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INTENDED USE

The ARCHITECT Total T3 Calbrators are for lhe calibralion of the
AFCHITECT isystom wh6n us6d tor th€ quantitative determinalon ol
totalt.iiodothyronlne (TotalT3) In human 6erum and plasma. Fefer to
the ARCHITECT assay-spec]fic reagent package lnse( for additional
inlorrnalion,

CONTENTS
6 Bottles (4 mL each) of AHcHfEcT Tolal T3 calibralors propared

in human serum. PreseNalive: Sodium azide.

Th€ calibralors yield lho following concentrations:

Saiety Data Sh€ets ar€ available at www.abbotldiagnoslics.com or

contact yorJr local repreienlalive,

For a detailad discusslon ot safely precaulions during systsm

oporation, refer to the AFICHITECT System Operalions lr,4anual,

Section 8.

STORAGE
. Calibrators are stable untal ihe explration date when slored and

handled as direcled,
. Do nol use past expiralion date,
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STANDAFDIZATION
The calibralors are manulactured using Cerlitied Relerence Matelial
(CnNl), Trirodo-L-Thyronine (T3), and signal malched lo Abboil
internal refe.ence slandards, which are vaceable to the CRI\,4 Triiodo-
L-Thyronine (Td al 6ach conc€nlralion l€vel. The concentration
ot lhe CR[4 Triiodo-L-Thyronine (T3) used 1o make the inlernal
.€feronca standards rs determined by HPLC.

PHECAUTIONS
.@
. For /n YiLo Diagnoslic lJss. tr' o-;in

,/l\/t\. 4---\ CAUTION: Thls producl cohlahs huhan-soLrced and/
or porentially lhfectrous cohponents. Feter to the CONTENTS
sect on ot thls package inserl, No known lesl melhod can
oif€r comDlete assurance rhal oroducts deriv€d trom human

sources or inaclivat€d mlctoorganisms will not lransmit in,ection.
Th6r6tor6, all human-soutced lnal€rlals should be considered
polenlially infectiorjs. ll is recohmended lhat $sss reagents and
human speclmens be handled in accordance wilh the OSHA
Slandard on Bloodborne Pathogens. Biosaf€ty Level 2 or other
appropiate blosately practjces should be used lor maledds thal
contain or a.€ sr.ispecled of contarning inteclious agents,14

. The human serum used in the AFCHITECT TotalTs Calbraro.s
is nonreaclNe for HBsAg, HVn BNA or HIV-1 Ag, anli-HCV and
anli-Hlv-1 /HlV-2.

PFEPAFATION FOR USE
calibralors may be used tmmediately afler r€moval from 2-8'c
storage.

Priot lo each use, mlx by genlle Invetslon.

Alt€r each use, lightly clos€ the caps and relurn lhe calibralors lo
2-8'C storage.
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Control

INTENDED USE

The ARCHrECT Total T4 Convols ar€ for the velificatrofl ol lhe

a@u.acy ard precrsion of rhe ARCHITECT isy$em when used

ior the quantllative detormination of thyroxlno (Total Ta) In human

serum and plasma. Reler to the ARCHITECT assay'specific reagonl

package ins€rt lor additional Int0rmalion.

CONTENTS
3 Botlles (8 mL each) ol AFCHITECT Tolal T4 Convols The Low

convol, Modlu.n control, and High control contain Ta prepared ln

human serum, Preseruafv€: Sodium Azide.

The lollowing concenlration ranges may ba used for individual

replicate control specifications on the ARCHITECT isysl€m:

Target Concentralion / REnge

Saiely Dala Shests ate avallabl€ at www abboltdiagnostics.com or

contact your local reprebentalive,

For a detailed discusslon of saf€ly p.ecaullons during system

operallon, reter to the AFCHITECT Systsm Operations Manual

section 8,

STORAGE
. Controls are stable lnlillhe expiralion dale when stored and

handl€d as direcled.
. Do not u6e past explralaon date.

BIBLIOGRAPHY
1. US Department of Lsbor, Occupational Safety and Heallh

Adminislratlon, 29 CFF Parl 1910 1030, Bloodborne pathogen6

2. Us Departmenl ol Health and Human services Biosatelyrir

Micftbiobgical and Eionedical Laboratoies. 5rl' ed- Washrngton, OC'

us Govemment P ntlng oilicsi Decembar 2009

3. Wo d H€alrh Organizarton. Labomtory Biosatety Manual 3td ad

Gene\"a: Wodd Healh Organlrationi 2004.

4. ctinlcal and Labo6toty Standatds Instilute (clsl). P/orecl,on

of Labomtor! Wtksts Fom OccDallonally Acquired lnfections:

ADDtowd Guidelina-Founh Fd,lio, CLSI Oocum€nl M29'44 Wayn€

PA: CLSIi 2014.
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. "'.4Each laboratory should eslablish its own conc€ntrallon ranges ror

new conlrollots at each controllovel, This can be accomplished

by assaying a mlnimum of 20 €plicales over seveial (3'5) days.

sources of variatiofl lhat can be expecied should be includ€d in lhis

sludy in order io be reprosenlative ol future system performance.

These mav include:

. Multipl€ stored calibralions

. Multiple reagenl lots

. lrultiple calibrator lots

. Mulliple processing modules

. Data points collectsd at dilierent tim€s ol the day

These resulls should be applied to your laDoratory's quality conlrol

PBECAUTIONS
.@
. For /|l Y,lro Diagnostic Use

,/l\/t\. lil cAUTloN: This producl conlains hulnan-sourc6d and/

or potentially infectious componBnts. Roler lo tho CONTENTS

section ol thrs packag€ Inserl No known lest m€thod can

ofler compl€te assurance that prodticts derived from human

sources or Inactivaled microorganisms will not transmil inlection.

Thelolore, all human-soutced mate als should be considered

polentially infeclious. Il is recommended that lhese reagents and

human specihens bo handled |n accordance wth tho oSHA

Standard on Bloodbome Palhogens. Biosatoly Levgl 2 or olh€r

apprcpiate biosatety practic6s should be usod tot lhat

conlain or are suspecled of containing inloclious a
. The hlman serum us€d in the ARCHITECT Total T4 Controls is

nonreactive lor HBsAg, HlVl FNA or HIV-1 Ag, anliHCV, and

anti.HlV'l/HlV-2.
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AHCHITECT

Total Ta

Package lnse instructlons musl b€ car€tully follow€d. Flsliability of

assay results cannot be guaranlead lf there ale any devlallons lrom

th6 inslructlons in thls package insert.

I NAME
ARCHITECT ToIaIT4

I INTENDED USE
Ths ARCHITECT Toral Ta (TT4) assay is a Chemrluminesc€nt

Mlcroparticle lmmunoassay (CMIA) lor the qliantitatlvs determlnaljon

ot thytoxhe (TolalTl) In human s6rum and plasma on the

ARCHTTECT iSystBm,

I SUMMARY AND EXPLANATION OF THE TEST

Thyroxine (T.) is an iodine-containing hormone which has a

molecular weight ot approximalely 777 daltons and is secr€ted

by the thyroid gland. T4 and ils assocjale thyroid hormone Ts are

'esponsiole {or tegulaling oiverss biochemical processes lhroughoul

the body which are essential lor normal metabolic and neural

activity.l

Atthough T3 has greater biologic po1€ncy2, T4 is normally presenl in

human serum in apprcximately soJold excess ol ckculating T3 and

accounis lor more than 90% ol the circulating protein-bound iodine.

Tr is 99.golo bound to serum thyroxins binding proteins (TEP). The

hormone is lransporl€d bound primarily to thyrorine bindng globuin

(TBG) and secondarily by thyroxine binding prealbumin (TBPA) and

albunin.s Less lhan 0.05% of the loial circulating T{ is unbound and

theratore biologically active.4 s Clinically, T4 measuremenls have

long been recogni2ed as an aid in the assossment and diagnosis

of lhyroid status, Elevated T. values are characterislically seen n
parienls wilh overl hyperthyroidism, while T4 levels are generally

depressed in palients with overt hypothyroidish NormalTa levels

accompanigd by hiqh T3 values ar€ seen in patlents wiih Ts'

thyrotoxicosis,B T4 levels are altered by physiological or palhological

changes in TBP capacity.3 a Thy'oxlne binding globulin (TBG)

capacity has a pronounc€d gffsct on lhe concentGtion of $yroid
hormones, Consequently, Ta levsls may b€ elevaled with increased

concenfations of TBG, such as in pregnancy, adminlstaadon ol oral

conlracepUv6s or estrogen, lnlectious and chronic active h€patitis'

biliary cirhosis or congsnilal increase in TBG l€vels.7_e Conversely'

when TBG levels are dBcreased, such as m nephrotic syndrome,

androg6n lh€rapy, glucoco(jcoid lherapy, major systemrc lllness or

congenital decrsase ol TBG, Ta may be r€duced.

Drugs which compele for protoin binding sites, such as

phenylbulazone, diphenylhydantoin or salicylates, can r€sun In

a d6pressed T! measuremenl,T_g Serum T4 lovels in neonaies

and inianls are higher than values in lhe normal adult, due lo Ine

ncreased concenlration oi TBG in neonale serum.lo

While in rnany cases T4 valuss give good indications ol thyroid

slalus, T! valuos should be normalized lor individual variations in

lhyroxlne bindrng prolen (TBP) capacity. The Free Thyroxine lndex

(FTl) rs conventionally used to achieve lhis measuremsnl.11 12

To ensure lnaximum diagnostic accuracy, th€ linal definilion ol

rhyroio slatus s'rould be d€tetmrned in conjJnction wilh other lhylord

function lests such as TSH, Ftee T4, Total T3, FTI and clinical

evalualion by the physician.

The ARCHITECT rotal Td assay is to be iisod as an aid in the

assessment of thvroid stalus.

I BIOLOGICAL PRINCIPLES OF THE PROCEDURE

Th€ ARCHITECT Total La assay is a two-slep immunoassay lo

delermin€ the pres€nce of thyroxin€ (Tolal T4) In human serum ano

plasma using CIVIA lechnology with flsxible assay protocols' refefied

lo as chemillex,

1, Samlle and antl-T4 coaled pa.emagne c miclopart cles are

combined. Bound T! is removed {rom lh€ binding sites on

thyroxine binding globulh, prealb!min and albumin. The T,{

pr€sent n the sample brnds lo the an -T,r coateo mrctopanrcles

2. Afler washing, T3 acrldlniumJabelsd coniugate is added lo

create a reaclion mixlurs

3, Following anothet wash cycle, Pre'Trigger and Trigger Solut ons

are added lo lhe reacllon mlxlule.

