibrin, red blood

. thoy wer€ hozon and lhaw€d.

Cenlriluged speclmenswilh a llpld
|o a sampl€ cup or secondary lubo.
fts clarllied speclmen without lho
T€nsl€r clarilied sp€cim€n lo a

l€sring.

Storage

. Specimens may be stored on or otl
gel lor
r up to 3 days al room lempsalure

' up lo 7 days al 2-8 G
. It testing wlll b6 delayed nore than

Irom lhe clot, fed blood cells, or

. Avoid mor€ than S lreozollhaw

. Specimsns may bs slor€d lor
. irp to 2 days al room temp€Eiur€
. up io 5 days at 2-8'C

. lf tesing is d€hy€d morc than 5 days,

. Avoid mors lhan 3 treeze/thaw cycl

with apPloprialo
salety by approp alely

should be
using th€ Kleihau€F
by eloclrophoresis,

Amniotic lluid

plasma, or amniotic

th€ capability to v€tify
to verity thal the

exhibil abnormally hlgh

oi t6st resuhs.

th€ use ol cadavgic

bolore mixing.

l0 tlmes or bY low

PROCEDURE
Materlals Prcvlded
. 3P36 ARCHITECT AFP Reag€nt Ki1

Materlals Requked but nol Provlded
. ARCHrECT r Syslem
r AFCHI'ECT AFP Assay lile. may b€ obtained lfom:

. ARCHIIECT i System e'Assay CD'ROIV found on

llwwabbotldiagnostics com

. AFCHfIECT I SystBm Assay CD.ROM
. 3P36-01 ARCHITECT AFP Calib€tors
. 3P36.10 AFCHITECT AFP Conlrols or other conlrcl matorial

. 7D82-50 AFCHTTECT i Manual olluonl

. ARCHITECT J

. ARCHITECT i

' ARCHITECT J

. ARCHITECT /

. ABCHTTEfi 
'. ARCHITECT i

. AFCHIECI ior pipette nPs is

new appliDator sliok lol

instruclions lor serum
is not sulticienl lol

. Plpellss or pipette tiPs (optlonal) to delivet lhe specili€d voLum€s

For informalion on mat€rials requirod 
'or 

mainlenanD€ ProcBdures' re'€r lo

lh€ ARCHITECT SystBm Operatlons N4anual Soclion 9.

AEsay kocedure
. Betore loadinS lhe ARCHTTECT AFP Reagenl Kit on the svsiem ror

tbe iirst time, lhe microparticl€ boltle r€qune$ mrrng lo r€suspono

microparliclos lhal may have sefiled during shlpment l6t lhe lnsl

lime lh€ micropart|cles ha!€ been loadod' no futlher mixi is reqllred'

. lnven lhe micropErticle botlls 30 time3.

. Visually lnspect lhe bonlato ensur9 mlctopa nicles ate resusp€nded

ll microparllcles aro still adhored to thd bonD contnue lo inverl fie
botlle untrl $e microparticles have been coinpl€rely resuspended-

. lf lhe micropanicles do noi resuspend' qO NOT USE Conlact
your Abbott reprssentaliv€.

. Oncs lhe micrcpa(icles have been resuspPnded' place a seplum

on lhe botll€. For instructaons about placi4g septums 0n bottlss

rel€r to th€ Handllng Precautlons seclion qf thls package ins€ '
. Load the ARCHIIECT AFP Rsagenl Kil on lhe /iTBCHITECT i Syslem

. Verity lhat all necessary reage s arc pr€sqtt.

. Ensurs thal seplums are presenl on all reaqent botlles

. Order calibration, il necessary,
. For informaiion on ordering calibratrons' rll€r lo lhe ARCHrECT

Syslem Operations Manual, Seclion 6

. Ord€r tests.
. For inlormalion on ord6ring pati€nl spscifens and conlrcls and

lor gon€ral op€ralmg proc€duros. rel6r lo lFo ABcHfrEgI svslem

Opeations Manual, Seclion 5.

Prlority: 75 gL tor lhs lirst AFP lest plus 2$ UL for €ach additional

AFP 1€sl lrom th€ samo sampls cup

< 3 hours on-boad: 150 gLlor the Insl AFP lesl plus 25 [L lor each

additional AFP tesl from lne same sampl€ pup.

> 3 hours on.boatd: t€placewith a k€sh sartpls (patisnl sp€cimens

conlrols and calibators)
ll using primary or allquot lubos, use lh€ qample gauge lo enslr€
slfliciant patiBnl spacim€n is present.

lt lay€ring or

sP€crmons ar€ visibly
thoroughD/, Inconslslenl

(B€latiw c€nlrllugal

cloL

particulale mall€r ot

top musl be lranslerred
b6lak€n to lranslor only

or socondary lubs tot

blood cells, or saparalot

. The minimum sampl6 cuP volume is

is prlnted on the Ordorlsl report. No

be sampled hom lhe sams samPl€ c
evapoation, verlfy adoquale sampl€

running th6 test,

day6, setum or phsma
and stors at -20 C ot



Prepar€ calibrato.s and cohvoLs.
. MiX th€ ARCHIECT AFP

inversion betore u5€

Pedorm mainlsnance more

sDeclrnen Dlftrtlon Rocedures

Dilutions other than the automated
should be don8 manually.

NOTE: Amnlolic lluid specimens must
. lf the Automated Dilunon Protocol

concentEtiofi oi th€ satnpl€ bslore

oNLY USE lh6 1:40 dilution, Th8

rh€ MCHITECT i l\,luhi.Assay

dilution, add 10 pL ot the Pati€nl
I Mulh-Assay Manual Dilu€nt

. Th€ opsratoi musl anter the

calibratlon
To pedom an AFCHITECT AFP

E and F in replEates ol 2. The

Calibralion Banqe: 0 to 2000 ng/mL.

s€rum/plasma and amnlotic 1l!ld msdlans.

Verlflcatlon ot Assay Clalms
For orolocols lo vstilv package hs6rl claims 'eior Io lh€ ARCHTTECI

Sys;m op€ralions Alanual Appendrx B The AHCHITFCI AFP 
'ssav

belongs to method grouP 1.

RESULTS
The AFCHIIEGI AFP assay uses a 4 Pa|atnslol Logistic curue r!
(4PLC, Y-wslghted) data r€duotion nethod to geneato a calibralion curu6

Altefiate Fssult Unlt
. Th€ delaull resull unit for lhe ARCHFECT AFP assay is ng/mL Whef

the allernate result unil, lu/mL' is seleclod ths oonv€rsion lactof used

by tho system is 0 83.
. Convsrslon Fotmula {ConcBnkation in ng/mL) x (0 83) = lU/mL

. convert amnlolic lluid values rc !g/ml' divide lhe r€po4ed AFP

nc6ntntlon (ng/mL) by looo as this oalculation is nol penormed

Operations Nlanual, Section 5.

alu€s in ng/mL which m€els
imprPcision and bras lor an

in lhls Package inserl th€

LoO) to 2000 00 ng/mL

when using ths 1lo automaled dilulion protocol the assay can repofl

valuas up;2oooo.Oo ng/mL Wh€n using ths lr40 auiomal€d dilution

proLocol, lhe assay can repod values up to 80'000100 ng/mL'

LIMITATIONS OF THE PROCEDURE
. tf ths AFP rosulls af€ inconssl€nt wllh cllnicpl evidenco, addilional

tesling is suggested to con{irm the resull.

. For diagnoslic purpos€s, tesults should bo uqed in coniunclion wlh

oth€r d;b; o.9., symptoms, results of other t6$s clin cal lmpf€ssions'

. Specimens
monoclonal hLrman

anll-mouse HALIA

lnay produc such as

ARCHITECI
. serum

ilto i

mal ssr
sulls m

inlormation may be t€quircd lor diagnosis.

. Althoush the ARCHIIECT AFP assay is sp€cil ic+llv des gn ed lo m mLze

hs ellecls ol I|AMA and heteropnrlic anlibodieF, assay results I I are

not consistent with othet clinical obs€rvalion! may 
'equire 

ad ional

inlormation lor diagnosis.

. Th€ ARCHITECT AFP assay is a vatuable aid in lhe managemenl ol

. Th6 AFCHITECT AfP assay should nol bs lrssp as a cancsr scte€ning

te$.

' To obtain lhe recomm€nded
AFCHITECT AFP Calib€tors
venically and disP6ns€ 4 drops
each rospeclive sample cup,

. For Inlormallon on loading

For optimal pedormance, il is

as describod in the AFCHITECT

Convols bY gonlle

requilsrnents to. lhe
hold ihs bolues

ARCHITECT Sysl6m

6ach

Opetalions l\,lanual, Soction 5

Fof addilional intormaiion on

ARCHrECT Syn€m Operations

ftan 2ooo ng/mL will

diluted using silh6. lhe

Manual, Seciion I
reqlked by labotalory

. Speoimens with an AFP

concontrataon of lho 6ampl€ b€lora

Dilutions othsr lhan lhe automated

. For a 1i20 dilulion, add 50 tlL ol

NOTE: Ths ARCHITECT i Mulli-Assay
used wh€n perloming the manual

It the Aulomated Dilution Prolocol

bs tlagged as "> 2000.00 ngrlmf
Aulomated Dilulion Prolocol or lhe

lor s€rum or plasma. Th€

A singlo sampl€ o1 each conlrol

. A reagenl kit wilh a nsw lol
t conlrols are oul ol lange.

use lh€ 1:10 dilulion

or plasma d lulion

amnioric ilurd MUST
calculales thg

(7D82-50) musl bs

order scre€n. The syslem witl use

calculats thB concentratlon o{ ths
. For d€lail€d inlormation on orderrng

Sysiom Op€rations Manual, Sectlon

sPecimen to 950 pL of
(7D82-50). Fot a 11101

1 mL ol th€ ARCHIECT

lh€ Patienl or Conlrol

lactor to auiomatlcally

6.

dilution.

.efer to the ARCHrECT

ca|bratorc A, E, C, D,

ba prioriry loadod.

tested to ovaluat€ the

th€ ranges sp€cili€d in

assay calibralion, toler lo

. Ensure that assay conlrolvalues
the convol package ins€rl

. Oder convols as described in

Once an AACHITECT AFP

subsequent sampl€s may b€ testsd

For d€ta 6d inlordation on how lo
lhs AFCHITECT System Opehnons

OUALITY CONTROL
Th€ recomm€nded conlrol
is rhat a sjngle sample oi each

each day ol use. It your laboratory
ti€quenl uss of conlrols lo v€rily test

AFCHITECT AFP assay

oncs every 24 hours
procedures requlre moro

follow lhos€ procsdur€s
wlth local, slale and/or
and your laboratory's

|anges lo monllor lhe
is oul ol ils sp€cifisd

Valid measur€m€nis ol AFP in malelnal

be made alter amniocenteslsi lherelore,

sp6cim€ns MUST bo drawn PRIOR lo

inlormation. reler lo fte SPECIMEN

or plasma CANNOT

AddiLional convols may be tosled in

ledsral r€gulalions or accrodilation
qualiry conlrcl policy.

Ea6h laboalory should establish control

acc€0tabl6 F€rlo.rnanco oi th€ assay.

rango, the associatod l€st rosulls are

Rocalib|ation may b€ indical€d.

FOR AI{ALYSIS section in lhis packag€



Amniolic fluid specimens
abnoflnally high AFP valuos which
r€sults. \'lsibly bloodstain€d
pressnce of l€lal blood cells by

and/or lelal hemoglobn bv

or oher avaihble lschniqu€s For

€stinalion of geslational ag6 may

Whil€ €l€vated l€vels ol MS,qFP

are no1 dlagnosllc. Incroased ssrum
s66n In som6 canc€Is and som6
above and, thus, may be Indlcatlve

condilions including Placantal
such as omphalocele or
kldn.y abnomalities, thrcaten€d or

ar€ associalsd with elevated

levsls havs also b€en associat€d
birth weighls and have besn seen in

viable and unalfeoted Prcgnanciss

ol lesl
be examined lor th€

AMLYSIS seclion

anl IoI €ac[
{or malernal
mulliPles ol

he modlan (MoM) as shown in th6 calculation beloilv:

t0

SPECIMEN COLIICTION AND

in this packag6 Inserl.