4. 'the resulling chemlluminescsnl reaction js measurod as relatve

light units (Rus). Thete ls an inverse relationship betw€en lhe

amounl of Total T! in th€ sample and lhe RLUS detocted by the

ARcHITEGT isystem oPucs

For additional lnformalion on systsm and essay lechnology' Ielsr io

the AFIoHITECT syslern operations Manual' Seclion 3

I REAGENTS

Kit Contehts
AFtcHITEcT Total Tn 7K66

NOTE: Some kit sizes are nol available in all countries or lor use on

all AFICHrECT isysLems Please contacl your local dislribulor'

@ 7K66-27 7K56-32

2000

F cno;iflclEs-l 1 x 6.6 mL

-roxJuo^T;-l 1x5.9mL

@ mtira lsheep) coaled Micropartlcl6s in TRls bufler

with sh€op lgG slabilizers, Minimum concenlralion: 0 05"10 solds

Preservallve: Sodiurn Azide.

li6il[orGI1" 36d6;niurn-labeled conjugato in MEs bufiet with Nacl

and Triton X-100 siabrllzers Minimum concenlration: 0.2 ng/mL

P'F.Fru:l'vc PrdClin.

Other Reagents

FRernrojrloc:noclnio [lArcHtTEcT pre.T gger solu on containing

1.32% {w/v) hydrogen Peroxide

liiroEisorun-oTl ffi gH[EcT Trigger solulion conlaining 0.35 N

sodium hydroxide.

lrnen suFFERl Al6H11gCT Wash Bufler conlaining phosphale

buflered saline sobtion. Preservatives: anlimicrobial agenls

NOTE: Eottle and volume varios bas€d on ordel

500

1r270mL 4 x 27.O mL

1 x 26.3 mL 4 x 26.3 mL



Warnings and Prccautions
.@
. For /n Yllo Diagnosltc tlse

Salety Precautlons

CAUTION: This product requires lhe handling of human sp€cimens'

11 is r€commended that all human-sourced maleials be considoled

Dolentiallv ihfectious and handled in accodanco with the OSHA

Standard on Bloodborne Palhogens. Biosafety Level 2 or other

appropiate bjosafety practices should be used for materials that
13n6

Satety Data Shesls are availablo al www abbotldiagnoslics com or

contact your local repfes€ntaNe,

For a dslailed discusslon ol safely precautions during syslam

oFeratlon, reler to the AFCHnECT Syst6m Operations Manual

Seclion 8.

R€agent Handllng

. Do not use reagenl kils beyond the expiralion dele

. Do not pool reagents wllhln a klt or betwe€n klt6.

. Before loading the reagont kll on the system lor the frrst time, lhe

micropatlicle bottle requires m x ng to rosuspend micrcpalticles

lhat may have setlted durlng shipment, For micropaficle mixing

instruclions, reler to lhe PROCEDIJRE, As6ay Procedure secron

oi this package insert.
. septums MusT be used to prevent reagent evaPoratlon ar|d

contamlnallon snd to en6ure reagenl Integrlty. RellEblllty ol
assay results cannot be guaranteed It septums ale not used

accordlng to ihe lnstructions ln thls package lnsert.

. To avoid contaminalion, wear clean gloves when placrng a

seplum on an uncapped reagsnt bottle
. Once a seplum has been plac€d on an opsn reagenl oonle

do not invert the bottle as this will rosult ln rsag€nt l€akage

and may compromise assay resulls.

. ov€r lim€, r€sidual liquids may dry 0n lhs seplum sunac€.

These are typically dried salts and hav€ no ellecl on assay

efficacY

For a detailed discusslon of handling precautions durlng syslem

oporation, refer lo lhe AFICHITECT Syslom Operalions Manual,

S€cion 7

Reagent Storage
When storod and handled as dirocted r€ag€nts are stablo unlil lhs

oxpkaton dale.

Storage Maxihum Additionalslorago
remporarure storass I!44I9!4g!9!a-

Unopened/ 2-8'C
Opened'

unt IVay be used immediately

expiration after temoval kom 2.8 c
dale slorage,

'REagenls may be stor€d on or off tbe ARCHIECT lsyslem ll
reagenis are removed flom the systsm' store lhem at 2_8'C (w th

seplums and replacem€nl caps) in an upright posilion. For leagents

stored ott the system, it is r€commended thal th€y be storod in

theh original trays and boxes lo ensur€ lhey remain uprighl ll the

mlcroDartlcle bottle does not remain uprlght (with a septurn

Installod) whlle In relrlgeraled storage oll the syslem, lhc reagent

klt must be discarded. For infotmation 01 unloadr.|g teagenls refer

to rh6 AFTCHITECT Systom Operations Manual, Section 5

lndlcations ol Reagent Deterloratlon
When a control valu€ is out of the specifled range. lt may indicate

delerioration of the reagenls or errors ln lechnique. Assocjaled lesl

results are invalid, and sarnples must be ret€slBd Assay recalibration

may be necessaly, For troubleshooling infomalion' Ie'er l0 lhe

AFCHrTECT System Op€rations Manual, Section 10

T INSTRUMENT PFOCEDURE
The AFCHITECT Tolal Ta assay file must be inslallsd on lhs

AFCHmCT isystem lrom an AFCHITECT isystem Assay CD_BOIV

pno. to perlorming the assay.

For detai)ed infomation on assay lile installalion and vi6wrng

and edlllng assay parathetsrs, refer to the AIICHITECT Syslem

Operations Manual, Seclion 2

For intormatlon on prlndng assay param€l6rs, rel€r 10 the

AF|CHrTECT System Opera ons [,lanual, Ssclion 5

For a detall€d descrlptlon of system procsdures' reler to lhe

ARCHrrECT System Operations i\Ianual.

Alternate Fesult Units
Edit assay parametar'Resuk concenlration units" to selecl an

alternate unrl.

Converslon lormula:

(Concenlralion in Oefault result unit) x (Conversion lacloo -
(Concenlratron in Allelnate resuh unil)

Defauh result unil Converslon tactor

pg/dL 12 87 nmol/L

For informalion on lracking

onboard tim9, aetel lo
fie ARCHITECT Syslem

Op€rations lranual,
Seclion 5

contain or are suspected of containlng infectious

The following warnings and precautions apply to: lfllcRollqlllEq

Contains sodlum azide.

EUHO32 conlact wllh aclds liberales very toxlc gas

P501 D spose ol conlenls / container in

accordance with local regulations.

The following warnings and precautions apply rc,liifii@

o
WARNING conlains m€thvlisothia2olones.

H317 Mav cause an allergic skln reaclion.

P261 Avord brearhing misl / vapors / sptay.

P272 conlamlnaled work clothing should not be

allowod oul of Ihe workplaco.

P280 W€ar prolectiv€ gloves / prolgclive

clothinq / €ye prctection.

Response
P302+P352 lF ON SKIN: Wash with plenty of waler.

P333+P313 f skin irritation of rash occurs: Get

rnedical advice / attontion.

P362+P364 fake olf contaminaled clothing and wash

Dlsposal

P50l Dispose of contenls / comain€r in

accordanco with local rsgulalions.



HUman sorum

T SPEGIMEN COLLECTION AND PFEPARATION
FOR ANALYSIS

Specimen Types
validaled specimen lypes lo be Llsed with this assay:

Specinen Types Collectlon Tubes

I PROCEDUFE

Materlals Provlded
7K66 ARcHfEcT Total T4 Feagenl Kil

Materlals Bequlred blt not Provlded
AFCHrTECT TotalTl Assay file obtained trom the AFICHITECT

isystem o-Assay CD-ROM found on www.abbolldiagnoslrcs coin.

7K6S02 ARCHITECI Total Tl Calibralors

7K66-12 ARCHrECT Total Ta Conkols

ARCHrECI Ple-Trigger Solulion

AHCHITECT Triggdr Soh.rlion

ARCHITEGT Wash Buffet

ARCHITECT Reaction Vessels

Serum

Serum ssparalor tubes_
Human Plasma

. Oth6r specimen collsction tube lypes have nol been validated

wilh lhls assay.
. The instrumenl doos not proMde the capability to verify specimsn

type. lt is th€ responsibillty of lhe op€rator to verify lhal lhe
corr€ct specim6n types arg used in lh€ assay,

. whan serial specimens are belng evalJaled, lh€ same type ol

sp€crmen should be used tnroughout the study.

Speolmen Conditions
. Do nor use specimens with lhe following condilionsl

. heal-inactivated
. To prsvenl cross contamination. use of disposable pipeltes or

Dioette tios is recomm€ndod.
. For optlmal results, serum and plasha spaclmens should be

lree of tlbllh. red blood cells or other pa lculate matler.
. Ehsure that complete clot t(Ymatlon In serum speclmens

has taken place p or to centrlfugatlon. Some sPecimens,
especlally those lrom pallents recelvlng anllcoagulant or
thrombolytlc therapy may exhlblt Increased clottlng tlne' ll
the speclmen is centrlluged before a complete clot forms, the
presence oftlbrln may cause crroneous results,

Preparatlon tor Analysls
. Fotlow lhe tube manufacturer's processing instructions lor

sp6clm€n collection tubes.
. I\rix thawed specimens tho.oughly by low speed vorlexing or by

inve ing 1o llmes. VLsually inspect the sp€clmens, lf lay€ring or

slraiifrcauon is observsd, con{inu€ mixing unlil specimens ar€

visibly homog€neous.
. To ensutg consistsncy in lesults, centrifugo specim€ns beiore

lestiog il
. lhey contaln fibrin, red blood cells, or olher particulale

ma(et or
. lhey were irozan and lhawed,

. lnsoecl all sDecimens lor bubbles. Remove bubbles with an

appllcator slick b€fore analysis. lJse a now applicalor stick tor

each sDecim0n 10 orevent cross conlalnination.

Specimeh Storage

Speclmen Type Storage TempeElure Maximum Storage lime

Serum/Plasma 2-B C < 6 days

lf lesting willbe delayed more than 24 hogrs, remove serum or

plasma kom tho clot, serum separator or red blood cells.

lf lesting will be delayed more than 5 days, specim€ns should be

frozen al lo'C or colder.

Specimens stored lrozen at -lo'C or colder for 6 days showed no

oertormance dif f erence.

Avoid muhiple keeze/lhaw cycles.

Specimen Shipplng
. Package and label specimens in compliance wilh applicable

state, federa!, and intehetional regulations covering lho lransporl
of clinical specimgns and inf€ctio!s substances,

. Do not exc€€d the storaoe limitalions lrsted abov€.

. ARCHrECT Samplo Cups

. AFICHITECT SEPTUM

. ARCHrTECT R€placement CaPs

. Plpattes or pip€lte llps (opllonat) lo delv€r the volum€s specified

on the palienl or control ord6r scre6n.

For in{ormatlon on malettals requksd for majntenance procedures

refer lo the ARCHITECT Syst€m Operations Manual Seclion I
Assay Procedure
. Before loading lhe reag€nt kil on the syslem for lhe lirst

time, the m croparticle bottle requkes mixing lo resuspend

micrcparticles thal may have settled during shlprnent. Atter the

first time the micropa icles have been loaded, no funhel mixing

is requir€d,
. Inven lhe mlcropattlcle bottle 30 tlmes.
. Visually inspect the bottle to ensul€ microparlicles are

resuspended, ll micropanrcles are st ll adhered lo the bollle

continue lo invo lhe boltle unlil the microparticles have

be€n completelY resusPended

. It the mlcropartlcles do not resusPend, DO NOT t SE.

Contact your local Abbott rcpresentatlve.
. Ooce lhe micropa iclos have b€€n resusp6n09d, place a

septum on the bolllo For instructions about placing seplurns

on botttes, reler 10 the Reagent Handllng sBcllon ol thls

package ins6r|
. Load lhe reagent kit on the ARCHTEoT isyslem.

. Verify thal all n8cessary reagents are presenl.

. Ensure lhat seplums are presgnl on all reagenl botlles
. order tesls.

. For informalion on ordeing pati€nl sp€cimens and

conlrols and lor general operaling procedules' r6fer lo the

AFCHIEoT syslem operalions Manual, seclion 5
. Minimum sample cup volume is calculated by the system

and prlnled on lhe Orderlist report To minimize Ihe 6ttecls of

evapotatlon, ve fy adequale sample cup volume is presenl pnor

to running lhe lesl.

lvlaximum number ol r€plicatas sampled trom lhe samB sample

cup:10
. priority:

sampl€ \,!lume tor llrst lesll

Sample volum€ fol each addilional lest from same sample

cup:
. 3 3 hours on boald:

Samplo volume for titst teslr 150 uL

Sample volumo lol each addilional tesl kom same sarnple

cup:2
. > 3 horirs on boardt Additional sample volurne is tequlred.

Refer lo the ARCHITECT System Op€rations Manual, Seclion
5lor inlormalon on sample evaporation and volumes.

. ll uslng primary or aliquol tubes, use lhe sampl€ gauge l0

Sodium h€parin

Lithrum hoparin

Lilhium haparin plasfia sepaaalor

tubes

Potassium EDTA

ensure suflicrenl oalient specimon rs



. Order calibratlon, if n€cessary,
. For inlormalron on ordering calibralions, refer to the

ARCHITECT System Op€ralions fulanual, Section 6

. Prepars AFcHftECT Total T. calibralors and Controls

. Mir calibralo(s) and controls by gentlo invercion befor€ uso.

. Hold bottles vofilcally and dispens€ recommendod volumes

into each respeciive sample cup.
. B€commended volumes:

lor oach calibrator: 4 drops

for each conlrol: 4 drops

. Load samples,
. For lnformaion on loading samples, reler lo lhs AFCHITECT

Syslem Operaliohs lvanual, Section 5.

. Press RIJN.

. For oplimal p€rtormanc€, il i6 importanl to portorm roulln€

maint€nanc€ as d€scrlbod in th€ ARCHITEGT slslem operations
Manual, Sectlon L Perform malntonance lnors fr€quenlly when

required by laboratory procedures.

Specimen Dilutlon Procedures
Specim€ns with a Total Tt value excesdlhg 24.00 pg/dl are flagged

with rh€ cod6 ">24.00" and may bo dlluted u6ing the ManualDilullon

Manual Dllutlon Procedure

sugg€st€d d lu{oni 1r2

It is recornmendgd that dilutions not excood 1:2.

1. Add 75 pL ot the palient specimen to 75 pL ot ARCHTECT Tolal

Ta calibralor A.

To avoid conlamiBation of calibrator A, dispense several drops ol

callbrator A ihto a clean t€st lubo prior lo pipetting.

2. Th€ oporalor must enter lha dilution taclor (2) in tha patisnt or

conlrol order scr€6n. Th€ system willuse this dilution laclor to

auiomatically calculale the concentratlon oi lhe sample before

d lurion. This will be rhe reporled result. The dilu{on should

be porformed so lhal the rcporled r€sult reads grsator thao

6.0 !g/dL.
It the op€rator does nol 6nter the dilution iactor, lhe repo od

resull will bo that ol the diluled sample, This result (before

dilulon laclor is applied) should be greater than

For detailed nformation on ordoling dilulions, relgr to the AFCHrECT

Syslem oporations Manual, Sectlon 5.

Calibration
. Tesl Calibralors A - F in duplicat€, The calibralors should be

priority loaded.

A single replicate of each control level musl be lested to

evaluale lhe assay calibration, Ensure |hat assay conirol vaues

are within the ranges specjfied in the respective conttol package

inserl.

calbrarion Bangei 0,0 - 24.0 !g/dL.
once an AFICHITECT Toral Tt calibralron is acc€pt-ad and stored,

all subsequ€nt samples may be test€d without furth€r calibralion

unlessi
. A reagent kit with a new lot number as used or

. controls aro out ot range,

For delailed in{ormation on how to per{orm an assay calibraton,
r€ler to the ARCHITECT Syslem Oporations Manual, S6ction 6

Ouality Cordrol Procedutes
The r€commended control rsqulrem€nt for the AFICHITECT Tolal T.

assay ls lhal a slngle r€plicale of each conlrol level b€ losted onc€

evsry 24 hours each day of us€, lf th€ quallly conlrol procedures In

your laboralory r6quire more frequent use ol controls to vsrily tesl

r6sulls, lollow your laborFlory'spocif ic proc€duros

Ensure that assay conlrolvalues aro wthin lhe concenlration ranges

specifi€d in the confol pacl(age inserl

verlllcatlon ol Assay ClElms

For protocols to verily packag€ insert claims, ral6r lo lhe ARCHITECT

Sysl€m Opetatlons Manual, Appendix B.

The AFTCHITECT Total Ta assay belongs to melhod group 1

I REsuLTs

Calculation
Tho ABCHITECT Total T4 assay utilizss a 4 Parametsr Loglslic

Curv€ flt dala reduction method (4PLC, Y'we€ht€d) to generale a

calibralion curva,

For Information on allernata rosull unils, r€for lo lho INSTHUMENT

PROCEDUBE, Alternate Fesult unlts section of lhis package insert

Messuring lhierval
Measuring inlerval is d€finod as the rango ol values in !g/dl wirich

meets th€ limlls oi accephble pedormance tor both imprecision and

e measuring |nterval for th€ AR al T1 assay is

(Limit ol Quanlilation - LoO) lo

Flags
Som6 results may conlain inlormaiion in lhe Flags field. For a

desciplion of th€ {lags that may appear in lhis lield, refer io the

AFCH[EcT System operations Manual, Seclion 5

T LIMITATIoNS OF THE PROCEDUFE
. For dragnostrc purposes, resuhs should be used In conluncnon

with olh€r datai e.9,, symploms, resulls ot olher thyroid lesls'

clinical imoressions. etc.
. lf the Tolal T4 results are inconsislenl w1h cllnical evidence'

addrtional lesting is suggested to contirm lhe resull

. Por{ormance of lhis tesl has nol b€en esiabllshed wilh noonalal

sp6ctmens.

I EXPECTED VALUES
A normal range of 4.87 !g/dL Io 11.72 !g/dL (cenltal 95% inlerval)

was obtain€d by testing sorum specimens from 437 individuals

detefinined as normal by ATSYIV Ultrasensilive hTSH ll and AISYM

Free T. assays. ll is recommended lhat each laboralory gstablish rls

own normal rang€, which may be uniqu€ lo th€ population il s€rves

dopending upon geographical, patlenl, dielary, or envkonmenlal

Iaclors,

I SPECIFIC PERFORMANCE CHARACTEHISTICS

Preclsion
The AFCHITECT Total Ta assay is d€signsd to have a procrsion

of < 10% {totalcV) for concenlrations in lho range of lhe lcw

control (4.2 pg/dL), medium conlrol (24 pg/dl), and high conlrcl
(14.6 pg/dL). A study basod on guidanco lrom Clinrcel and

Laboratory Standards Inslitute (CLSI, fomerly NCCLS) docomenl

EP5-A1? was penormsd lor lhe AFICHITECT Tolal T4 assay A lhree

m€mber prccessed human s€rum based panel was assayed' uslng

two lols ol rcagents, in replicates of lwo a1 two separale lrmes

per day tor 20 testing days. Data tron thls study are shown in lhe

lollowing tabl€."

"c

:



wsan cono. 

-UqIi!!
Tot l lnterference

Th€ AFCHITECT Total T. as6ay is dosignsd to have a mean polentlal

int€deronco lrom hsmoglobin, bilirubin, lriglycerides' and proleln ol

< 1O% at the lev€ls indioated b€low as confirmed by a sludy based

on guidance lrom CLSI doconsnt EP7-A ts

Hamoglobin S500 mo/dL

1 80 4.20 0155 37 0188 45

1 80 4.32 0.176 4.1 0196 4 5

2 8A A.45 0133 3.0 0157 3I
2 80 4.30 0.136 3 2 0.151 3.5

2

2

2

2

1 80 7.46 0.251 34 0300 4.0

2 SA 7.s2 0210 2S A224 3l

1 80 ?.3s 0 222 3.0 0 268 3 6

2 80 7.90 0.234 3 0 0 301 3 8

1

2

l
2

Bilirubin

Triolycsridos

Rogossmn

Passing.Bablok Unear

=2a 
ngdL

s3000mq/dL
- 4.5 and I 12 g/dL

' Represenlallve dala; resulls In Indivldlal laboratorles may vary from

lh€s€ dala.