The rcliabilily ol IVSAFP €valuallon
upon th6 accurate dslerminalion 0l

Each laboratoly should altornpt lo gathet appfoxlmal€ly 100 or noro

sp;cimens for ;ach gsstalionalws€k In ord€r to arrlve al msdlan valuesso

rhen ulllize a cutoff value (r\,{ol\'{) which most closply suits ils needs rof

otic lluid spocimens 
'romwer€ evaluated with the

d as the rcgressed medians
fof geslalional weeks 15 to

21 aro shown in th€ lollowng labl€s.

.isk of NTD When geslalional age is
examination ls lmporlant,

tssring is dependenl
ag6, An inaccurala

conditlons. Olher

a reliable ultrasound

rlsk ot NfD, thsy

dlseasss as d€scrib€d

MalernalSerum AFP
wall d€fecls), lstal

: EIEVAI€d MSAFP

Rarely, singleton,

AFCHITECT i 2000/j 2000sn Sysl6ms.

Th6 dlskibution ol ARCHITECT AFP

specimens fiom appar€ntly hBalthy

Reter ro rhe SPECIMEN

ANALYSIS seclion of this Package

EXPECTED VALUES
Data in rh€ EXPECTED VALUES

iemales), In 238 patients wilh
diagnos€d wlth mallgnant dtseases

lollowing tables.

Dlstribution ot

. These 2 samples had AFP

Distributlon or

The nonsominoma tBstlcular

Conlirmatory l€sling, such as
resolulion ultrasonoglaphy or

disease status was unknown for

elevsted [,lsAFP levels.

AFAFP evatualion, high

and in 224 patients

trealed PatiBnts. The
lhe olher malignanl

ess€nlial parl 01 lho

PREPAFATION FOB
timrtations.

g€neralsd lrsing lhB a The r€gressed lhedian valuBs were deterhined using a weighted

delermned in 400 log-linsal regr€ssion analysis ra

(200 mal€s and 200

The observed nonpammetric centlal
lndividuals ranqed lrom 0.89 to 8 78

labolaloty sslablish its own expocted

16 and 27.81 nglmL.

400 apparently healthY

range lor the population

a The reqr€ssed m€dian values were delermined !sing a weighled

loqline;r rsgr€sslon analYsis.ls

Not€ AFP values ware assigned on lhe basis 04 compl€ted geslational

weeks. Fot example. a specimen obtained on geslalional day 132 (week 1E

day 6, was assqnEd weok 18 b€caus€ tho g€statlon had only compl€lsd

18 gostallonalws€ks, Plls 6 days

Clinical So€ciflcilv and S€nsilivilv
5'l confidenco
d lor malernal
ian (Mor,a). As
be n€gative in

hat the tesl wll

b€ positivs in lh€ pr€sencs ol open NTD.
unalfeoted singlelon

Mgdian AFP Conc€nlhtion lor Geslational W€ek

(nq/mL)

I{ultiples ol Segressed Medians
(is/tnL)

2.O 2.5 3.0

15 i01 32.17 64.35 80.44 96 52

16 36.86 92 16 110.59

17 '102 42.24 84 48 10s.60 126.72

18 103 48 40 96.79 120 99 14519

r9 101 55.45 110.90 138.63 166.35

20 106 127.O7 158.84 r90.60

21 n 72.4O 145 59 181.99 218.39

Regressed

(uq/mL)

Multlples of H€gressed Medians
(us/lnL)

2.0 2.5 3.0

15 104 16.41 32.42 4102 49.22

108 r3 38 26.76 33.45 4014

17 105 10 9l 2182 17.27

18 109 8.89 17.79 l?.23 26 6E

'to2 7.25 14.50 18.13 21.75

20 97 5.91 11.83 fl.74 17.74

21 62 4.8? s64 12.O5 14_46

The specificity table rBpre6€nts dala qathered Qn unalleole0 slnglelon

pregnancies irom 15 lo 21 weoks g€statlon lsrrls the ARCHfIECI AFP

assay. The data are summaized in ths tollowing $ble

Speciflclty {95% Confidqnce interval) bv
MultiDles ot lhe Median {MoM)

rvps 2.5 3.0

Serum
642

95.45%
(93.61%, S6.89%)

98.24V"
(e6.95%, ee.q9%)

99.71%
(ss 947e.99J6%)

Fluid

98.65%

196.10%, 99.72v")

99.10% .
(s6.78%, se.s9:41



Th€ sensilivily lable reprcsents dala

slnglelon pregnancl€s using lho AFIC

summarized in the lollowng tabl€.

conllrmed alfocted,
as6ay. Ths dala ar€

| % chanse I

| > 3922% ln

D / (B+D) : 100% = 88 95%i 95% cl r 84 35% lo 93 ss%

A / (A+C) ! lOO% = 22-86%1 95% Cl = 9 38% to 40 009"

100% - 8s.Oovoi 95% Cl - 78.34% lo g0 5E%

Sensllivity (95%

Multiples ol
|ce inlerval) bY

an (MoM)
ls 39.22% In

lild
speciiicity -
Sensltivity -
Negaliv€ Pre
o i (c+D) t

TyPe 2.0 3,0

Maternal
Ssrum

21
95.24"/"

(76.18%,99.88%l {58.0

0.95%
%, 94. s%)

71.43%

l47.A2a/", AA,72%I

Fluid
19

100.00%

182.35%, 100.00%l (73.S %, 99. 7%)

94.74V.
(73.97ah,99.A7%)

AFP Serlal Monltoring Pertormance
In conjunction with physical examinat h stolc paihology, and other

in se al AFP assay
rinomalous l€slrcutar

glelmh€ il a slgnillcant
re RCV lor sach assay

d by laking into accounl
rlotal impr€cision ol the

m€lhod was calculaled
9.98%. A minimum ol 3

€cls and w€r€ analf2ed
sequenlial Pair (n'207)

A / lA+B) x 100% - 2963%i 95

In addition, samPles wer€ anal
demonstralBd wh€n the sum oi

ono. In lhis study, lh€ FCv €t lr

detgrmln€d to be 1.12 wilh a 95'

The chan0s in AFP conc€ntEllo
AFP assay and the compardor
using their resPective RCV

Y" Cl - 12.00% to 5P.177c

Zsd on a per subject basis. Elicacv rs

sensnivity aid spedilicily are gtoalor lhan

)acy for moniloring tgslicular cancof was

/. Cl ol 0.98 to 1.25.

n r€sulls available on bolh lh€ ABcHffECI
AFP assay w€re analyzed lor agreem€nL

19,76%i 95% cl - 84,77% 10 93 55%

ttlo Cl = 40 60% to 77.34%

;% Cl = 90.46% ro 926?Yo

olrnrcal €vauanon proc0ourasi cnqn9u!
valuBs should be evalual€d when monllo

Th6 rel€renco change valuo (RCV) was I

change h AFP occurr€d sr Fot lhls calc
(ARCHITECT AFP and lhs comparato4 w
th6 published biological varianon tor AFP:

spocltlc assay. Tho RCV lor th€ ARCHr
io bs 39.22% and lhat ol the comparalo
sorialsampl€s wors oblaln€d from each (

to detemine lhe change In AFP concenlr
Tha data ar€ summarizsd in the lollowin!

ng nor

72 sul

tabl€s.

96 ChanEe in AFP

Chan einDi ,ease Status lrotal | 30 (A

Overall Agresment =
(A+O) /(A+B+C+D) \ 100% ' I

Posilivs AgIe€mont =
A / (A+C) ' 100% = 60.0070i 9{

Negatlve Agreemsnl -
D / (B+D) ' 100% - 94.86%; 9l

F
n {%)

NI
n(

)
6) n (%)

Total
n (%)

7

{3.38)

3

(1.45 (4. 5l

8

(3.86) (13 04)

No Slsnlficant chang€

20

(9.66)
38

(18.3

7

(33 t?)

18

(8.70)

146

(70.53)

> RCV Decrease

I
(3.85)

12

(5.8t 12. 2)

I
14.35)

34

{16.43)

Total

35

{16.9r)

53
(25.6

I
(40 t8)

35
(16.91)

207

(100.00)

F - Besponding; S = Slabl6; NEo ' No E

P = ProgGssing.

SPECIFIC PERFORMANCE CHARAI
All p€rformance sludies w€r€ conducted

Preclsion
The ARCHITECT AFP assay is designed
sD ol < 0.75 lot samples l€ss than 10 n!

Svsi€m BeoraducibililY

a 5.day precision study was pedormed I
(NCCLS) documeni EP5-A253 and the c
using 3 lois €ach ol AFcH[Ecf AFP I

' Disease,

ARCHrIECI i 2000/t 2

r imprecislon ol 3 Z5%
lo lhe LoO (r'.s,, 2.0 nr

)HIECT AFP assay ba

Itaboratory Slandards
f:,lihat.rr en.l Contr.

0OOSRSyslems. Assay rcsulls obtan€d in individlal labpralor es may vary hom

withinlaboratory (Tolal) %cV lor samples belween 10 Fnd 2000 ng/mL and an

)i mL).

ied on quldancs kom lhe Nalronal Comm'tlee lor ClinicFl Laboralory Slandatds

hnilul; (CLSI) docum€nl EP15'A2 54 Testing was conducled al 3 clin cal sles

ls and 1 ARCHIECT r 2000, 2O00sF inslrlment psr iite Three conlrols and

ising tl

ot4at2s€ times oi day lor 5 days. The r€sults aro summarizod in lollowing table-

Additional

Between-slte

Additional
Component ol
Eetweer|.Lol

Additional
Components of Slle
and Lot (Ovcrall)b

Sampl€

cl€nd

(nq/mL)

WhhllFDay

WithiF
Labor3lory

Preclslon (Total)'

s SD v"cv SD %61 SD %cv SD %cv SD

Low Conlrol 360 t9 46 0 5 0.747 0.747 3.8 0.797 0.Ej3 42 o 630 43

Medium Control 360 203.65 7. ,o2 7 7.987 3.9 7.987 3.9 13.984 69 't7.293 85 17.293

Hiqh Conuol 360 973.10 45 t61 .7 46.393 48 46.450 4.8 63 066 65.166 6.7 65.691

Pansll 360 2.95 0 o.127 4.3 0.128 0.239 8.1 0.278 9.4 o 278 94

360 9,47 0 l5s 7 0.359 3.8 0.377 40 0.506 5.3 0.486 5.1 o.527 5.6

Pan6l 3 360 591.26 25 j03 .3 25.620 4.3 26.503 42.717 7.2 50.677 86 50.677 86

360 1511.80 70 r06 50 81.050 5,4 90 629 60 90.629 60 90 629 60

Pan€|5 360 1743.35 79 ;09 84121 49 89.956 5.2 100 632 58 100.632 58 100 632 58

a wilhin.Laboratory (Tolal) variability c
b Ov€lall vaiabilily conlains wilhin-run,

Wirhin-t3boratory Prscision
A study was pedormed based on guidar

calibrarors, 1 lot ol ABCHITECT AFP cr
at 2 ssparate limes psr day lor 20 difle
lollowing rabls

llhin{un. wrthin-day and between-day!arianco compon€nls

ly, belweon-dal/, b6lween'lot belween-sils and lot'srte Inlsr

the NCCLS document EP5'A2.53 Tasling was conduclod us

d 4 lnslrumsnls, Throe controls and 5 human serum panels

. Each reagsnl lot used a single callbralion curve througho!

' 41
lction variance co : ;'

ing 3 lots 01



gGnt

Sample (ng/ml

in-Run

Withln.

(TotaD'

SD %cv

00
(1)

Low Conrol r20 198 0 17 o.327

Control
'120 199.1 5 3.263

Hioh Control 120 950.5 16.t 1,7 17.200 1.8

2

Low Conlrol 120 20.c 0.: l9 1.7 0.349 1.7

cohvol
120 r95.2 2 t5 3.043

Hioh Contrcl 120 928.€ l0 1.8 17.628 1.9

3

Low Conlrol '120 20.2 o.i l8 0 286

Control
120 198.r 2, 3.058 15

Hioh Control 120 955.! 17,i 1.E 17389 1,9

120 3.( 0( 70 2.3 0 082 2.7

Panet 2 1?O 9.1 0. li 2.0 0.201

Pan6l 3 120 577.1 2.3 13.97/ 2,4

120 1514., 2,7 47.765 32
120 1763.t 43 2.5 5r.115 2.9

2

120 3. 0. 1.9 0 065 2,1

Pan€l 2 120 I 0. 19 o.202

Pan€l 3 120 564. 45 2.4 r4.358 2.5

t2) 120 1489. 43. 2.9 44.OT1 3.0

Panel 5 120 1729. 50. 97 2.9 54.344

3

120 3. 0. 1.9 0 068

Pan€l 2 120 9. 0. 2.O 0.197 20

Panel 3 120 559. '12. 2.2 12.053 2.2

120 1490 43 2.9 45.619

120 1743. 53 49 30 55.158 32

i 2000
(r)

120 19. 0. 03 2.1 0.419

Control
120 19? 5 3. 2.0 4.161 22

Hioh contrcl 120 925. 20 38 2.2 22.571 2.4

2

Low Conlrol 120 19 0 60 2.3 o 476 2.4

Control
120 2 4 90 4 233 22

Hiqh Control 120 912 25 181 2.8

3

Low Conlrcl 120 19 0 +12 0 438

Convol
120 t94 2 3 io2 1_8 3 602 18

Hrch Control 120 942 25 42 26 752 za

i 2000
(2)

120 3 0 )75 2.5 o oa2 ?.7

Panet Z 120 I 0 lo4 0.205

Panel 3 120 15 i52 2B 16.041 2A

120 1530 '9 56 t61 3.7 60.769 40

Pansl 5 120 1796 63 t11 3.6 70.192 3.9

120 3 t0 0 )70 23 0.o74 2,4

Panel2 120 I 186 1.9 o.212 2.2

Panel 3 '120 553 13 134 2.4 't3 972 25
120 1454 46t242 3.? 45.527 3.4

Panel 5 120 1693 53 i46 32 56319 3.3

3

120 071 2.5 0.0n 2.7

Panel 2 120 3t 237 26 D 262 2.8

Panel 3 120 583 551 16.269 2.4

120 145€ 11 3.0 45.569

Panel 5 120 166€ 40 41 687 2.8 49 738 30

Wirhin-L3boralory fiolal) \,?rlablllly
b6tw€6n-day variance c0mp0nonls.

WHO FecoverY
Ths ARCHITECT AFP assay is designed lo have a rEcovBry rango ol

lOO r 10% when analyzing samples spiked wlh kirown amounls ol AFP

uslng the WHO 1'r Intemalional Standard 721225'

A sludy was perlormed with 15 low'level AFP selom speclmens ano

14 am;iotic lhlid sp€cimens. Th€ s6rum specimdns were spiked wilh

the wHo 1 
sr Internalional s landatd 721225 lo daal! lesl samplos across

tho I th€ assay The amnlot

dilut CHITECT i Mulli'Assay M

with alional Standatd 721225

with wllhin th€ range ol 312

95.1% to 1073%).
. A 1:40 ditution ol sp.cimsns in th€ rang€ ol 12.5 to 50 Fg/mL equatss lo

a rango oi 312,5 lo 1250 ng/hL within the measuing int€rval or lhe assav

samples beiw66n 10 ng/mL and 2000 ns/mL

SensltlvltY

avs a Llimil ol Delection (LoD)

LoO was 0.5 ng/mL.

Limil o{ Blank

In lhe same study, the Limil of Blank (LoB)was detefrnined lo be 0 0 ng/mL

lnterlercnce
Pol6ntiallv Intsrf sring Endoo€nous Substanc€s

The ABCHITECT AFP assay is design€d lo havp a dille'€nce in AFP

concentrallon wilhln of oqual to t 10% wh€n compalring sampl€s conlan ng

elevaled levels ol endogenous sub$anc€s to rel€fpnc6 sarnples-

A sludy was p6 ormod basod on guidanco trdm th€ CLSI docun6nt

EP7-A2,' Polentially iil€rteing ofl dog€nous subftances w€re evalualed

to detemine whsther AFP concentrations were dllectod wh€n using lhe

ARCHITECT AFP assay. The snd

spiked into samplsswlh 2levols ol

The samples were assayed (n -
spiked samples were comparsd
summarized in lhs lollowing tabl€

Potenlially Interf eting
Endoqenous Subslance Hish Tesl L€vel 1q ns/ml 1000 nq/mL

Bilir!bin (Uncoriusaled) 20 ms/dL ,05 03

Bilirubin (Conjusaled) 20 .r'qldL .0.9 -0.8

H6moglobin 500 mq/dl -0.2

Total Plotein 12 q/dl 2.9 -o.2

Triglycerid6s 3000 ms/dL -10 -19

Mean/lvledan Test FeFUlt -

a % lnt€rtef€ncE = x100

Mean/M€dian Fel€rencd Besult



fhts AFCHITECr AFP assay is d65ign€t

t 100% 110% when analYzlng Rhsun
\nti-Mous€ Anllbodlos (HAMA) samplos

A stldy was pedoh€d bas€d on guldr

:P7-A2.s7 Poionlially Inl€rloring subslanc
rhother AFP concentrations wors allectr
qFP assay. Sp€cimens hom indiMduals t
x6rc divided inlo 3 6amples. Two ol the !

rl AFP (approrimatoly 10 and 1000 ng/n
3nd the AFP concentrations ol th€ splked

sanples lhat we.e nol spiked with AFP I

Iollowing tabl€,

t0

_). Th€

re dali

ram€an%rocovBry
ctor (FR and Human

,ilh known amounts ot

n lhe cLSl docum6nl
svaluated lo delermins
using the AFCH|IECT
ubstaf,ces listed below

/v€r€ spiked lo 2 lev€ls

samples were assaygd

i wero compared Lo lhe
ar6 summariz€d in lhe

luean/Median Tosl Result -

a % tnterl6rEnce - lvean/Median Reforence Bpsult r 100

M€an/Modian B€toronc€ Rbs!11

Autodllutlon Verlf lcatlon
The ABCH|IECT AFP assay is designod to havo a mean difletonce in

concontlation wilhin r 1o% wh€n comparing th€ autpdilution mothod to lhe

manual dilulion method for samplas with valu€s > 2000 ng/mL

Tw€nlv-one setum sampl€s wete evalualad wilh t 1:10 sulodrluno'

metho; versus a rlo nanual diluton mettoo Fi sn annonc llLid

samples wore ovaluated with the 1:40 aulodilution mathod versus a 1:40

manual dilution m€thod.
and the lndiluled samplos designal€d

n roplicales of 2 using lhe ARCHffEGT

, lhB m€an psrcant di(lsr€ncs was 2 9%

amniolc lluid samples trre mean percenl

dlffer6nce was 4.6% (rangel. 
"11o/o 

ro 112%)

Pheno higF level sFcrmens may

suting F4r lhe ARCHmCT AFP

hook wtlen samples containino

/lnl ol

ancHITECT i10o0ss SYSTEM SPECIFIC STLfDlEs

Ths lotlowing sludi€s w€ro condu €d using lhq ARCHITECT i1000sF

System. Assay results oblained in dividual labo(atoies mav vary irom

Precl6lon
Ths ABCHITECT AFP assay is dosign€ o h4vB an imprecisron ol

s Z5% within.labotatory (Total) %cv I samples beM€en i0 and

20O() ng/mL and an SD of < 0 75 lor samp less than l0 ng/mL down t0

rhe Loo (,-.o, 2.0 ng/mL)

Potenllally Inlerleting
Sub3tances

%

nq/rnL 1000 nE/mL

04.7 105I

13 046 102.3

E M€an/l,ledian

- Mean/M€dian
% tlecovery =

M€an/Medlan I

Analytlcal Speclf lcltY
Tho AFCHrECT AFP assay i5 dssigl

concentralion wth in or €qualto i 10% !1r

polential intodorents to ret€rence samp

A study was paiormed bas€d on gr

EP7-A2.s7 Polsntial intsrlerenls w€re e\

concontrations wsrs aft6clsd whon u

The potenlial inlerlerents wore sprk€d
(approximat€ly 10 and 1000 ng/ml) T
AFP concenlatlons ol the spikod samp

sarnplss. Th€ data are summarized in I

lk6d R

spiked l9!!ll-- x roo

e a drfler€nce in AFP

ring samples containhg

m the CLSI docum€nl
delermine wheher AFP

nCHITECT AFP assay

es with 2 levels o{ AFP

i were assayod and the
mpared lo th€ r€lerence
r tabl€.

lo hi

ated l(
g rn6

sampk

Poiential Intefef€nt Hiqh Test Ler I ng/mL 1000 ns/mL

5.Fluorouracll 3 mmouL -04 0.3

6 5 lnq/lnL -31

160 mq/mL 2.4

2 mg/ml 02

5 mo/rnL 8.1 03

Alpha-2-l\,4acrcgiobulln I ms/ml 0.1 -0.1

10 mg/mL -4.7 -49

Bloomycin 1000 !U/ml -2.5 -4.3

CarbopEnn 0.432 mq/m 0.3 13

cerl]loplasmrn 2.5 mq/mL -0.3 -0.6

Chorionic Gonadotrcpin 1000lu/mL -2.2

Cisplatin 1000 pg/ml

Cyclophosphamide 1437 r'rl'otl 03 -o.7

Sample
cland

tng/ rL)

Wllhin-Bun withln-Day
Wlthin-Labolalory
Pr6cislon (Toial)' B

tslon wlth Addltlonal
ComFonenl ol

tween-sll6 (overall)

SD %c,t SD %cv SD voan SD %cv

120 2A ,2 0.319 0 373 1.9 0.522 26 sz2 2.6

120 20c 45 2.835 1.4 2.901 1,4 4.662 2.3 .350 2.7

Hlqh Contol 124 95! 62 16.945 1E 20.440 26.446 2.8 6 445 2A

120 3. 5 0.049 1.6 0 084 2.8 4.121 4A

PanEl2 120 9. 9 0.149 0.198 2.O 0 264 .290

120 5/8 85 I 449 t6 1L025 1.9 14 212 25 5 580 ':1'8tt'f :

124 149 .96 2.5 38.393 2.6 48.435 32 I885l,lo
r20 172 .05 37.272 44.564 2.6 50.517 29 + | :'. .3.

Wihin.Labohtory {Tolal) variabllity within-day and bstw€en-day varlance compononts'

+..

1tU,1. c

Pol6nliallv lnterlerino Substanoes

Thts AFCHITECr AFP assay is

ol 100% 110% when analYzhl

EP7-A2.s7

'\



Wihin-Laboratory Procision

A sludy was pertormsd bas€d on guida

EP'A2.53Tsstino was condtioled using 3

and calibrators, I lot ol ARoHITECI A
Thr6€ contols and 5 human sorum Par
ot 2 replicatcs ai 2 separate timss per

reag€nl lot usod a Eingl€ calibralion cuft
are sudmarized in lhe followng tabl€.

ol

lor

lh€ NccLs documonl
IH|IECT AFP Reagenis

)ls, and 2 Inslruments,
assayed In a mlnlmum

ro dilfcrent days- Each

out th€ study. The dala

ge
Lol Sample

wttl n-Fun

$,/llhln-

BacElon
Foral)'

SD %cv SD v.cv

i 1000sF
(1)

convol
120 19.91 0.431 2.2 0.4s5 2.5

Conlrol
120 195.96 3.68r 1.9 4.274

Hrgh

convol
120 24.91 26 27.613 2.9

2

Control
120 19.61 0.37( 1.9 0.429

control
1?0 1S4 0! 3,71i 1.9 4.630 2.4

H'gh
Conlrol

120 941.1G 25 31 2.7 28.814 31

3

Control

'120 19.68 0.40 0.491 2.5

Contol
120 195.8: 376 1_9 4 335 2.2

High
Control

120 939.1' 23.82 25 24.118 2.6

i 1ooosF

l2')

I

'120 305 0.05 1.9 0 053

Pan€l 2 119 0.14 o.212

Panel 3 1?0 5/3.6i 11.5€ 20 14.622 2.5

'120 $92 A 35.4! 2.4 45.627

Panel 5 120 1731.5 44.6t 51.398 3.0

2

119 3.14 0.05 18 0.o72 2.3

Panel 2 120 9.80 0.17 1,7 o.217 2.2

Panel 3 '120 5'/3- 10 3l 19 12.635 2.3

120 1456.7 UA' 2.4 41.001 2.4

Pan€l 5 120 17D2.4 4d4 s3.s55 32

3

Panel 1 120 309 0.05 0 070 2.3

Panel 2 120 0.15 16 0.190 2.0

Panel 3 120 5/0.0 rl.5z 2.0 13,175 2.3

119 1471.6 37.11 50_59r 34
Panel 5 120 1698.t 39.11 2.3 48.897 2.9

a Ulrthin,Laboratory fiotal) variabilily
betw€en-day variance c0mponohts.

comparlson Between the ARCHITE

ARCHrECT i2000/i2000sR System
Ths comparison b€tw€sn the ARCHn
t2000/12000sF was evaluated by tesl
205 nanually dilured alnniollc fluid p

AFCHITECT AFP Roagents, Calibratc
sampls vpe lvas perlomed on 1 ABc
of 3 clinlcal issling sii6s and on 1 AR

at 1 clinrcal tosting sile.

i10

I i1

rmt
and

in-run, within-day, and

System and th€

r and the ARcHmcT
n panel mombers and

s uslng 1 lot €ach ol
vols. Testhg ol each

lsF Instrum€nt at each
00/i2000co inslrumonl

Regresslon
The panel rnembers were €valualod uslng the Oemlng regrossion m€lhod'

Ths dala ars summarlzod in tho lollowing lable

Sanple

Concentr.tlon
Range

(nq/mL)

Cor€lalion
Coefflclenl

{il
95%
ct. Slope

s5%

i1000sn
i2o00l

i2000sF
95%
ct.