RGGovery
Th6 ARCHITECT TotalT4 assay is dsslgn€d to hav€ a mean lecovery

ot 1oo r 10% when analyzing samplos splked wllh known amo!nls

of Ta.

T4 was added to fiv€ normal human serum samples. The

concenlEtion of Total Td was determrned using the AFCHITECT Tolal

T{ assay and the resulting percent recov€ry was calculat€d '

AoouEcY bY Corelation
The ARCHITECT Total T, assay is doslgnod to have a slope of 100

l 0,20 and a correlalion coetllcienl (0 ol > 0 90 wfor compared to

ths AxsYlvl Total T4 assay.

A study was pe'{otm€d $/hele specimens were lested using

MCHITECT TolatT. asFay and AXSYM Total T4 a Data trom

this study w€re analy2ed using least squares and ng Bablok'?o

regr€ssion melhods and aro summarizad in lhe followlng table '

Coofliohnl

1

2

l
2

r so 14.87 0.696 6.0 1.084 7 3

1 80 1494 0,521 3.5 0555 44

2 80 16.22 0.616 3.6 0 738 4 5

2 80 15.13 0.595 3.S !.703 4.6

.0.20656 0.97

smple {nddll {iiq/dt) (I/1!} %ue!gv:8tv'

71n 1.20 1825 1127

8.487 98.9

8.631 8E.2

7 S11 95.S

10.015 1223

ln this evalualion, serum specimens tested rangad trom 103 t0

20,55 !g/dL with the ARCHITECT Tolal Td assay and lrom 1 12 10

22.46 Ug/dL with the AXSYM Tolal T! assay

'Beplesenlative datal variables such 6s ditferences In sampl'ng

size and sample population may impact the corr€lalion of the assayi

therofore, resulls in individual laboEtories may vary flom th6se data

" A lin€ar regression melhod wth no special assumpllons regard ng

the distribr.ilro; ol the samples and fie reasuremenl ertors 20
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Endos€nousTr
ConornEaltoh

obso ed

Tr Md.d Conc8nllallon

7.301 1.20

7.574 1.20

6 760

8.547

1.20

1.20

,iean Recovery 103.6%

observed TotalT4 Conc. (ps/dL)- Endogenous

Toral T{ Cono. (Ug/dL)

Ia Added ($/dL)

Representalive data; results in individual laboralories may vary lrom

lhese dala.

9ensitivity
The ARCHITECT Total T4 assay is designed lo have a Limit ol

Ouantilation {LoO) ot < 3.0 Lig/dL. Tho LoO is defined as the lowes(

concenvation at whtch analyle in a samplo can b€ accuraloly
quanlitated wlth precision of < 100/0 CV

A stridy was pedormed based on guidancs llom lho cLSl document

EP17-A21s wlth four zero-level samples and I sampl€s with Ta

concenlrations ranglng from 2.0 to 3.5 Ug/dL. The samples w€re

rested in at least 5 separate runs ovel a minimum ol 3 days using 2

reagenl lots and 6 instruments.In this study the Limit of Blank (LoB)

was O.7O !g/dl, Limit of Oetection (LoD) was 0 91 !g/dl and LoO

was 2.0 Ug/dL.'
' Represenlalive data; resulls in Indivldual laboratorles may vary from

these dala.

Analytical SpecillcitY
The ARCHIrECT Total T4 assay is deslgnod to have a mean

analfical spec,ficily ol < 3.2q0 crcss reaclivity wlh triodothyronine
(T3) at a concentration of 100 !g/dl ln a sample containjng

approximal€ly 3 pg/dl of TotalT. as confkmed by a sludy based on

ouidancs trom CLSI document EP7-A.re

-x 100

Abbott AFCHITECT Tot6l T4 vs. AbboI axsYM Total T4
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consull inslruclions lor use

Sutfici€nt tor

T€mperature lrmilatron

Use by/Exprration dele

Conjugate

contains sodium Arido, contact
wilh acids liberat€s vefy toxic
gas,

Conlrol Number

Di$rlbured in the usA by

lnformation needed for United

Stales ot America only

/r Yttro Diagnoslic Msdical

Lol Numbsr

l/icroparlicl€s

Pre-Triqger Solulion

Producl ot lreland

Heaclion Vessels

Fleagenr Lot

Lisl Number

Fleplacement Caps

Sampl€ Cups

S€plum

Serial number

Trigggr Solulion

warning: May cause an allorgic

reaction.

Wash Buffer
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INTENDED USE
The ARCHITECT Tolal T. Callbralors aro for lhe calibration of lho
ARCHITECT isyslgm whon usad lor th€ quantitalivB d€l€rmlnation
of thy.oxine (TotalTl) in human serum and plasma, Rofor 10 lhe
AFICHITECT assay-speciflc reagsnt package inse( for additional

lnformalion,

CONTENTS
6 Bottles 14 mL oach) of AIToHITECT Total T4 calibralors, Calibtators
A - F Dreoared in human seruft. Preservatve: Sodium Azide

The caiibrators yield th€ following concentralions:

Total T Concenttatlon

lcr.fn
F-Lla]

{4ifc;l
-c rTp-l

EfiTiI
trA-ifFl

0.0 0.0

STANDARDIZATION

The calibrators are matched lo an Abbott internal roference slandard

This internal r€lorence standard is manufaclured by graMmavic

mglhods rising IJSP reference L.Thyroxne.

PRECAUTIONS
. h' ox-LYl

.@

. For ,r) l4lro Diagnostic Use

,/l\/t\. lj---\ cAtrtloN: Tnis producl conlains human-sourc€d and/

or polenlially infectious cohponents. Fteler to the CONTENTS

sectjon of thrs package insen, No known 16sl melhod can

ofl6r comDlete assuEnce lhal oroducts derived lrom human

sourcas or inactivated lnicroorganisms will not transinil intection.

Therslore, all huhan-sourc€d matarials should bs considered
potontially infeclious, lt is rscommend€d that lhese aoagenls and

human speclmehs be handled in accordancs wlth the osHA
Slandard on Eloodborn€ Pathogens. Biosafsly L€vel 2 or olhea

appropriate biosalely pracllces should be used lor malerials lhal
conlain or are suspecled of conlaihlng inlectious agents.ra

. The human s€rum used in the ARCHITECT Total T. calibrators
is nonrsaclive lor HBsAg, HIV-I RNA or HIV-r Ag, anli-HCV and

anri-HlVl /HlV-2.

Sat€ty Dala sh6€1s are available at w\rw abbottdiagnostics com or

contact your local reproSentativ€.

For a d€lailed dlscussion of saf€ty precaulions during sysl€m

ope.ation, rel€r lo the AFCHITECT Syst€m Opslations Manual,

Section L

STORAGE
. Calibrators are stabb until lhe expiration dale when slored and

handled as dkecled,
. Do not us€ pas,t expiralion dale,

8'C

PREPARA1ION FOR USE
. The callb€lors may be used immedralely aller removal lrom

2-8'C slorage, Prior to €ach use mix by genlle inversion. Afl6t

€ach use, tightly close the caps and return th€ calibfators lo

2-8'C slorage.

BIBLIOGRAPHY
US Dopanm€nl ol Labot, Occupalional Safery and H6allh

Adminislralion, 29 CFF Part 1910 1030, Bloodborno palhogens.

US Deoartment ol Haallh and Human Services E,bsalelyi,
Mictobiologbal and Biomedical Labotatorles. slh ed Washinglon, Dc:

US Govsrnmont P.inllng Offics; Dscsmbo. 2009.

Worfd Health Oruanization. Laboralory Biosafely Manual Std ed.

Gens\|a: World Hoalth Organization; 2004

clinical and LaboEtory standards Inslatut€ (cLSl). Proleclton

ol Labomtory Wftari Frcm Occupalionally Acquircd lnfoclions;

Apptoved Guideline-Founh Fd,lior' CLSI Documsnt M29-A4 Wayn€,

PA: CLSI| 2014.

3.0

6.0

12.0

18.0

24.0

38.6

77.2

154.4

231.7

308,9

Ihe follownq warninqs and pr€cautions apply to: F[fil - lolrn
Contains sod|Um azide.

EUH032 Contact with acids lib€rales very toxic gas

P501 Dispose of contents / container in
accordanc€ wlh locat requlations.
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Consult instructlons for use
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Packago insort insvuctions must be carsfully lollow€d Bsliabilily of

assay resulls cannot be guaranteed lf there ar€ any devlatlons lrom

the inslflrctions In this package Insert.

T NAME
ARCHIECT AnII.TPO

I INTENDED USE
ARCHmECT Anti-TPO ls a Ch€mlluminoscent [,4ic.oparticle

lmmunoassay (CMIA) for the quanlltalive determination of the lgc
class ol hyrold peroxldas€ autoantlbodles (antl-TPO) In human

serum and plasma on lha AFICHITECT isystem. Th€ ARCHITECT

Anti-TPO assay is inlended tor use as an aid in the diagnosis of

rhyroid dlsease,

I SUMMARY AND EXPLANATION OF THE TEST

lt was first demonslraled by Trotter €l al. In 1957r and subsequently

by Roitl and Doniach in 19582 lhal many palients with Hashimolo's

thyro drtis had detectable autoantibodi€s in lheir blood dirocled at a

thyroid entigen distinct from ihyroglobulin. This antigen wa6 termed

lhyroid micrcsomal and it has sinco bsen demonstrated lhal mosl

if not all anti.thwoid mrctosomal autoantibodies recognize thyroid

Deroxroase I I FUJ.-

TPO is a rnemblane.bound glycoprotein enzyme wilh an apploximate

mass ol 107kD. The,i4 r4-9o funclon is the iodinafion of lyrosine in the

synlhesis ot Ts and Ta.a Autoimmune reactivily to TPO is believed

to be polyclonal and heterogeneous in naturc with a minimum

of six anligenic detetminants being recognized, comprising both

conformational and linear epitopes.s 6 ln addition, the proportion

of each immunoglobulin class (G or ['l) or slibclass (G1 - G4)

as well as their aiflnity varies widely lrom pati€nt to patjenl.T 3

Unlike auloanlibodies lo thyrcglobulin (anli-Tg), auloanlibodles to

TPo fir comolemont,g are potentially deleterious ard may hav6 a

pathogenic role in (desiruclive) auloimmune lhyroid disoase.lo' r1

Anli-TPO anlibodies are fDund often in conjunctron with anli'Tg in

the maionty of cases of Hashimoto's lhyroiditis, Primary Mlt€dema'
and Graves' disease. The relationshlp ol autolmmuno lhyroid disease

to pregnancy has been lhe subiect ot considerabl€ inleresl with

lhe recognilron ol the poslpartum thyroid drsease syndromes12

AnILTPO anlibodies are demonstrable in mosl cases of postpartum

thyroidrl s and it has been found ftat the presence ol auloantibody

in early pregnancy was associated with a high risk ol asymplomalic
postparlum hypothyroidism, r3i7

h is common lo lind anti-TPO antibooies in lhe absence ol

autoantibodies to thytogtobulin, particularly ln palients with sfiall
goitres and up lo 64% ot cases of autoimmune hypoihyroidism have

b€en rcported lo be associated \,ith anllTPO antibodies alone.18

In addilion, anti.TPO antibodies are lrequently found in patenls wilh

other aLrloimmun€ disoases such as Rheumatoid Arthrilis, Addison's

Disease and Type I Diabetes.ls-21 They are also deloclable at low

levels in up to 20% of asymptomatic individuals,22 paniculatly the

eld6rly23 and more oflen in women lhan in men, although the clinical

slgniticance ol th€se autoanlibodies is unclear.