Dllur6d 5.29 -
192931

465-
1918.58

o 999
(0.998,
0.999)

.8.18
(.11.68,
-4.49)

0.s8
(o 97,

0 99)

S6rum
2.93 -

1949.81

2.44 .
'1955.56 0 ssg

(0 999,
0,999)

4.71
(3.00
6.43)

0.96
(0,95

0.97)

a 950/0 Cl= ConldBnoo Inlsrval
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Eeatualion ol lho Lineatv of Ouantilalve Meesutemem Procedues:

a Statislcal Aoprcach; ApptoL€d Gudelir6 NqCLS Doclm€nl EP6_a'

Wayne, PA NCGLS: 2003.

56. Nalional Commitloe lor Clinical Labofalory Standalds (NccLs)

Pmtocols bt Detamination ot Ltrr'its of Dbbcnon and Linits ol
Quantitalion: Appaved Guideline. NCCLS Do4ument EP17'A wayne

PA: NCCLS; 2004.

57 Clinicaland taboatory slandads Inslrtule (cLlst). lnteig/ence Tesling

in Cllntcal Chemislry: Apprcved Guidelnalsecond Edi on cLsl
Docum€nt EP7.A2 Wayns, PA. CLSI: 2005.

Th6 lollowing U.S. Pat6nts ar€ r€l€vant lo the AqCHIECT Systeri or Is

componenls. There are olher such palents and p+tenl applications In lhe

Uniled Stat€s and wotldwid6

5 468 646 5 543 524 q 545 739

5 669 819 q 783 699

ARCHFECT and Chsmitlex are trad€marks ol Abbott Laboralories n
various iurisdlclions,
Proclin ls propery ol [s rcspective owner'

I Abbotl koland

ln Diagflostics Div|sion

I Finisklin Btisiness Park

Sligo
ksland
+353.71-9171712

Disi buled by Abbotl Laboratotiss
Abbotl Park, lL 60064 USA

and
ABBOTT
65205 lMesbad€n, Germany

Oclober 2015
O 2011,2015 Abbon Laboralorios
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ABCHITECT

CEA

Packaoo ins€rl ihsltuclions musl bo

assay rosults cannol be guaranlaBd ii
ths ihslruclions in this package insert.

wAFNING: Th€ concenlralion ot CEA

delghhed with assays from dlfforenl

testing should be
l/IJST contlrm

baseline values lor patienls being
this devic€ to sal€

or to a clinical

laboralory; and use is restricl€d to, by,

T NAME

order of a PhYslcian,

AFICHITECT CEA {carcinoombryonic

T INTENDED USE
Th€ ARCHITECI cEA assay is a Ilicroparticle

lmfiunoassay (CMIA) for the

carcinoembryonic Anllg€n (cEA) |n and Plasma. The

AFCHITECT CEA assay is to be used in tha ptognoss and

concenlrailons oI

dus to differenc€s in assay m€lhods
resulls reported by th€ laboratory lo
ihe identry ol th€ cEA assay !sed.
assay methods cannol b€ Lisoo

monatoing a Patient, lhe assay
levels serially ls changed, additional

canied out. Before chaflging assays,

CAUTION: United Stales F€dolal Law

and dislribution by or on the otd€r ol

managem€nt of cancel palients in

cEA are obsarved.

Ffogdman,l is a tumor associatod
as a glycoprolein ol apprcximately

radioimmunoassay (FlA) by Thomson,

delect the very low concentralions of

€l al8 developed a modified RIA for

The resuh o{ clinical studies lo 0a1e

ffien
@7K68-27
I@ 7K68-22

@ zxeg-ss

Fq! 7K68-32

o CEA
7K6E

G6-2827 lR04
B7K6RO

CEA l€sting ls nol tscommBnded as a scre€ning proced!ra lo d€lecl

cancer in lhe genelal populationi however, use ot the CEA lest

as an adjunctive tgst in predicting prognosis and as an aid in lhe

managemont ol cancer palients has been widely accepted

I BIOLOGICAL PRINCIPLES OF THE PBOCEDURE

The ABCHITECT CEA assay ls a two'sl€p lmmt'loassay to oelermrna

the pros€nce ol CEA in human serum and plasina usinq CMIA

l€chnology wilh llexible assay protocols' reterred lo as Chemifler

1, Sample and anli-CEA coated paamagnetic micropa cles are

combined. Ths CEA presenl in the sample binds to lhe anli-CEA

coated microDa icles.

2. Aller washang, anli.CEA acridinium'labeled coniugale ls added 10

creals a reaclion mixlur€.

3. Followlng anolh6f wash cycle, Pre-Trigger and Trigger soluti0ns

ar€ added to lhe rsaclion ln xture.

4. Th6 resulting cn€m lum nescenl rsaction is measureo as relallve

light units (RLUS). There is a direcl relalion$hip betwssn the

amounl ot CEA In tho sample and lhe RLUS detect€d by the

AFCHITECT isyslem oplics

For addrtronal information on syslen and assay technology' teler lo

lhs AFCHITECT System Operations Manual' Seclion 3

T REAGENTS

Kit Contents
ARCHITECT CEA 7K68

R€liabil ty of
any dBviations fron

sp€cificiry. Th€
must includ6

wlh dlfferenl
ll. In lh€ course of

detehlning CEA

I SUMMAHY AND OF THE TEST

Carcinoembryonic antigen (CEA), firsl In 1965 by Gold and

was characlerized
weight with

a P-electrophoretic mobililY.4 3 ola
it possible lo

other body iluids,

and elso in normal and diseas€d years later, Hansen,

1x6.6lnL 4x6,6mL 1 27.O mL 4 x 27.0 nL

1x5.9mL 4x5,9mL 1x26.3m1 4x263mt

@ antcee (mous€, monoclonal} oated

Microparticles in TBIS burfer with protein (bovif slabilizer' Minrmurn

conc€ntration: 0,1% solids, Pros€rvative: Antimlcrobial Agenls

@ anri-cee lmouse, monoclonal) ac4idinium-labeled

Conlugate in phosphare bufler with protein (bqvine) stabilizer.

I\rihimum conc€nvationr 0.8 ug/mL. PreseruatiVs: Antimicrob'al

Agenls,

Other Reagenls

lllu'rr. 5s .firnu^tctuEtttl I x i00 mL AFCH6E6T lvluhi-Assay

lranual Dilu€nt, E!!l 7D82-50, conlaining phofphate bulfered saline

solulion, Preservalivel anllmlcrobial agenl.

FiFy GGEE=offi oxl AFCHITECT pre,Trtg ger Soluiion containing

1.32% (w/v) hydrogen Peroxide.

@g"i!9!qt9-{] AFcHlrEcT Trigger Solulioq containing 0 35 N

sodium hydroxrde,

100 2000

IncnoF *rtclEl

tro-trrucarE I

CEA, alihough
cancer6, may

CEA testing can have significant
wilh dragnosed malignanci6s in whom

cEA are observed. A oersislent

solne nonmalignanl

of patients

concentrations of

CEA following

and/or residual

originally thought to be specific for

also be elevated in other

disorders.sis

t.oatmenl is slrongly indicative ot

disease,l6.20

A persislenlly rising CEA vatue may \,ilh progress&e

mallgnanl drseas6 and a poor 21+3 A declining

CEA value is q6nerally indrcaliv€ ol a prognosis and a good

response lo trgatmenl2l ?r' 24

CEAlevels may lat6r show elevations in
progr€ssive disease,25

Clinical relevance of lhe CEA assay
tollow-up managemenl of Patients gastric, broasl,

lung, prosbtic, pancreaUc, and

Follow-Lrp st!dies of patients wilh
carcinoma sug€est thal the

significance,s215

and rJng

low pretherapy cEA
as an indicalion ol

NOTE: Som€ kilsizes are nol available in allcounlrles oI lor use on

all ARCHITECT isyst€ms. Pl€ase contacl your lpcal drslrjbulor,

level has prognoslic NOTE: Bottle and volume vdries based on order'



Warnings and Precautions
.@
. For /r) Yitro Diagnostrc Use

safety Recautlons

CAUTION: This produci tequires the

It is tecommonded lhal all

satoty Data sh66ts a.e availabl€ al

conlacl your Iocal 16presenlalive.

For a detalled discusslon of safety

Dotontiallv infectious and handled h
Standard on BloodbotnE Palhogens,

appropriat€ biosafely pracllc€s shoLlld

contain or are suspeclod ol contalning

Indicatlons ol Reagent Deterioralion
when a conlrcl valus is out of lhe specdied rang€' it may indlcale

det€rioratlon of th€ reagenls or errorc in lechniq!9, Associatod tesl

results are nvalid. and samples must be releslel Assay recalibratlon

may b€ necessary For tro\rbleshooling infotmalipn' roler 10 lh€

AFCHrECT System Opeations I\,lanual Seclion 10.

I INSTRUMENT PRocEDURE
Tha ARCHITECT CEA assay fil6 musl be inslallqd on the ARCHITECT

lsyslem kom an ARCHITECI isyslem Assay CD|FOM prior lo

porlormlng lh6 assay,

For d€lalled information on assay file installation and Mewng

and editing assay parameters, reler to the MCHITECT Syslem

Operalions Man!al, Seclion 2.

For informalion on pflnling assay parameters' retel lo lhe

AFCHITECI System Oporations Manual S€cion 5.

For a d€lailed description ol syslsrn procedurosr reler lo tie
AFCHrECT Svstem Operalrons l,{anual

I spEctMEN coLlEcrloN AND PREPARATIoN
FOF ANALYSIS

Speclmen TJrpes

Human plasma

. other specimen colleclion tube types have not been l€sled wth

this assay.
. Plasma sp€cimens collocted in lithium or s9dium heparin hav€

been shown lo exlrbit an avetage of 7^ lo 89. l gner resLllls

compared lo corresponding serum resulls.

. When serial specimens ate oerng evalualed lhe sans rype ol

spscimen should be used throughoul the sllJdy

. The instrument does nol provide the capabllily lo veriiy speclmen

rype. lt ls he responsibility of th€ operator lo verify thal lhe

corrocl 6pecimen iypes ar6 used in the asqay

Specimen Condltions
. Do not uss specimens wilh lhe tollowing cqnditions:

. grossly hemolyzed

. obvious microbial contaminatron

. Ensure thal complele clol lormalion rr serum specimens has

taken place prior lo c€ntriiugation Some specimons' especially

those lrom patienls r€ceiving anlicoagulant or thrombolylic

thetapy may exhibil increased clotfing lim€l lf lhe speclmen ls

cenvilugod befors a complst€ clot forms' tho presenc€ ol librin

may cause erloneous results

. To prevsnl cross contaminalion, use ol d sPosable plpenes or

pipslt€ tiPs is rocommended

Preparation tor Analysis
. Follow th€ tube manulaclurer's process ng inslruclioos lor

specimen collection tubes
. AFCHrTECT CEA Calibrators and Controls Fhould be rnixed by

gentl6 inversion pr or to use.

human specimens.
be considered

wirh the osHA
2 ot olhel

tor materials thal
agents,

durlng syslem
Manual,operalion, rsfer to the ARCHITECT

S€clion 8.

Beagent Handllng

Do not use reagenl kits beyond

Do not poolre6gent6 wllhln a klt
Belore loadlng lhe r€ag€nt kil on

date.

klts.

microparticle boll16 requircs

that may have s€ltled durlng

instructions, r6ler to th€

oi his package inserl.

for the firfl lime, tho

micfoparllcles
mlcroparlicle mixing Verified specrmen typ€s lo be us€d with this asEay:

Procedure seclion

HUman s€rum Serum
SeDtums MUST be used to
contaminatlon and to ensure
assay results cannot be
accordlng lo the Instruclions in

. To avoid contaminalion, wear
seplurn on an uncapped

. Once a seplum has been

clo nol inverl the botlle as

and may compromise assay
. ov€r time, residual liquids

insert.

when placing a

open reagent boltle,
in r€agent leakage

lhe septum sunace.

no effect on assay

during sYslsm
Manual,

are stabl€ unlil

Stotage

afler 30 days,

on (acKlng

me, r€f6r to
System

Manual,

isystem.lr
al 2-8'C (wilh

system, the reagent
reagenls, reler

Reliability ol

Thes€ are typically dried

efflcacy.

operation, r€J€r to tho ARCHITECT

Section 7

For a detailed discussion ol hendling

Beagent Storage
. When stored and handled as

the expiration dals.

Slorage

unopened/ 2-8 c
Opened'

be used rmmedialely

removal from 2-8'C
Until
expiration
dalo

on board syslem
temperalure

mlcroparticle bottle does not
Instalted) while In refrigerated

' Reagents may b€ stored on or ofl
reagents are removed from the

septoms and replacement caps) n
stored ofi lh€ system, rl is

thek original trays and box€s to

posilion. For reagents

they be stored in

main uprighl. ll the
(with a septum

30 days

of fibrin, red blood

erum and plasma

or partlculate

lhc resulls.

Speclmens musl be mlxed THOROUGHLY Ffter thawlng by

vonexlng, Thawed samples containing red blood cells orvonexlng, Thawed samples containlng red blooo cerls oI

oarticulate maller, or whlch are hazy or clpudy lh appe

musl be cenlrlluged priol to use lo ensurc consist€ncy i

kit must be discarded. For

ro the ARCHITECT System

lll;)4, ,"

a, ri
,:tz

'r, '' "'ttl,'l'0.,'tii'.t

Serum sepa{ator tubes

Heparin (sodium and lithirm)

Polasslum EU rA

Section 5,

results.

i:'1,:x',.),,,i



. lnsoect all sDecimens for bubbles.

or plasma

or red blood cells.

shor.ild be

wiih applicable
covering lhe transport

Ih6 ARCHITECT

lhe volumes specified

procedules,

SEclion 9.

for the firsl time, lho
microparlicles

bubbles with an

applicator stick tor

th€ iirst lime lhe
mxing is r6quir6d.

and
refer to the

. Mlnimum sample cup volume is calculaled qy the system

and printed on the Olderlisl roport. To miniri|ze the eftects ol

evaporalion, verify adequat€ sample cup volume is ptesenl ptior

to running the lesl

Maxlmum nlmber ol repllcates samplod frctn th€ sam€ sample

cup:10

sample volulne lor fksl t6stl 60 !L
Samplo volume fol each addilional tesl from sam€ sampl6

cup: 10 PL
. 3 3 hOUrS On boardi

Sample volume lor lirst test: 150 !L
Sampl€ volume tor each addilional test kom same sample

cuP: 10 PL
. > 3 hours on board: Additional sample vollm€ is r€quned

Reter to the ARCHITECT system operations Manual' sectron

5 lor inlormation on sampl6 6vaporarion and volumes'

. lf using primary or aliquol tub6s, use thg sample gauge (0

ensure suftlcient patient sp€clmen is prEsenl.

. Prepare ARCHITEGT cEA Calibralors and qonvols.

. Mix calibrato(s) and contrcls by gentle invercion berore use'

. Hold boltles vertlcally and dispense regommended volumes

into each respeclrve samoe cuP.

. Recommended volumes:

tor each calibralori 5 drops

tor each controll 4 drops

. Load samples.
. For informalion on loading samplss, reler lo the AF|CHITECT

Sysl€m Opera ons Manual' Secton 5

. Pr€ss RUN.

. For addllional informatlon on plinclples ol qperation' refer Io the

ARCHITECT Sy$em Operations lllanual' Sqclion 3

. For opllmal performanca, il ls lmporlant lo penorm foutne

mainlenanc€ as described |n lh€ aRcH[Eqr sydem operalions

Mahual, Section I Pertorm rnalntenance rqore froquenlly ' rhen

Iequlred bY laborarory Plocedur€s

Specimen Dilution Prccedures
specimens wilh a CEA value €xceeding 1500 rE/mL are flagged wth

th6 code '>1500.00' and may be dituted using 6ither lhe Automated

Dilulion Protocot or the l\ranual Dilulion ProcedtrrB.

Autom6ted ollullon Prolocol

Th6 system p6rlorms a 110 dilution ol lh0 spe9lmen and

automalically calculates the concentrarlon of l4e sp€cimen belore

dllt/tion and reports ths tesult

Manu.l Oilutlon Procedure

Suggested dilution: 1.100

An additronal 1:10 dilution may be rnade il neeqed ll is

r€commended that dilulions not exceed 11000i

r. Add 20 pL ol the patienl sp€cimen to 198q !L of AFCHITECT

I\,lulti-Assay Manual Diluenl.

2. The operator must enler the dilulion iactor in the ient or

Conlrol order screen. All assays selected Fr lhal er w ll be

dilutod. The system will use this dilution faptor lo automalically

calculate lhe concenlration ot lhe sample Feloro di on and

r€po( lhe resull. The d,tution should be pqrform€d that lhe

diluted resull reads > 4 ng/mL.

For delailed inlormaton on od€ring dilulions, rFfet 10 lhe ARCHITECT

System Opglalions Manual, Seclion 5

A compa son of the Automaled Dilution Prcto+ol to lhe Manual

Dilution Procedure yield€d recoveries between 86% end 97%

speclmen

Sorum/Plasma z-A'C

lf testing will be dolayed more than 24

should b€ removed trom lhe clol,

ll testing will be delayod morc than 7

stored/hozen al - 20 C or coldor.

Avoid mulliple h€eze/lhaw cycles.

Speclmen shlpplhg
. Package and lab€l spec mens in

Etate, fed€ral, and international
of clinical specim€ns and

. Do not excaad tha storage

I PRoCEDURE

Materials Provided
7K68 AFCHITECT CEA R€ag€nl Kit

Materials Requlred but not
. AFICHITEGr CEA Assay lile

isystem e.Assay CD-ROM found

. 7K68.02 AFICHITECT CEA

appticator stick b€fore analysis.

each specimen lo prevenl cross

microparticl€ boltle requires

lhal may have sanled durlng

on botll€s, rater lo the
package inserl,

Load lh€ rcagent kit on the

. Veily that all nscessary

. Ensure that seplums are

Order lesls.

. 7Dg2-50 AncHfrECT MultiAssay

. A:lcHITEcT Pre-Trigger Solution

. ARCHITECT Trigger Solu on

. ARCHTECT Wash Buffer

. AFCH||ECT Reaclion vess€ls

. AHCHITECT Sample Cups

. ARCHmCT Septum

. MCHITECT R€placem€nl caps

. Prp€rles or pipetta lips (optional)

on th€ palient or conlrol order

For Informalion on malgrials €quirod
refer lo lhe ARCHITECT Syslem

Materials Avallable but not
. 7K68.12 AFICHITECT CEA

Assay Procedure
. Befor€ loading the reag€nt kil on

microparticl€s havo be€n load€d,

. hven the mldopartlcle

. Visually inspect lh€ botlle to

resuspended, lf
continue to inverl lhe bottle
been completely

. lf the microFarticles do hot
contacl your local Abbott

. Oncs the microparticles
seplum on lhe botlle. For

ate

adhored lo the bonb,

DO NOT USE.

place a

aboul Placlng seplums

seclion of lhis

pressnl.

reagenl bottl6s,

For information on ordoring

convols and lor general

AfiCHITECT Syslam Soclion 5.



Callbration
. Test Calibralors 1 and 2 in

priority ioaded.

A single sample of each control

th€ assay calibration, Enslre that

the €nges specifi6d in lhe

, Onc6 an AFCHITEGT CEA

. Calibration Range: 0 - 500 ng/ml.

. The assay Prolocol allows for lhe
1500 ng/mL.

assay is that a singla sampl€ ot each

6very 24 hOUrS 6aoh day Ol USe. ll the
your laboratory require more lrequent
results, f ollow your laboralory-sp€cilic

Ensure thal assay coolrol valu€s are

specified In lhe package ins€rl.

Verifcation of Assay Claims

. For detailed infomalion on how to

refsr to the AFCHITECT Syslem

Ouallty ContJol Procedures
The 16commonded conltol

For prolocols lo v€rily package lnserl
Syslem Operalions l anual, Appondix

The ARCHITECT CEA assay belongs

T RESULTS

calculatlon
ThE ARCHrECT CEA assay utilizes a

dala reduction method (4PLC,

Flags
. The defaull resuh unll for ihe
. Som€ results may conlain

subsequ€nl samples may b9
unl€ss:
. A reagent kit with a n€w lol
. Controls are oul ol tango.

description of the flags lhal may

AHCHITECT System Opotalrons

diagnostic inlorrnalion may be
$atus,
Het€rophilic antibodies in human

lmlnunoglobulins, intederlng wilh

The ARCHIrECT CEA assay
screenhg les!,

I LIMITANONS OF THE
. Specimens from pali€nts who

rnouse monoclonal antibodies lor

contarn human anlFmouse
may show enher talsely elevated

teslod with assay kils such as

mouse monoclonal antibodies.

req!ired tor diagnosig.4o 41

ARCHITEGT CEA reagents

the 6{fect ol HAIrA roactive

routin€ly exposed lo animals or

b€ prone lo thls lnterferonce, and

observed. Addltonal intormatlon

should be

be tested to evaluate

values are $/thin
package insort,

exlended lo

and storod, all

further calibraion

us€d ot

. Pali€nls wilh contkmed carcinoma lrequentv have a

pretreatmenl CEA level In lhe same range aF hoalthy indivduals

Elevations in c?culating CEA levels may bo pbseru€d in smoksrs

as well as pati6nls wlh nonmalignant disea$e For these

reasons, a s€rum or plasma CEA l6vsl, regardless ol value'

should not bs intorpret9d as absoluts evidefic€ lor ths presence

or abs€nce of lhalignanl disoaso The CEA level sholild be used

ln conlunction wlth Iniormatloh available fioh clinical evalualion

and oth€r diagnostlc Proceduros

T EXPECTED VALUES
The dislribLrlion of ARCHmECT CEA values delqrmined in 1'141

soecim6ns s shown in the following tabl6'

umbor ol >3-5 >t-lu
suhiscls 0'3(no/mll ln!/nL) {hs/'nL) >10{nq/nL)an assay callbrallon,

Manual, Seclion 6,

ARCHITECT CEA
be tested onca

fleallhy

!!!l!!l!
Smok!ls

Total

Nonmalignalll

oisease

BectalPolyps

Cinlrosis

H€pr[[s

lvlal0nanl
Dis6asc

Colomctal

Gaslic

06

00

03

159

149

30E

142
83.2

78.6

1E ?

1l,4

14.9

10.3

20.0

30.0

16.7

150

6S

5.4

62

concentralion langes

lo th€ AFICSITECT

group r.

Logislic C!rve fit
a calibration

CEA assay is ng,fml.

Flags field. For a

thrs field, refer 10 the

procedures in
to verify lesl

5.

10 7 s4.7

10.8 21.6

9.1 24 5

10.3 162

2.4 12.2

Uhentve 50 720 20 0 4.0 4 0

coli!s

7E

60

110

60

20

83.3

47.3

700

600

5.1

11.7

15.0

10.7

191

,l
7,3

In this stody,93,5ol" ot healthy sublecls (n=308) had cEA values or

5.00 ng/mL or less.

tl is expectod lhal Bach laboralory establish its own expscted

reference range ior the pop!lalion of inleresl

The dislribulion table abovo tor malignant drse4ss is derived

primaily from palienls representinq both aclive (clinical eMdence ot

disease progression) and inaclive (no clinical qvid€nce ol drsease

progrsssion) dis€ase slates. When changing CFA assay methods

in the courso of monitoring a patienl, addilional sequeotral leslng

should be carrled out to confirm bas€line valuqs.

I spEctFtc PEBFoRMANcE cHASACrEFlsrlcs
Precision

tim€s per day lor lwenty days (n=80 (or each $ampl€) using a srngle

lol ot rcagents and a single calibralron. Data f4om this sludy are

summarized in lh€ folloMng tabl€.'