T BIoLOGICAL PBINCIPLES OF THE PBOCEDURE
The ARCHITECI Anti-TPO assay is a two-slep immLrnoassay lor the

quanlilatve deiermihalion of anti-TPO in hurnan serLlfi and pEsma

using Cl\,41A rechnology with flexible assay prolocols, relerred lo as

Chemitlex,

1. sample, assay ditu€nl, and TPo coated paramagnelic

mlcroparticles ar€ combined and incubaled The antl'TPO

present in lhe sample blnds to th€ TPO coated micropanlcles

2. Aner washing, anli-human lgG acridinium-labeled coniu€ale is

added lo creat€ a r6aclon mlxrure

3, Fotlowlng anolher incubation and wash' Pro'Trigget and Triggor

Solutlons are added lo tho reac on mixlure

4. The r€sulting chemlluminsscent rsactlon is msasured as relalve

light units (RUJS). The€ is a direct relationship belween lhe

amounl ol anti-TPO in the sample and the BLLis detected by lne

ARCHITECT isYstsm optics

For additional inlormatioh on system and assay t€chnology' reler lo

the AFICHITECT syslem operations lilanual' Seclion 3

I neaceltrs
Kit Contents
ARCHITECT ANI|-TPO 2K47

NOTE: Som€ kit sizes are nol available ifl all counl es or ior use on

all AFTCHITEGT isyslems, Please contacl your local dislributor'

2K47-25 2K47-20@

I M-rciopAFrtct?n

lcoi.,udn
I rssaY o'ruErrt

@ rnyroio peroxidase (recomblnan0 coated

microparticles in MES bult€r with protein (bovine) stabiliz€r'

lrinim!m concentrationl 0.10 % solids. Preservative: antimicroblal

agenls.

@ mti-human lgG (mouse, monoclonal) acridinium-labeled

conjugats in MES bufler wilh protein (bovine) slabilizet. Minimum

concenlation: gO.0 nglmL Preservative: antimicrobial agents.

@ A""av o lrenl in I,|Es bufler. Preseruative:

Other Reagents

FFEritoo.i.or-tmoil ARCHfTECT Pre.Trigger Sotution conlaining

1.320lo (w/v) hyd.ogen Peotrde

lirrFc:t:rffil416gp6CT Trigger Sotu1on containing 0.35 N

sodium hydroxide.

lrusn iurriil ag6g11E51 wash Butfer conlaining phosphate

butlered saline solulion, Presorvalives: anllrnicrobial ag€nls.

Warnings and PrecEutions
.@
. For /n Yilro Diagnoslic Use

Salely Ptecautlons

CAUTION; This producl requires the handllng ot human specimens

It is recomm€nded thal all human-sourced materials be consldefed

oot€ntiallv inloclious and handled in accordancB wilh

Stendard on Bloodborne Pathogens. Biosafety

appropriate biosafety placlces should be ussd

1x6.6mL

1x5.9mL 4r59mL

1x10.0m1 4x100mL

4r6.6mL

I ti
contain or are suspGcted of containing



Reagent Storage
When stored and handled as direclsd, reagents ar€ slable unlil the

expkation date.

Stor3ge AddltlonalStoruga

unopened/ 2-8'C
Opened'

UntLl May be usod tmmeolale

expiration afi6r removal lrom 2-8 C

dale s(orage.

Salety Data sh€€ls aro available at www.abbottdiagnosllcs.com or

conlacl your local r€presentalive.

For a delailed discussion of sabty precautions doring syslem

operation, refer lo the ABCHTTECT System Operations Manual,

Seclion 8.

Feagent Handllng

. Do not use reagenl kits beyond lhe expiraton dale

. Do not pool reagents wlthln a klt or belween klls.

. BefDre loading lhs roagenl kil on the sysl€m lor th9 lirst lrmo, the

micrcpatlicle boltle requires mixing to resuspond microparllcles

lhal may hav€ seflled during shipmenl. For mictoparlicle mixing

Instruclions, refer to lhe PROCEDURE, Assay Procedure sec{on

ol this package insert.
. Septums MUST be used to prevent reagcnt evapohtlon and

contamlnallon and to ensure reag6nt Integrlty. Fellablllly of

assay results canhot be guaranteed lf septums are not used

accordlng to the Insvucllons In thls package Insert.

. To avold contamlnatlon, wear clean glov6s when placlng a

septum on an uncspped reagent botlle.
. Once a septum nas been placed on an open reagenl bonle'

do not invcrt lhe bottle as this will resull in reag€nt leaKage

and may colnpromise assay resulls,

. Over lirne, residual liquids may dry on the saptum surface

These are typically dried salls and have no effect on assay

efficacy.

For a delsiled discussion of handling precaulions during sysl€m

operation, relef lo lhe ARCHITECT System Operalions l/anual,

Section Z

lemperalure

' Reagents may be stored on or oll ths AFTCHITECT isystem ll

r6agent6 ar€ removed lrDm the system' store them al 2'8'C (wilh

ssplums and raplacem€Dl caps) in an upright posilion For roagenls

stored otf lhe syslem, il is recommended that lhey be stored In

theh original trays and boxes to ensure th€y remain upright It the

mlcropartlcls bottle do6s Dot remaln uprlght (with : sePtum

lnstalled) whlle In relrlgcrated stoidge ollthe system, the reagent

klt must be dlscarded. For 'nlornal on or Lnloaoi,]q reage'ls erer

to th€ ARCHITECT Systsm Op€rations Manual' Seclion 5

Afler reag€nts are removed from the system, ons musl iniliate a scan

lo updals lhe onboard slability lim6r

Indlcations ot Reagent Deterioration
When a conlrolvalue is oul ol the speciliod range' n may indrcale

deterioration ol lhe reagenls or errofs in lechn que. Associated lesl

result6 are invalid, and samples musl be retesled Assay recalibtation

may be necessary. For iloubleshooting inlormalion' tefor to the

AFCHrECT System Opelations l\,{anual. Seclion 10.

I INSTBUMENT PROCEDUFE
The ARCHrEGT Anti-TPo assay tile must be in$alled on lhe

ARCHrECT isystem prlor to perlolming the assay. For delailed

iniorma{on on assay lile inslallalion and viewing and ediling assay

Daramel€rs, reler lo the AFTCHITECT System Operalions Manual,

Seclion 2.

For inlormalion on printing assay parameters, refer lo lhe ARCHITECT

Syst€m Opelalions Manual, S€ction 5

For a detajled description of system ploc€dures' roler to the

AFCHrrECT System Opelations N/lanual

The detault result unit for the ABCHITECT Anli'TPO assay is llJ/mL

I SPECIMEN COLLECTION AND PREPAHATION
FOR ANALYSIS

specimen Types
V€rifi€d specimsn types to b€ usod wilh this assay:

Collectlon Tubes

cl!ss Plastic

No addiive serum separalol
(uncoatad) lubes

Lithium heparin Lithium heparin

For inlormatron on lracktnq

onboard time, refer (o

rhe AFCHITECT Syslem

Operalions l,{anual.

Seclion 5.

Plasma

Plasma separaior Plasma separator

lubos with lilhium lubes with lilhium

heparin hepain

EDTA Sodlum heparan

EDTA

. Olher specimen collection tube typss have not been lesled with

lhrs assay,
. when sorial spocimens ar€ being evalualed' the

specim6n should be used lhroughoul the

. Performance has nol b€en eslablished lDr

specimens or lhe use of body fluids

plasma.

Fl r.i

Serum separalol

''1..

,u;

i,i



. The instrumeni do€s not provde the capability lo venly specimen Materials Requiled bul not Provided

lype. lt is lhe responsibility of rhe operator to verity that the ' AFoHIECT Anti-TPo Assay iil€ obtained irom lhe ARoHITECT

correct specimen types are used in lhe assay. isyst€m e-Assay CDROM lound on www.abbottdiagnosiics.com

SDeclmen Condltlons
. Do not use sp€cimens with the following condilions:

. heal-inaclivated

. obvrous microbial contaminatlon

. For accurate tesllts. serum and plasma speclmens should be

fiee ol Jibrin, red blood cells, and other parllculate mattsr. Serum

spocimens from palients receivlng anticoagulant or thrombolylic

therapy may conlain fibrin due 10 incompl€te clol formation.

. Ensure lhat complete clot lormalion In Serum specimens has

lakEn place prlor to centriflJgation. Some speclmens, especlally

those lrom patients r€celvjog anlicoagulant or thtomboly c

lherapy, may srhibit Increased cloltlng time. l{ the specirnen ls

centrlfuged bolore a compl€le clot forms' the pr€sence of iibrin

may causo erloneous lssults.
. To prevent cross conlaminalion, uso ol disposable plpettes or

pipett€ tips is recomfiended.

Preparalion lor Analysls
. Follow the tubs hanulaclurq's processlno instrucllons lot

specimen collection tubes,
. Patient soecimens wilh a cloudy or turbid appeaEnce musl be

centrifuged prior to testing. Following cehtrilugation, avoid the

lipid layer (if pr6sent) when pipetling the specrmen into a sample

cup or secondary lube,
. Sp€cimens musl b€ mixed THOROUGHLY after thawing by

LOW speed vorlsxing or by gently inverling, and cenlrlfuged
prior lo use lo r€move red blood cells or particulat€ matl€r lo

€nsure consist€ncy in lh€ resulls Mulliple freeze_lhaw cycles ol

sD€cimens should be avoided.

. All samples (patienl specim€ns, contrcls, and calibratols)

shotild be lesLed within 3 hours ot being placed on board the

ARCHIIECT Syslem. Refer to the ARCHITEcT Syslem opefations

l,4anual, Secllon 5, for a more detalled discussion ol onboard

sample stora9€ constralnls
. Inspect all specimens lor bubbles. Bemove bubb'ss with an

applicator slick before analFis. use a new applicalor slick ior

each sp€cimen lo prev€nl cross conlamlnation

serum/Plasma Room temperalure < 8 hours

2-8'C < 72 hours

2K47-01 ABCHITECT Anti-TPo Calibralots

2K4Z10 ARGHITECT Antl-TPo Controls

AFCHITECT Pre-Trigg€r solution

AHcHffEcT Trig ger Solution

AfiCHttEcT Wash Buffer

AFICHITECT Reaction Vossels

AFICHTTECT SamPIo cuPs

AFCHrTECT Septum

ARCHITECT Replac€ment CaPs

Pipett€s or pipelte tips (optional) to d€liver the volurnes sp€cified

on the patient or cohlrol order screen.

For iBformal on on matorials required lor maintenance procodures,

r6ler to fie AFCHITECT Syslem Operallons Manual, ssctlon 9

Assay Procedure
. Before loading the rcagen1 kit on the syslern for lhe iirsl lime rhe

microparticle bottle r€quires mixing lo resuspend micrcpartlcles

that may have setllod during shipm€nt Aller lhe fits! tme the

microparticles have b€en load€d' no lurlher mixing ls required'

. Invert the miqoparticle bottle 30 tlmes.

. Visually inspecl he bode to ensure m'croparrclos are

tesuspended lf microparlicles are still adhered 10 the botue,

continue to inv6 the bottle until the rnicroparticles have

besn comPletely resusPended

. lt the mic{oparticles do not resuspend, DO NOT uSE.

Contacl your local Abbotl represenlatlve.

. Once the micropanicl€s have been rosospended' place a

saplum on lhs botlle For lnsrructions aboul placing seplums

on botles, reJer to the Reagent Handllng section ol lhis

package insefl.
. Load tho roagont kil on tho ARCHITECT isyst€m.

. Verily lhal all necessary reagents are present,

. Ensure thal seplums are presenl on all reagent bott es

. order calrbration, Ll necessary
. For iniormation on ordering calibrations' refer lo the

ABoHITECT System opsrations Manual, Section 6'

. Order tests.
. For informalion on ordeting palienl specimens and

controls and lol ganeral operating prccedules' refer lo !he

ARCHITECT System operations Manual, Seclion 5

. Minimum sample cup volume is calculated by the sys(em and

printed on the Ordorlist repo . Verify adequale sample cup

volume is present pfior lo iJnning lhe lesl

Marimum number of rep|calss sampled lrom lhe same sample

cup:10

Sample volums lor ftrsl testl 75 uL

Sample votume tor gach additional lesl from same sample

cupi 25 t[
. 3 3 hours on board:

Sample volume tof lirsl t€sl: 150 PL

Sample volume for each additional test flom same sample

cup: 25 l.ll
. To minimize lhE eflecls ol evapoBlion' all samples (palient

speclmons, calibrators and conlrols) musl b€ tested wilhin 3

houts of being placed on board lha ARCHITECT iSystem

. lt using primary or aliquol tub€s, use the sample gauge lo

ensure suifrcienl palienl specimen ts presenL

l0'C or colder < 30 days

l{ testing willbe deleyed lor more lhen 8 hollrs, ramove serum or

Dlasma kom tho serum or plasma separator, red blood cslls or clol.

Soecimens Emoved from lhe sepa.ator gel, cells or clot may be

slored up to 72 hours at 2-8'C,

Specimens can be stored up lo 30 days kozen a1 '10'c or colder.

Specimen Shipping
. Package and label sp€cimens in compliance wilh appllcable

state, federal, and inlernalional Iegulations covering lhe tansporl
of clinical sDecimens and inlectious s!bstances.

. l! rs r€commended thal specimens bs removed fiom the clol' red

blood cells, or separalor gel.

. Specimens may be shipped ambient for up lo I hours alter

collecion or ori wel or dry ice lor up lo 72 hours afler collection.

. Do not exceed lhe storage time limitations lisled above

T PROCEDURE

Mate.ials Provided
2K47 ARCHITEGT Anti-TPO Reegent Kil

=

" ;./
;1u,,r rr.l:

Propare AFICHrECT Anti-TPO Calibralots



. AFTCHITECT Anu-TPO Calibrdtors and Controls should be

prepared according to theil r€spoctive package rnsens

. Hold bottlos venlcally and disp€nse recommended volumes

into each respective sample cuP

. Rscommended volumas:

lor each calibralor: 5 drops

lor each conlrol: 5 drops

. Load samples,
. For information on loading samples, reter to the ARCHITECT

Syslom Operatlons Manual, Soction 5

. Press BUN. The system porforms the following funcllons:

. lrov€s th€ sampl€ to tho aspiratlon polnl

. Loads a rBaclion vessel (RVl into th€ process palh

. Aspiralos and translers samplo into lhe RV

. Advances the RV one posltion and transl€rs assay diuent
and hlcropar$clBs into fie FV

. lrix€s, incubatos, and washes th€ rsaction mlxlure

. Adds conjugale to the RV

. Mixes, incubates, and washes the reaclion mlxture.

. Adds pre-triggel and lrigger solutions.

. Measures chemilu.ntnescont €mission lo dslermrn€ lhe
quantitv ol anti-TPo in the sample.

. Aspirales contenls ol RV lo liquid waste and unloads RV to

solid wasle.
. Calculattss the result,

. For additional inlormation on principl€s of op6ration, .efer lo th€

ARCHITECT System Ope.ations Manual, Soction 3.

. For optimal peformance, il is important lo pedorm routin€

maintenance as desciibed in lhe AROHIECT System OpeftItrons

i,{anual, Section L Poriorm mainlenance mole frequenlly when

required by laboralory procedures.

Specimen Dilution Procedures
Sp€cimens wirh an anti-TPO valuo exceeding 1000 00 lu/mL are

iagged with th€ code "> 1000.00" and may b€ diluled using ln€

Automaled Dilullon Prolocol or tho Manual Dilution Procedure.

Automated Dilullon Protocol

The sysle.n performs a l:2 dtlullon ol lhe speclmen and aulomatcally

calculales lh€ conc€ntration of lhe specim€n bsfors dilufion and

reporls lhe resull.

Sp€cimens wth an antLTPO valu€ exceeding 2000.00 llj/lnl are

flagged with rh€ code "> 2000,00" and may be diluled using the

Manual Dilulion Procedure

l/lanual OIlLrtlon Ptocedure

S!ggested dilution: l:20
1. Pior to diluting lhg specimen, dispense approxrmately 10 drops

of ARCHITECT Anli-TPO Calibralor A inlo a cl6an test lube lDr

use in the next slep,

2. Transfer 190 !L ol ARCHmCT Anti-TPO Calibralo/ A from ihe

test lube prgpared in the prior step into anolher clean test lube

and add 10 !L of lhe pati€nt specimen.

3, Tho operator must €ntor the dilution laclor in lho Pallent oI

Conlrol order screen. The system wlll us8 this dllution factot lo

automatically calculate lhe concenlralion of lhs sample before

dilution and reporr lhe result. The result should be > 5 61 lU/mL

before lhe dill.iiion lactor is applied.

For detailed inlormation on ordering dilutions, refer to fie ARCHITECT

System Operations Manual, S€clion 5.

calibration
. Test Calibralo.s A-F in duplicate. The calibrators should be

priorily loaded.

A single sample ol each control level must be tested to evaluale

the assay calibration. Ensure thal assay conlrcl values are wilhln

the ranges specilied in lhe respective control package inserl.

. Calibration Range: 0.00 - 1000.00 lU/mL.

. Once an AFTCHITECT Anli-TPO calibration ls accopted and

storcd, all subsoqueni samples may be testsd withoul tunher

callbration unl€5s:
. A r€agent kit with a new lol number is used oa

. controls are out 0l range.

. For detailed informalion on how 10 p€rlorm an assay calibration'

rsler to lh€ AFtcHITEcT Syst€m operaions lvlahLlal' Secnon 6

Ouality Control Procedures
The recommondod contlol requrreflonl ior ihe ARoHITECT Anli-TPo

assay is that a slngle sarnpls ot 6ach control level be tesled once

ev€ry 24 hours €ach day ol us€. ll the quality conlrolprocedures n

your laboratory requko more fi6qu€nl use ol cootrols lo verify tesl

results, follow your laboralory-specific procedures

The ARCHITECT Anti-TPO Control values musl be wilhin the

accepGble ranges speclfi€d in lhe conlrol package inse lt a contrcl

is out ot its speclfi€d range, the associated test resulls are invalid

and musl be relosted. Fl€callbralion may be indicated

Verlicatlon ot Assay Clalms

For protocols lo verity package insert claims' relet to lhe AacHtfEcT

System Operations Manual, Appendix B

The ARCHITECT An -TPO assay bolongs to melhod group 1

I REsuLTs

Calculatioh
The ABCHrECT AnIFTPO assay utiliz€s a 4 Parameter Logislic

curue ftt dala r€duction method {4PLc, Y-weighled) 10 gonerale a

caliblatlon curv€,

Flags
Som€ resulls may contain inforrnation in lhe Flags fleld. For a

descriplion ot the iags that may appear in this lield' rerer lo the

AFCHrECT Syslem Op€ratrons l\ranual, Ssclion 5

I LIMITATIONS OF THE PROCEDURE
. Anlibody measuremenl rsgsserls one parameter in d rLll '

crileia diagnos-tic process. Whan making a diagnosis ol lhyrcld

disease, a combination ol lssl m€thods should bs us€d n

conlunction with clinical symptoms.