13

50
73
11

10 0

150

37

t'10

117

24.4

6?.2

17.3

62.4

78.0

preParations ol
or therapy may

Such spocimens

CEA thal employ
nay be

tnat r€0uces

clinical or

determine patient

r6act wilh reagenl
Pallents

sorum products can

valu€s may D6

nol

lor diagnosis,a2

used as a cancel
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Moan CEA

T6st Compound

Bilirubin

Hemoglobin

tolat Prot€rn

Triglyoeridos

Catryover

Test Corcenlralron
22 mgldL
550 ms/dL

1.8 lo 13.2 grdl
3300 mg/dL

5,0s 0.180

419 0.098

4.86 0.110

20.17 n 512

13 08 0.515

19 99 0,505

99.45 3.074

93,S7 2.082

99,51 2.898

0.202 4,0

0.178 X.7

0.162 3.3

0.541 3.2

0.629 3,3

0.685 3.4

3182 3.2

2.559 2.1

3.072 3.1

s0Lab %tv

Lo|lvCodaol

1

2

3

1

2

3

Modi!m
ConEol

Hish 1

Contol 2

3

Known amounls ol cEA were add€d human serum and

Dlasma samDles. The concentration of determined using

Eidog.nous L!$l CEA

417 34 9.587

3S5.70 11.313

419.S3 11.591

'| 129412 40 660

2 1185 03 21 5rA

3 1309.28 29.760

' Represenlative pertormance data
individual laboratories lnay vary,

Fecovery

Ihs AFiCHrECT CEA assay and lhe
calculated.'

0.86

1.07

0s4

1.11

1 081

2 07Q

3 1.10

4 1.72

No detectable carryover (l€ss than 12 PPM)waF observsd lvhen a

sample containing 43,630 ng/mL of CEA was assayed.

High Dose Hook
Hlgh doso hook is a phenomenon whereby v6ry high l6vel specimons

may rsad wilhin lh€ dynamic fange ol lhe assa$ For thE AF|CHITECT

CEA assay, no high dose hook glfect was obssrued when samples

conlalning up to approximatsly 50,000 ng/mL ol CEA were assayed
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ARCHITECT CA ]9-9XB

T INTENDED USE
The ARCHITECT CA 19-gXR assay rs

microparticlo immunoassay (CMIA)

of 11 16-NS-19-g reactive

the ARCHITECT isystem. The
used as an aid in the managsment of

conjunction with olher cllnical

I SUMMARY AND
The ARCHITECr CA 19-9XR assay

anligen, whrch occurs in lissue as a

Fsliabilily ol
any devialions from

determinallon

serum oI plasma on

19-gXR assay is to be

cancer patients in

OF THE TEST

and In
glycoprorem

11/16/ R03
82K9YO

The ARCHrECI CA 1g-sXR assay is based upon a monoclonal

anlibody, 11 16-NSl9-9, which reacts with a carbohydlale antigen c

delerminanl expr€ssed on the circLllalihg antigen a'6

The results of oubllsh€d research sludiedn4 lndjcale lhat lhs

CA 19-9 assay valuo is fr€quontly elevaled In lha serum ol subiects

with various gasroinlostinal condlllons, such as pancreallc'

coloreclal, gastric, and hepalic carcinomas No dala exrsl lo supporl

th€ use ot CA l9-g in screening for malignancles.l5 l6 The role of

CA 19-9 is lo b€ used as an adjuncl with olher diagfioslic hlormalron

in the managem€nt ot patients with pancrsalic cancer'15 Incr€ased

serum CA 19-9 assay values have also bBsn observ€d in palients

wilh melastases and In nonmalignant condilionS such as hepat tis,

cirrhosrs, pancreatills, and oth€r gasttoinl€slinal drsease.s il lr20

Elevated l6vels have also besn seon in cystic fibrosls 2124 Besearch

studi€s demonstrale lhat CA 19-9 assay values may have utilly
in moniloring subiecls with tho above'rnenlioned diagnosed

gastrointastinat malignancios,2*a lt has been sho\tn lhal a p€rsistent

elevation in CA 19-9 assay value following lrealm€n1 rnay b€

indlcative ol occuh metaslalic and/or residual disease A p€rsistently

rlslng CA 19-g assay valuo may be associalad wilh progressive

malignant dlsease and poor th€rapeutic responbe A declining

CA 19-9 assay value may be indicative ol a lavqrable prognos's and

a good response lo lrealment.2ess

Tesling for 1116-NS-19.9 leaclivo determlnants must n0l be used

as a scr€ening procedure for malignancy. I1161NS'19-9 r€acllve

delerminanls al€ prosont as a normal constituqnl in serum and

plasma ol individuals withoul gastroinlestnal calfcinomas or haviog

ceriain aforementionsd non-cancer related conFilions.

T BIoLoGICAL PFINCIPLES OF THE PROCEDURE
The AFCHITECT CA 19-gxR assay rs a lwo-step rmmuroassay for

the quanlitative deterninalion ol I 1 16'NS'19-9 reaclvs oelermrnanls

in human serum or plasma using cMlA technolbgy wlth fexible assay

ptolocols, r€furrsd lo as Chemifl€x.

1. Sampte and l l ieFNS-19-9 coated parama$netic micropa lcles

are combtned. The 1116-NS-19-g rcaclive leterminants presenl

in th6 sample bind to the 1116'NS'19-g coFted microparlicles

2. After washing, 1116-NS-19-9 acridinlum'laqeled conjugale ls

added lo croate a reaction mixlure.

3. Following another wash cycle, Pre-Tiigger fnd Trigger Solulions

are added lo lhe reaclion mixture.

4. The rosulting chemituminescent loaction iq measuled as relalrve

light un(s (RLUS). Therc is a direct.elatio4ship betw€en the

amounr ol 1116-NS-19-9 reacliv€ doterminints in lhe sample and

ths RLIJs delected by lhe ARcFilTECT lsyqlem optics

For addltional infolmalion on syslem and assay lechnology, reter lo

rhe AFCHITECT Syslem Operalions Manual, S+clion 3.

clVlA assay utlllz€s

AHCHITECT

Thg ARCHITECT

standard prepared

llansf€rable 10 o|rler

include the idenllly
monitoring a palienl,

1116-NSl9-9 reaclive

testing should

The Abbott AFCHITECT
anllbody/antigen syslem based on

unlque r€ag€nt lormulalion
CA 19-9XR assay rnay relurn
compared to oth€r melhods for

ol 1 I 16-NS-19-9 reactive
no inlernationally recognized slandard

contribul€ to differenc€s belween

CA 1g-gXB assay is slandardi2ed to

by Flllrebio Dlagnosllcs, hc.
Abborr AFCHITECT CA 19-gXB assay

concentrallon of 1 1 16-NSl9-9
diflersnl assay methods cannol

diff€rences in assay melhods and

rcporled by lh€ laboralory lo tho
of rhe cA 19'9 assay used. l( in the

he assay melhod used fol
detgrminant levels ls chang€d,

be cafiied oul Prior lo changing

confrm bas6line values for

arg sh€d naturally

ol lhe samplss or

or aerosors (€.9.,

CA 19-g assay

1116-NS-19.9 reactive

saliva and olh€r body ffuids,s

AFICHITEcT iSystem drsposables

a r€sull ol sneezing) may causa
l1 is recommended lhat all

lesting repeated as appropriale.
when handling samples,

Face masks are also



I REAGENTS

Klt Conlents
AFICHITECT CA 19.9XR 2K91

NOTE| SomB kit slz€s are not

@
all ARCHITECT iSyslems. Pleass

j u'cior nno-C3l

I cox-luo^tal

lMrcioPsTrcLEE | 111A-NS-lq-q /
m croparticles in cilrat€ butler with

appropriale biosaGty praclices

contain or are susp€ct€d ol

hL 1x270mL

mL 1x26,3m1

dislributor.

2K9t-39

coated
stabiLiz€r.

sodrum azide

ecridinium-label6d

2K91-32

500100

1x6.6mL

1x5,9mL

I\rinimum concentrationi 0.09% solids.

and ProClin 3oo.

@ t r to-lts-ts-s 1.ous",
coniugals in phosphale buffer with

lrinilnum concenlration: 0.5 !g/mL,
Prochn 300.

Other Reagents

luunrGsevriwlrrr.olluElrrl 1 x 16s

lranual Dlluen! @ 7D82-50,
solutlon, PreseNatlve: antimicrobial

@aacrnecr
1.32% (w/v) hydrogen poroxide.

liffii,6ilancnnrcr
sodlum hydroxide.

ll4!!!YE!!l ARcHnEcT wash
butfered saline solulion.

Waft lhgs and Precautlons.E
. For /n v/lro Diagnoslic Use

SEtely Precautlons

CAUTION: This Droduct requrrcs lhe

It is recommehd€d thal all

Solution conlaining

containing 0.35 N

IVlulli-Assay
buftered saline

phosphata

agenls,

human spocimens,
be considered

wilh the OSHA

L€vgl 2 or olher
tor rnalenals lhal

ag6nls.36_3e

stablllzef.
sodlum azide and

potentially inlectious and handled in
Standard on Bloodborne Palhoggns.

Sa(€ly Data Sheets are available al www abbolldiagnoslics.com or

conlact your local repres€nlalive.

For a detailed drscussion ot safety precautions during syslem

operation, roler to the ARCHITECT Syslem opqrations Manual,

Section 8.

Heag€nt Handllhg
'1116-N919-g reactlve determinants are shed naturally in saliva

and other body nulds.3 Conlamination ol the samples ot the
ARCHITECT isyslem dlsposables with safiva or aerosols (e.9.'

as a result ol sneezing) may cause lalselt elevated CA 19_9

assay values. lt is recommended thal all Flevated v"alues be

reviewed and lesting repeated as appropiiale. Gloves should

always be worn when handllng samples, Fample cuPs. reaclion

vessels. and seplums' Face masks are alFo recommended.

Do not use leagenl kits b€yond lhe expiralfon dale

Do nol pool reagents whhin a kit or betwFen klts.

Belore loading the reagem k[ on the syslotn lor the ilrsl lime lhe

micropa icle bottle re res mixing 10 resubpond microparticles

that may have senled ring shipm€nt For microparticls mixing

inslructions, reler lo the PROCEDURE, As+ay Ptocedure sec on

ot this package nssn.

Dlsposal
P501 Disposa ol contents y' container in

accordance with local rggulalions

The following walnings ard pr€caulions apply tP:ll9!l!l!!Ig

1317 lray cause an allergif skin foacton

H412 HarmJul to aquatic lifb with long lasling

EUHO32 Contact with acids llbetal€s very toxic gas

Preventlon
P261 Avoid breathrng mist I vapors / spray,

P280 Wear protectlv€ glovds / proleclve

clolhinq / eve ptoteclion,

P272 Contaminated work dlothing should not be

allowed oot o{ the wqrkplac€.

)273 Avoid rolease lo the envtfonmanl.

Response
P302+P352 lF ON SKIN: Wash wllh plenly of water'

P333+P313 ll skrn irntation or lalh occurs: Gel

m6dical advics / altqnton.

P305+P351+P338 F lN EYES: Binse ciiuliolisly wilh waler lor

several min!tes Ferllove conlacl lenses, ii

or€sonl and 6asy to do. Continue rinsing

POISON CENTER or

P362+P364 Tak6 ofl conlaminatqd clolhing and wash

n b€lore reuse.

Disposal
P501 Dispos€ of cont€nts I conlainor !n

accordance with locAl regulalions.



Unopened/
Opened'

On board System
telnpolalure

when placrng a

open raagent botlls,
in reag€nt leakage

lhe seplum 6unace,
no effEct on assay

dunng sy6(em

l,,lanual,

are slablo unlil lhe

Stola9e

reagenls, reler

Section 5.

be ussd immedial€ly
removal iiom 2-8'c

(wlth a septum
system, lhe reagenl

To avoid contaminalion, wear

septum on an uncapped

Once a sedum has b€en on

do not lnvert th6 boltle as will
and may compromrse assay

Over lrrne, residual liquids dty
These are lypically dried salrc

efficacy.

For a delailed discusslon of handling

operation, reter 10 tho ARCHITECT

Section 7

Reagent Storage
when stored and handled as dlrecled,
expiralion dat€.

Storage

. Th€ instrumenl does not provide lhe capabilily lo ve.ify speclmen

lype, lt ls lhe r€sponslbility ol lhe operalor to veriry thal lhe

cofisct specimen iyp€s are used in the assay

. Follow the lubg manulacluler's plocessing instuclons lor selur
and plasma colleclion lub€s.