. About 20% ot asymptomatic specimens may pres€nllvith anli'

TPO aLrloantibodies reflecting lhe pr€val6nce tn apparenlly

heallhy poputations. The pr€val€nce ol anti'TPO may also

depend on age, 9€nder, and geographic ,egion ol lbe selscled

ooDulation.
. Som6 specimons may not dilute linoarly because ol

the heterogeneity of lhe autoanlibodies wlh respecl lo

Ph!,siochemical Propenies
. SD6cimens fiom paliEnls who have receiveo preparatlons ot

mouse monoclonal antibodies for diagnosis or thetapy may

conlain human anii-mous€ anlibodies (HAMA). Stlch specimens

may show eith€r falsely el€vated or doPressed values when

t€stod wilh assaY kils thal employ moLlse monoclonal antibodies

Assay rosulls that are not consislenl with other clin al

observations mav require add tonal intotmalion fot agnosis'A

. Heterophilic anlibodies in human serum can reacl wih reagenl

immunoglobulins. interfering wlh in v/lro immunoassays The

pres€nc€ ol helerophllic antlbodies In a patient specrmen rnay

cause anomalous values to be obsorved. Additional iniormalion

may be requiled lol diagnosis.3o

T EXPECTED VALUES
ln a study, human serum specimens wer€ collected from a populaion

oi 236 apparsntly heallhy individuals. All specimens

values wilhin lhe normal relsrence rango Ol lhis

I soecimens delivered posltive resulls 0n a

anli-TPO assay device and were excluded

rang6 analysis, The 925 percenlilo

population was 5.61 lU/mL. In lhis sludy



as a gutdetine and each laboralory should €stablish a normal rang€ 1.20 lu/ml were lestad ln replicates ot 2 over l0 days on one

appropriate 10 thek patient populatlons, giving dle consideration to Instrument using two reagont lots and lhree calibalions lof a lolal

age, gender, geographicat localion and their clinical practice. of 40 rEplical€s per panel. The lotal %CVs (combining vanance

. Reoresenlative data: resuls in individual laboratories may vary lrom components fot r€plicats, run, day and r€agenl lot) wer€ calculaled

these dala. and plolied against the mean conc€ntralion A reciprocal curve

r spEcrFtc PERFoFMANCE cHABAcrERrsrcs "":1Y-1'l':1nl 
t'r€ dara and ne runcllonal sensirivir' varue wa5

calculat€d as lhe concenlralion colrespondmg to the 20% CV level

is < 5.51 IU/mL. A totaf ol 97.5% 12221227) d the populalion gave

valJes witnin this notmal range'This notmal range is suggested

Preclslon
The ARCHI'ECT Anli-TPO assay is desgned to have an assay

precision ot < 10% total CV lor samplgs > 5.61 lU/mL.

A 6ludy was perfDhsd for the AFoHITECT Anli-TPO assay $lh

Functional SensitivltY
In a sludy, human panels ranging in conc€nlralion kom 016-

ot fie filted curve. The lowesl ARCHITECT AnliTPO assay value

€xhibiting a 20% CV is 0.50 lU/mL.'

' Flepr€sentatve datai rgsul|s in indivjdual laboralories may vaty iloi
those data.

guidanc€ from lhe National Committee fDr Clinical Laboratorygurdanc€ rom lne Nanonar eommrlle€ rDr enarccr *":,i"'r - .. Analvtical sensitivity
Standaros (NCCLS) Protocol EP5-A.31 ARCHITECT Anti'TPO Positiv€ Th- ;F^!rrF.r anri-rpThe ABCHrECT Anti-TFO assay is designed to have an analytical
Controland three human panels wer€ assay€d using three lols of

s€nsltlvlly ot < 1.0 lU/mL. The analylical s6nsitivity ol lha ARCHITECT
.eagenls in replicales ot two al flvo separate limes p6r day for 20reasenrs rn reprrcares or t*: 

^,*::1p1'1: ll1:'-P-u.]-::t-:1ij:, ^- Antr-Tpo assay, deflned as rhe concentrarion at rwo stan d

rhe fotlowing table.'
{bas€d upon on€ stlidy wilh n=48 runs' l0 replLcales ol calibratot A

M.an Wilhin Eun l0ld and 4 teplicates ol Caliblator B pat run)
Roagonl Conc.V.lur

samDlo lislrunant Lol r {lU/mL} sD %Cv sD %cV - hePlossrl. F€lrosenlaliv€ dala; rosulls in Individual laboralones may vary lrofil

A 80 ?4.85 2.11 2.8 2.16 2.s 'nes€ 
oa'c'

8 80 14.20 18S 2.6 2.Dt 27 Linearity
c 80 74.83 201 2'7 211 2s The ARcHrEcr Anli'TPo assay is lineat beiween 30 and

A 80 77 42 2-11 27 325 4 2 1000.0 llj/ml basad on a study p€rtorm€d wilh guidance rrom

Conrrol
8 80 75g2 1.gz 2.5 2.54 3 4 NCCLS prolocol EP6-A.32

I 80 1.53 0.06 3.9 011 7 2 AulomalEd ollution Mtnualoilulion

C 80 1.52 0.10 6.? 0.12 satnPl.lo (lu/lnt) (lU/mL) % Relot/9'v"

c E0 ?4 59 173 2.3 2.57 3.4 Autoditu on vertflcation
A 60 75.41 2.13 2,9 252 3 3 th" aRCtffECf Anti-TPO automsted dilution prolocol is designed

8 80 7548 1.90 2.5 2.13 2 E to recover within 15% of manua y diluted specimens. In a srudy, lhe

c 80 76.66 2.42 3.2 2.87 3.1 aulomai€d dilution prolocol (1:2) was compa.ed to a manual 1:2

A 80 1.57 0.08 4 8 0.10 6 5 dilution procedure using t human sp€cimens with anli'TPO levels

B 80 1.46 0.06 3.0 0.09 5 8 lhat w6re greater lhan Calibrator E (250 lU/mL). The manual dilulion

c 80 1.64 0 09 5 6 010 5l was o€rtormed wdh ARoHITECT Anti'TPo cahbrator A The observed

A 80 1 60 0.09 5.3 0.12 7 5 percent recovery lesults are summarizod in the following table '

A 80 1.41 008 53 011 ls
B 80 1.47 0 07 4.7 0.13 8.5

c 8c 1.52 0.14 9.5 015 9.8

1

2

3

4

5

6

7

I
I

861.25

684.4S

844.36

724.55

709.46

fi05.65

948.43

840 77

966.48

859.27

703.54

847.62

757.09

68849

1106 t8

931.80

Esl.72

998 4s

100.2

973

99.6

95.7

103 1

r00 0

101 I
987

96.8

A 80 20.98 0 65 3.1 0.76 3 6

B 80 21.14 0.61 21 0.55 3.1

c 80 21.51 0.71 3.3 0.75 3.5

A 80 21.27 0.61 2.9 0.9E 4.6

B 80 2162 0.55 3.0 0.90 4.2

c 80 20,82 0.67 3 2 0.85 4.1

' Rspresontative dalal r€sults in individual laboratories may vary fiom

these data.

' Rsoresgnlative dalai rssults in individual laboralories may vary lfom

lhese data.

Aulomatsd Dilulion llu/mll." % Recovery =ffit100

lnterfelence
Intsderence lrcm elevalod levels ol bilhubin, hemoglobin,

triglycerides, and total prot€rn in lhe ARCHITECT Anli'TPO assay rs

dosigned to be s 15% at lhe levols indicated.

A study based on guldanc€ lrom the NCCLS Prolocol EP7'A33 was

podormed for the ARCHITECT Anli_TPO assay Spec mens wlm anu-

TPO l€vels between 45.07 and 361.64 llJ/rL were suoplemenlsd

with he following polenlally inledering compounds The average

amounl of interl€rsncs observed dunng lh€ study renged fiom '3.60/"

lo +3.7%.'

A 80 21.A0 9.73 3.5 0.85 41

B S0 21.n 0.60 2.7 A.84 3.8

c 80 21.21 0.70 3 3 0 8S 4.2

A 80 214.i8 5.14 2.4 5 48 3.0

8 80 221 79 4.13 2.1 a82 ?6

c 80 216.71 5.36 2,5 6.36 2.9

PrnelS

A 80 213.32 441 2.0 861 39

B 80 224 s4 4.04 1 I 13.37 6.0

c E0 218.73 576 2.6 13.18 6.0

A 80 212.91 6.11 2.9 6.84 3.2

8 80 225.46 5.15 2,3 5.67 2.5

c 8! 228.17 5.80 2.5 7.09 31



tol€nlially ltrlstl0rirg subslancs

Hemollobln

loh Protein {Lor'/)

Toral Prcleh (Hlgh)

Triglycrridos 1000 m0/dL

' Representative dala; results in indivdual laboratories may vary rom

these data,

Evaluation of Auloimmune Disease Specrmons and Higl llter lgG

Samples

Potenlial inlerler€nce fiom autoimmun€ dlssase spschens and hlgh

titgr lgc samples in the ARCHITECT Anli-TPO assay 15 dosEnod to

oe s 150/0.In a stLoy lhe ARCHITEGT Anli-TPO assay was evaluated

by tssrlng speclmens wilh known autolmmune diseases and

€l€vated lgc. Spocimens were evallated wlh anli-TPO lsv€ls spiked

beMoen 131.44 and 568.78 lU/hL. Mean absolule % Inteler€nce is

lnl€ !|8noa

AntFNudear Anlibody (ANA) I h

Rheurnalo d Anhnis (RA) 1 6

Syslemic Lupus Eo'lhematosus (SLE) 1.1

Insuin 0epDodeiloiabeles Mellius (IDDM) l 0

Crohn\ 0isease 24

Multdc sclerosis 11

Ulceraliv?Coliis 1.s

Hrlelqlobulinemia {high lqc) 09

' Boprosentalave data; rasults in individual laboratofiss may vary lrom

lhes€ dala.