. vvhgn serial specrmens ale being evalualed. tl'o sare lype o'

sp€cimen should be osed lhrcughout lhe slldy

Specimen Conditlons
. Do not use speclmens wlth lho lollowing conditions:

. grossly homolyzed

. obvious miclobial contaminalron

. Ensurg lhal compl€le clol lormaiion in s€rum speclmens nas

taken place prior lo centritugaton. soms specim€ns especielly

thoso from pationts receiving aniicoagulanl ot thrombolllic

thorapy may exhibil increased clolling iime. li the speaimen s

centrifuged belore a complele clot torms, the pr€sence oi tibrin

may cause elrcneous €stllts
. Pedormance has not b€en established using body f!ids olher

lhan human serum or Plasma
. To Drevenr cross contaminalion, uso ol disEosable pipsnes or

pipsilo tiPs is recommsndeo.

Preparatlon for AnalYsis
o Follow the tube manuJactur€r's processing inslrrJclions for

specirnen collec on tubes
tr Mix thewed specimens thoroughly by low speed vorlexrng or by

inverting 10 times. Visually inspecl the speaimens lf layering of

stElification is obserued, conlin!e mixing until speqmens are

vislbly homogeneous.
d To ensure consislency in results, centritugq specimens belore

testing if
. lhey contain fibrin, red blood cells, or qlher particllal€

maner,
. they require repeat testing, or
. they w€ro lrozen and thaw€d.

. Ttansfer clatilied specimen lo a sample cup or secondary lube

for lesting. For cenlritug€d specimens with a |pid lay€r, transler

only fie clarified spocimen and not the lip4mic malerial

. Inspect all sp€cim€ns lor bubbles Remove bubbles wllh an

aDplicator stick before analysts. Use a new applicalor stick ior

each specimen lo prevenl cross conlamin4ion.

Serum/Plasma 2-B'C

-20'C or coldet

. lf testing will b€ delayed more lhan 24 houfs, remove serum or

plasma from the clol, serum separator or apd blood cells.

. Specimons may be stored ior up to 7 days al 2'8'C prior lo bernq

tested,
. lt tesling will b€ delayed more than 7 daysl serum or plasma

should be slored lrozsn al-20'C or colder.

. Avoid mulliple freezellhaw cycles.

Specimen Shipping
. Package and label specimens in cornplianpe with applicable

slale, fed€ral, and inlernational regulations covering lhe transporl

of clinical spacmons and Inf€ctious subsl4nces.
. Do hot exceed lhe slorage limilatlons lisle{ above

Unlil
€xpiration
dale

30 days anar 30 days,

on llacKrng

System
N,{anual,

' R€agents may be stored on or off lsystem.ll
reagenls are romoved rom th6 at 2-8'C (wilh

septums and roplacemenl caps) in an posilion. For reagents

stored ofi the system, il is b€ stored in their

original lrays and box€s lo ensura uprighr.

deterioralion of the reag€nts or orrors

resuhs are invalid. and samples must

It any reagenl bottle does not
installed) while in retrlgeraled
kll must be discarded. For

to tho ARCHnECT Syst€m

and editing assay palameters, refsr
Operations Manual, Seclion 2,

Indications ot Reagent

Whon a control value is out of the

may be necessary, For

AfiCHITECT System Operaions

I INSTRUMENT
The ARCHITECT CA l9-gXFl assay
ARCHITECT isystsh prior !o

For delailed Informetlon on assay file

Assay recalibration

r6ler to the

10.

ihsElled on the

and vi€wing
Sysl6m

refer to the ARCHITECT

retor to the

il may indicate

Associated le51

For inlormarion on prining assay

ARCHITECT Syslem Operalrons

T SPECIMEN COLLECTION
FOR ANALYSIS

system operations Manual, SectDn

For a delarled dgscription ol syslem

specimen Types
Ve fied specimen types to be us€d

Oth6r specimen collection lube
lnts assay,

< 7 days

t,Q,

*,ii

not been tested wilh



T PRocEDURE

Materl6ls Provlded
2K91 ABCHTTECT CA 19-9XR

Materials Required but not
. ARCHfrECT CA 19-9XR Assay fll6

isyslem e-Assay CD-ROM found

. 7DB2-50 AFCHITECT Multi-Assay

. AFCHITECT Pre.T gg€r Solulion

. AHCHITECT Trigg€r Solu on

. ARCHITECT Wash Bulfbf

. AFCHITECT Reactton Vessels

. AFCHIECT Sample Cups

. AFCHMCT S€ptum

. 2K91 ARCHITECT GA 19-9XR

. 2K91 AFiCHITECT GA 19.9XR

. ARcHfrECT Beplacemenl CaPs

. Prpetles or plpone tlps (optional)

mlcroparticle boltb requLaes

that may have sonled during

on lhe pationt or conltol ord€r

For information on mal€rials reqoired

r6fer to the ARCHITECT Svslem

Assay Procedurc
. Bofore loadin0 the reagenl (ll on

mrcropaftcles hav€ be€n loaded,
. lnvert the mlcroparlicle
. visually inspect the bollle to

resuspended.ll
conttnuo to rnv€n the boltle
b€en complelely

. It the microparticles do nol
Contact your local Abbott

. once $o microparticles havo

sepum on lhe botle. For

ARCHrECT System
. Order tesb.

. For information on ordering

controls and lor g€noral

ARCHITECT Sysl6m
. l,4inimum sample cup volume is

on bo lss, reler lo lhe
package inserl,

Load lhe raagenl kll on lhe
. Veriry that all necassary
. Ensuro lhat seplums are

Order calibEtion, if necessary
. For information on ordering

and printed on ih€ orderlist
€vaporation, v6nfy adequale
lo runnrng the tesl.

Maximum number of replicates
cup: 10

Sample lolume for lrrsl 16st:

Sample volum€ lor each

cup:30 PL
. < 3 hours on boardi

Sampl€ volume br each

c!P: 30 lil

Sampl6 volume lor firsl lest:

. > 3 hours on board:

sampl€s must be relesled. Fecalibtalion may

trom the ARCHITECT

the volumes specified

procedures,

Sectlon 9.

tor the llrst lim6. the

mlcropanlcles

. lf using primary or aliquol tubes, usB thB sample gauge lo

ens!ro sufllclsnt palent specimen rs prpssnl

. Pr€pare AFiCHrECT CA 19-gXF Calibratorq and Corvols.

. Mlx calibrator(s) and controls by genlle inversion belore use

. Hold bottlos vertlo6lly and dlsp6nse rePommended vol!mes

Into €ach tsspoclivs samPl6 cup.
. Recommended volumes:

lor each calibralor:4 droPs

lol each control: 4 drops

. Load samples,
. For information on loading samples, ref9r lo the ARCHITECT

Systom Operalions Manual, Secllor 5

. Prsss RUN.

. For addltional Inblma{on on prlnciples of operation, a€1e. lo lhe

AFCHIIECT Syslem Op€rations Manual, SEction 3

. For ootimal p6rformanc6, il is imporlanl lo Serlorm roulne

malntenance as describ€d in the ARCHITEoT Syslem operations

Manual, saction 9. Pertorm malnt€nance mpre freq!enlly when

rGqulred by labolaloly proceduros.

Specimen Dllutlon Procedures
Iip6ctm6ns wilh an ARCHITECT CA 19-9XF valpe exceEd'ng

1200 lJ/mL ar€ flagggd wth ths code "> 1200.00" and may be

diluted using eilher the Automated Dilulion Protbcol or lhe lManual

llilution Procadura,

Aulomated Dllutlon Protocol
-lhe systam perlorms a 110 dilullon ol lhs sp€qimen and

aulomatically calculates the concenlralion of tfle specimen bolore

dilution and raports the resull.

lvlanual Dllutlon Procedure

Suggest€d dilution: 110

An addltlonal 1Jo dilution may be made if n€eded

1. Add 50 !L ol lhe patient specinren lo 450 pL o{ ARCHTTECT

l/ulti-Assay Manual Diluenl (7DaZ)

2. Th€ operator musl enter th€ dilulion tactor ln lhe Palienl or

Conlrol oldet scre€n. Th€ system v'ill use this dilulion laclor lo

aulomalically calculate the conc€nlration ql the safiple bslore

dilution and report lhe rosult. The dilulion qhould be perlormed

so that the diluled resull reads greater than 30 Li/mL.

For delailed inforrnation on ord€ring dilulions rofe. to the AFOHITECT

Sysl€m Operalions Manual Seclion 5

Calibration
. Test Calitalors A.F In duplicale. Th€ caliblalors should be

priority loaded.

A single sample ol each contlol levsl musl be tesled lo evaluale

th€ assay calibralion. Ensure that assay cqntrol val!es are wilhin

th€ ranges specified in lhe respecliv€ contol package inserl,

. Calibration Fanget 0 - 1200 u/ml

. Once an ARCHITECT CA 19-9XR calibratqn is accepted and

slored, all subsequent samplos may be toqted wilhoul lurlher

calibation unlessl
. A r€agent kil wlth a new lor number is usod or

. Controls are oul ol range,

. For dotailed informalion on how lo periorm an assay calibtalion

rofer lo lhe AFTCHITECT System Op€ralion$ Manual, Seciion 6.

Ouality Control Procedures
The locommend€d conlrol requiremenl for th€

CA 19-9XB assay is thal a single sample of

losted once €very 24 houm each day ot uso. the qualily control

procedures in your laboratory rsquire more use ol conlrols

lo verit lest resulls, lollow Your

The AFCHITECT CA 19-9XR valu€s must b€

rang€s specifiod in the convol package

of lhe specitied range, the assocaaled test

ate
adhered to lhe bonle,

have

DO NOT USE.

pbce a

aboul Placing seplums

section of lhis

presenr,

reagenr boltlas,

the lirsl time the

mixing is req!irod.

r€ler to tne

S€ction 6.

and
refur to lhe

Section 5.

by the sysl€m
the efiecls of

rs pr€senl priorcup

the same sample

lrom same sample

from sam€ sampE

volume r€quited



Verlfcallon ol Assay Claims

For prolocols lo verify package insoll
Sysloh OperationE Manual. Appendix

The AFCHITECT CA 19-gXR assay

I RESULTS

Calculation
Tho ABCHITECT cA 19-9xFl a6say

reduction meihod to generata a

Flags
Som€ rssulls may contain inlormalion

descfiption of the llags lhat may

ARcHITECI System operalions

I LIMITATIONS OF THE
. The ARCHITECT CA jS-9XR

conjunction wilh iniorhalion
other dlagnosllc Procedures,

. ll lhe ARCHITECT CA 19-9XR

e!4dence, addlllonal l€sing ls

. Helerophilic antibodies h human

immunoglobulins, inlerfering !tllh
routinely sxposed to anirnals or to

b€ prone lo lbis inlerleronce and

patient slalus.4l 42

Patients wilh confkmsd

Specimens from patients who

mouse monoclonal anllbodi€6 lor

conlain human anti-mouse Specim6ns

conlaining HAI,A may pfoduce
with assay kits that employ antlbodies.

AFCHITECT CA 19-9XR reagents componenl lhal

reduces the ellecl ol HA[/A Addilional

clinical or diagnostic inlormallon to delelmlne

NONI\.IALIGNANT DISEASE

A sludy was perlormed wilh lolr hundred forty one (441) samples

from patients with nonmalignant dlsease lo del€lmine the dislribulion

of serum AFCHITECT CA 19-9XR assay values. .Th€ distribulion ol

valuos determined in this sludy is shown ln the fable below.^

tancrea[Is 3 100.0 0.0 0 0

[iallbladdsr 21 9s2 00 00

Uhbetss 38 947 53 00

f,utmonary 40 100.0 0.c 0.0

0ifrhosis 153 928 46 07

Hepaits 68 926 74 0.0

Itanrl 34 912 E.E 0 0

0$ar 51 96.1 39 00

'l'he ARCHITECT CA 19-9XF assay ls used in conjunction wilh olher

clinical methods in the managernent ol cancer patienls

It is rGcommended lhal Each laboratory establish ils own relerence

lalu€ lDl he population ol intetost

' Bepresentative data, results in individual laboialories may vary ftom

lhese dala.

Monltorlng oi Dlsease State In Patlents Dlagnosed wlth Pancreallc

cancar
Ohanges observed in serial CA 19-9 assay valuEs when rnoniloring

F'ancreallc cancer patlents mu$ b6 evaluated In conlunclion wrth

other clinical melhods.

T he eflecllveness ol the ARCHITECT CA 19'9XR assay as an

aid n monitoring ol disease slat€ in pancreatic cancer pati€nts

rvas delermined by assessing changes in levelq ot 1116-NSn9'9

rsaclive d€tormjnanls in serlal ssrum sampl€s lrom 74 palienls

compared lo changes in dlseas€ stat€. A studylinvolving a lolal ol

261 observalions was portorm€d with an average number of 3 5

obsgruatlons per patient, In thls sludy a signiflcFnt change in levels of

1116-NS.19-9 reactive determinants was definqd as al least a 14 0%

incroase in assay valuo (i.e,, 2.5 limes grealer lhan lhe av€rage oj

lho assay's obsorved lolal %cv 15 6%D A 14 q% change ropresenls

Io Ihe ARCHITECT

group 1.

Regrsssion dala

ield. For a

field, reler to lhe

clinical evalLia{on and

wlth cllnical

r€act with reag€nl
Palienls

products can

5.

preparanons oI

or theEpy may

express lhe

IN lhE EXPECTED

0.0

0.0

0.0

0.0

0.7

0.0

00

0.0

0.0

48

00

0.0

1.3

0.0

00

00

CA 19-9 assay values in lh€
Elovations in circulaling 11

prelrsalmenl
heallhy individuals.

delerminanls maY

in nonmalignanl
and olher

Reoresenlalivo o6rlormance data

VALUES and SPECIFIC

sections. Fesults obtained in

I EXPECTED VALUES
APPAFENTLY HEALTHY SUBJECTS

A sludy was perlormed wnh lhree
spec mens from apparently healthy The disvibution ot

sPecimens is shown

0i!trihulion ol Vahcs

Numbsrol 0-37.0 500.1.1?00 >1200

19-9 assay value,

as absolute lho ninimlim magniludo change belween Mo qerial AFICHITECT

dis€ase. The cA 1g-gxR measurements hal could not be lo assay

used as a cancer variation or noise. Posilue concordanc€ serial samples with

al least a 14,0% increase in assay value and progressron

was found to be 4€% (16/33) Negative

serial sampfos wth less lhan a 14O%

no disease proglession was to!/nd lo be 640/0 ). The overall

may vary,
Chanqo rn Disoaso slals

ch.nqr h lhe Levelol |116-11519.9

Ea.ctiv! 0sl€rminahls

(360) serum

sdeenlng tesl.
Pataents wilh the Leai'
l1l6-NS-l9-g reactive

AFTCHITECT CA 19-gXR assay values

ln lhs tabl6 b€low.'

gastrointestinal drsease. El6vated

in cyslic fibrosis,2l For lhes€
regardless of level, should not be

€vldence for the presence or

ARCHITECT cA 1g-sxR assay

Apparently

In lhis srudy, 94.4% of the specimens
subj€cls (n-360) had values of 37

be observed in patients wilh
conditions such as hepalitis,

- Reprosentative dala; results In
mes0 data.

187

fhe lollowing tabl€ provides the per patienl dlslribution' Posilive

concordance bslwe€n selial samples with al l4asl a 14.0% increase

n assay value and disease progrossion was folnd 10 be 68%

(15/22). Negativs concordabce belween serial samples wilh less

lhan a 14,0% incroase in assay value and no qisease progression

was tound to be 69% (36/52). The overall conqotdance was round lo

be 69% (51/74).

00

heallhy

concordance was found to be 61% (114/187) The followng lable

presents the dala in a 2 x 2 classification

Pnqnssior Tolal

214.0*
<14.0%

16

11

56

98

12



in 0isaafr days on two separala inslrumenls. Each reagerlt lol !sod a siflgle

crallbratlon curue througholll the sludy. Data froin lhls study are
chang€ in lh€ L!telol1l16.NS-19-s
R€roliw osl.mlitnls
]:14 0%

<14 0%

' Reprasentative datai resulls in

lhese data.

Below sro examoles of s€rial

2 80 51.20 1.80 3.5 2.10 4.1

Tolr

15

1

74

ARCHITECT

two lots ol

l)anel 1 l
2

Tola

for two palients wilh
values, and ri6

may vary lrom

colleclion

to havs an assay

Panel3 l
2

l'anel2 1 80 311.49 7.22 2.3 1072 34

the disease stato, AFIoHITECT CA

cA 19-g RIA values,'ThB dis€ase

. Progr€ssron lrom one coll€ction
(Prog16ssion),

2 80 288.82 S.14 3 2 11 23 3 S

| 80 244.81 27.82 3./ 36 85 5.t,

2 8E 728.52 42.5q 5.8 47 5b 6.:

lodro 2

| 80 4503 259 5.8 2.98 66

2 80 42.33 294 6.9 3.50 6 5

No Changa in disease sial€
Fleducrion in the signs and
colleciion lo th€ nexl

' Reoresentative dalai resulls in

lhese dala.

T SPECIFIc

Precision
The ABCHITECT CA l9-9XF assay is

procision o1310% lolal cv

:onfol
1 80 157.66 5.99 3.8 8 52 5..

2 80 146,93 6.26 1.3 8.14 5 5

ligh
:onEo

1 80 781.68

2 g0 181.42 62.10 8,0 6s 28 8.4

57 4ggt 64

' Repr€senlative data; results in Individual labolalories may vary rom

lhose dala.

Flecovery
_fhe 

ABCHrTECT CA 19-gXR assay is designed lo have a mean

rccovery ot 1OO 1 15% !'!tlen 1l l6-NS-19'9 reaoUve delerminanls are

added to serum semples,

,q sudy was pedohsd lot the ARCHTTECT CA 19-gXR assay based

Dn guldance from netz Tetlbook ot Clinical Chbmistry4s Known

Doncentrations of 1116-NSl9.9 reactlve determinanls were added

lo human sorum samples, The concenlration o11116'NSl9-9
reactive doterminanls was d€lsrmined using thP ARCHITECT

llA 19-9XB assay, and the resulting percent aooovely was calculaled

llepresentalive dala trom lhis sludy are summ4rized in lhe lable

629.S1

124.21

629.91

124-21

52S91

64F.00

145,73

598.93

I76.18

95

96

s1

108

s8

A slt/dy was performed as desc bsd Commitlee
lor Clinical Laboratory Sandards EP5-A2.d six
samples wora lest€d consisling of of pooled serum

(panels 1 and 2), one panel of I I16-NSn9.9 reactive

delerminants were added (panel3),
CA lg-gXR Conlrols. Testing was
lBagBnls, in repllcates ol lwo al lwo times per day for 20

Mean rBcovety across lwo s€parals spiked coflcontralions shown

abovg . 96 %

obs?ryed U/mL)

' tnd0ssnors Lev€l(U/-Ll + 1116.NErs'9
Reactive oetarminads Add0d (U/til.)

' Representative data; results in individual labqralories may vary rrom

lhese data.

Oilutioh Llnearity
The ABCHITECT CA 19-9XR assay is designeq lo have a mean

recovery of 1OO r 15% ot lhe expsct€d result ttr dilut€d specim€ns

A study was pedomed br lhe AFICHITECT CA 19-gXB assay

modeled all6r the National comhiltee for clinital Labotalory

Standards (NCCLS) Prolocol EP6-P2.46 Sampfes with known

elevated 1116-NSl9-9 reaclive delerininanl cdncentralions
w€re diluted with ARCHITECT Multi-Assay Maiual Diluent. The

1116-NS-19-g reac ve del€rminants con nlr4ion was delermined

for each dilution and the p€rcent recove waq calculated.
Fepresentalive data from this strrdy are summ+tized below '

Pahcreatlc cancd sorlal
Monhorlng, Pallent a

J 1800

E 1600

5 laoo

E f::
E :::
too
$ zoo

0 Sep-02 Ocl-02

Pancreatlc Cancer Serlal
Monltotlng, Patlent B

f

Jan-03 Fob-03

Speclmen

1647,55 1403.6
1538,15 1134.2

F,'f fA



€,qoclod CHEIVlOTHERAPELMC AGENTS
'fhe av€raqe recovery observed during lhe sluqy rang€d from 95% to

104%.'

subsbnce concontratifn
s-Fluorouracil 0.390 mginlL

Fnaloilulion Faclor

UndiluEd

12
I:4

15

1r10

1:20

51227

255.14

2M.91

102.15

51.23

472.46

264.26

208.s7

108.94

54 33

1

1

92

103

102

106

106

ljndilLGd

12

1a

15

1i10

1t20

1s0.s0

Cisplath
cyclophosphamlde
Cytarabino

Doxorubic|n

Gemcltabine

Leucovonn

Methovo/'ate
Paclilaxol

Streptozolocln

Tamoxiten

0,05/ mg/nlL
0.375 mg/ml
30 pg/mL

40 pg/mL

0.382 m9/mL

0,114 mg/rll
0,909 mg/mL

0,067 mg/riL
0.28 m9/mL
2,24 pgFL

575.25

28?.63

230,10

115,05

5s1.62

291.06

253.65

125.97

62.57

96

101

110

1m

109

' F€pres€n|ativ€ datai results in individual labolatori€s may vary fiofi
ihesg dala,
E]/AUJATION OF POTENTIALLY INTERFERING CLINICAL

OONDTTIONS

fne ARCHrTECT CA 19-9XB assay ls d€slgnod lo heve a mean

€covery of 100 t 120lo in th6 pr€s€nce of HAMIA and rheumaioid

factor (BF).

the ARCHrTECT CA 19-9XF assay was €valualed using Epecim€ns

th HAMA and RF to lurthe. assess lh6 clinrcFl sp€cificily Fivo

so€cimens Doslllve lol HAMA and llva sp€cimqns posltlve tor

HF war€ evaluated for 9; recov€ry wilh 1116-NS-19-9 rsactive

deleminanls spikod into each specimen at 35 and 250 U/mL l\,lean

perc€nt recovery resulls are summarlzed in th4 Lllowlng table'
Cllnlcal Condttlon Number of Speclmens Mean % aecoverv

' Bepresenlative dala; res!lls in

these data.

Analytlcal Sensltlvlty
The analytjcal s€nsiliviiy of tha
calculaled lo b€ b€ner lhan 2.00
10).

reaclive delermlnants lhat can b€

lnterference

rriglyceides, and tolal protein at lhe
A study based on guidanc€ lrom lhe

The average recovery obsetved
'to20/".'

Undiluted

1:2

1:4

1:5

1t0
1i20

192,39 96

290,24 113

204.03 9S

120.76 117

51.25 tll

x 100

al two $andard
A (0 U/mL),

of 1116-NS-r9'9
ircfi zeto-

to nave a mean

chemothetapeulic
hemoglobin,

EP7.A47

Mean tgcovery across th6 thre6

- 1050/0

Sribstsnce

19-gXR assay was
runs, in r€plicales of

Analytical sensitivity is datined as the

devia ons irom th6 AHCHITECT CA

and represenls the lowesl

'10

10

' Repr€sontative dalal results in Indivjdual hbqralories may vary lrom

lhese da1a.

Cafiyover
No signlllcant carryover (less lhan 2.00 U/mL ih CAl9.gXR Calibrator

A') was observed lor the ARCHITECT CA 19-9XR assay when a

sampl€ contaaning up to 320,000 U/mL of 111$-NS.19'9 reaclve

delerminanls was assayed,

' Fepros€ntatrv€ data; r€sults in individual labqralories mey vary i.om

lhese data.

High Dose Hook
No high dose hook eitect was obs€rved for lh€ ARCHITECT

CA 19-9XR as$ay when samplos conlaining ud lo i,750,000 U/mL'
of 1115-NS-19-9 reacltve delermihahts w€re a$sayed. High dose

hook is a ph€nomenon wh€teby vsry high lovef specim€ns may

lalsely read within the dynamic range of the aqsay,

' R€presenlative dala; results in indivtdual hbqralories may vary lrom

lhese dala.

s3

93

The ARCHrECT CA 19-9xB assay is

r€covery ot 100 i 12% n lhe
agenls listed below and elevated

was performed for lh€ ARCHITECT
wilh 1116-NS-19-g r€aclive
509.4 lJ/mL were supplemented with
interlering subslances and

POTENTIAI.LY INTEBFERING

assay. specimens
betwgsn 49.6 and

potentially

agents.

ranged from 91% to

Bilirubln

Hemoglobin

loral Protein

' Reptesenlative dalai resulls in

these data.
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