Evaluation of Oher Potenlial Int€rtorents

Potential inlerlsr€nce hom HAN,4A and rheumaloid factor (BF) in the

Af,ICHITECT Anti-TPO assay is designed to be < 15%.In a sludy' the

AFCHITECT Anti-TPO assay was evaluated by l€sling specimens wlh
HAMA and FF to further assess the clinical specifcity Specimens

posilivo for HAMA and specimens posilive tor RF wel€ evalualed

lor % interfeGnce with anti-TPO levels spiked belweon 163.0 and

194,3 llJ/mL. lrean absolule % inlerference is summarized in the

othsf Polrntial lnladfl ortg lnbrlrDnco

concordance
Th€ p€rtomance of lhe AFCHffECT Anli-TPO was comparsd lo

a commercially availablo immunoassay lot the d€telminalion ol

anti-TPO, A total of 500 spgcmens wero evaluatsd In a study

€ncompassing a populalion of appargntly h€allhy individuals and

patients wilh autoinmuoe thyroid disoase (Graves' disease and

Hashimoto's hyrolditis). specimens were test€d In replicales ol

one using lh€ ARCHITECT Anti'TPO assay with thr€e r€agenl lots

on lhrgs Insvumsnls and comparsd wllh a commetcially availabl€

immunoassay (Compa 6on Assay), Data from lhis study are

summalized in the lollowing tabl€.'

1000 no/dL

4 s/dl
10 g/dl

[onpa iofi Assay

ANCHIECT ANIIIPO

N€gruve

221

Concordance = 92.616

' Represenlalive dala; r€sults in individual laborato es may vary lrom

these data.

Clinical sensitivitY
In two studies, clinical sensitivrly was evaluated by testing 139

clinlcally defined Hashimolo's lhyroidius specimens and 125 Graves'

disease specimens. The clinical diagnosis was based on tho cril€ria

of the respeclive laboralory The presenca of autoantibodies againsl

rhyroglobulin and/ol TPO was nol recessaily a diagnosllc criterion

of these Graves' disoase and Hashimoto's thyroiditis specimens.

Data lrom th€so st!dies are summarized in lhe tollowing table.'

Hishimolo's Thymidili.

% hsilive % PosilivE

' Bepres€ntaive datai l€sul$ in individual laboralones may vary nom

hese data.
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ARCHITECT

Anti-TPO Galibrators

INTENDED USE
Th€ ARCHITECT AntiTPO Calibrators are lDr lhe calibrallon ot the

AFCHITEGT lsyslem whon used lor lhe quantrlalivo deto.mination
of the lgc ctass ol thyroid peroxidase auloantlbodles (anti-TPO)

in human s6rum and plasma. Refer 10 th€ AFtCHftECI Anli-TPO
reagonl package insert br additional inbrmation,

CONTENTS
6 Bottles l4.o mL sach) ol AFCHITECT Anll-TPo Calibrators.

Calibrator A conlains phosphale bufier wlh protein (bovine) stabilrzer'

Calibrators B-F contain human plasma in phosphate bufier wilh
prctBin (bovin6) slabilizars. Presorvalivo: antimicroblal agonts

The calibrators yield the tollowing concentrationsl

Antl-TPO Concentration

Callbrator (lU/mL)

t6nl^'l

F^rF:l

lo ilcl
loarlt
-oAifEl

FI|n

STANDABDIZATION
The ABCHrECT Anli-TPO Calibrators are standardized againsl

Inrernational Fleference Preparations MRC 65/387

PRECAUTIONS
.@
. For /n Yllro Dlagnosic use

/\,/I\. Li---\ ca,rnoN: This producr conlains hu'nan-sourced and/
or polenlialty inlectious componants. Rebr to the GoNTENTS

seclion of this package insen. No known lesl melhod can

offer comolete assuBnce lhal products derived kom human

sources or inactivaled microorganisms will not lransmit hlection

Therslor€, all human-sourced mateials should be considered
potentially irfeclious. lt is recommend€d ftal lhese reagonls and

humah specimens be handled in accordance with tTe OSHA

Standard on gloodborne Palhogens, Biosafuty Level 2 or other

appropriate biosatety practices should be used for materials lhal

contain or are suspecled ol conlaining inteclious agents.rq

. Calibralors B-F contain human plasma, donor units of which
have begn tested and found to be reacliv€ for antl.TPO and

nonroactive lor HBsAg, HIV-1 RNA or HIV-1 Ag, antiHlv-1/Hlv-2
and anli-HCV

Safety Dala sheBts aro avaltable at www.abbotldiagnostics com or

conlaciyour local repr€sentative,

For a delailed discussjon ol sal€ly pr€cautons during system

@eradon, reler lo the ARCHITECT Syst€m Operations Manual.

Section 8.

STORAGE
. Callbrators aro stable until lhe expiEtion dale llh€n sior€d and

handled as diI6cled.
. Do nol us€ Past €xPrallon dal€

|/--1ac

.A
PREPARATION FOR ANALYSIS

0.0

5.0

20.o

62.5

250.0

1000.0

S€lf-defrosllng froezers are nol sullable lor $orage

Thaw complolely al rcom lemporalur€ (15'30'C) br 45'60

mlnules.

Prior to use, mix THOROIJGHLY by inversion 5'10 times

After each use, immediately retufi tho thawed calibralors 1o

r€Jrigerated storago (2-8'C) for up to 30 days atter lhaw.

BIBLIOGRAPHY
1. Us Depa4menL ot Labor, occupational Salelv and Health

Administration, 29 CFF Pan 1910.1030, Bloodbotne pathogens.

2. US Department o{ Hsalth and Human S€ruices. Biosafdy it
Micmbblogical and Biomedical Laborclotie'. slh od WaEhington. DC:

uS Govetnment Prinllng Ofllce; December 2009

3. Wo d Health Organiza\ion. Labotatory Bbsafely Manual 3td e4

G€n€va: world Hsallh Organizationr 2004.

4. Clinical and Laboratory Standatds Instilul€ (CLSI). Pnlocl,ion

ol Laboatory Wokers trcd Occupationally Acquied lnleclions;

ADDtowd Gtideline-Thitd Edtl,on CLSI Docum€nl t\,'129'43 wavne

PA CLSI|2005.
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INTENDED USE
The ARCHITECT Anti-TPO Controls are br the eslimalion ol tesl
pr€cision and lh€ d€lection of syslomallc analylical devia ons ol lh€
AFCHITECI lsyslom (reagents, callbralors and inslr!ment) when

used for the quanlitaive delarmination of the lgG class of thyroid
p6roxidas6 auloanlibodiss {anti-TPO) In human ssrum and plasma.

Refer to th€ ARCHTTECT Anli.TPO roagent package Inse for

additional intormation.

CONTENTS
2 Bottles (4.0 mL €ach) oi ARcHITECT Anfi-TPO Conlrols. The
negative conlrol and posilive convol contain human plasma in

phosphale buffer with prolein (bovine) slabLlizers. Preservative:

anlifiicrobialagenls.
The iollowing concenlralion ranges may be used lor individual

replicats convol speci{ications on the ABCHITECT isyslem:

control Targel concenrration (lU/mL) Bange (lU/mL)

Eonrofn 0.5

-cot'rRotl;l 75

Each laboratory shoLild €stablish ils own concenlralion ranges |or

n6w conlrol lots at each control lovel. Th s can be accomplished
by assaing a minimum of 20 replicates ovel several {3-5) days.

Sources of variation thal can be erpected should be included in this

study in order lo be represenlative of tulure system perlormance.

These may lncludel
. lllultiple stored calibralrons
. I\,lultiple reagenl lots
. Multiple calibrator lols
. Mr.iltipls processing modules

These results should be applied to your labolatory's quality contol
practic€s.

ARCHITECT ANTI.TPO NEGATIVE CONTROL
PHOCEDURE
. Order the ARCHITECT Anti-TPO Negative control as a palienl

sample. The negatve control cannol be ordeled as a conlrol.
This information perlains only to the ARCHrECT Anti-IPO
Negalive Conlrol (2K47L).

. For the ARGHITECT AoILTPO Negative Conlrol, do not configure

ot use the W€stgard or Levey-Jennings soltware screens

for qualily control analysis. The use of these scr€ens for the

n€galivo conlrol will result in dala that is not slalistrcally valid.

' lvlanualvorification of the validity of lhe ARCHTTECT Anll.TPO
Negallvo Convol is required any lime lhe negati\€ contfol ls

run. For conlrol values that lall outside ol lh€ validity range

tisled in the ARCHITEGT AntiTPO Conuol Package lnserl r€fer

lo th6 AFoHITEoT system Operalion l\ranual, section i0 tor

lroubleshooting inlormalion.
. B€cause lhe ARCHmCT Anl-TPO Negalivo Control is run

as a patient sample, patienl values will not be llagged by the

AFCHmGT isyst€m il a negalive control is outside of its conlrol

range. Only r€l€as€ pati€nl rosults if a valid n€gative convol
value is obtained,

PRECAUTIONS
.E
. For /, llfro Diagnostic us€

,/I\/I\
. li--\ ceurtott: this product contarns human-sourced and/

or polentially Inl€clious components. Refer to the CoNTENTS

sectlon of this package insert No known lesl melhod can

oflbr complele assuranc€ lhat ploducts derived trom human

sources or inaciivat€d microorganisms will not lransmil inieclion,

Thor€for€, all humafl-sourced materlals should be considered
pot€ntially infeclious. ll is recommend€d lhat these reagents and

human sp€cimens be handted in accordance \Nith the OSHA

Slandard on Bloodborne Palhogens, Biosalety L€vel 2 or olher

appropdate biosafety practices should be used fof maleflals thal

contain or are susp€cled of conlsining intectjous agenls.r4

. Controls conlaln human plasma, donor unils of which have been

tosted and found lo be reaclivo lor anli.TPO and nonreaclive tor

HBsAg, HVn RNA or HlV.l Ag, anti-Hvl/HlV.2 and anti-HCV

Safoty Dala Sheets are avallablo al www.abbotldiagnosllcs com or

contacl your local rgpresBnlalive.

For a detarled discussion of safety pf€caulions during gystem

operation, rele. 10 lhe ARCHITECT System operations Manua

Seclion 8.

STORAGE
. Controls are slable lnlil tho expiralion dale when slored and

handled as direcl€d.
. Do not use Datt exDiralton date.

flr-10'c

i
PREPARATION FOR ANALYSIS
. S€li-defrostrng freezers aae nol suilable for storage.

. Thaw complotely ai room temperalur€ (15-30'C) fot 45'60

minutes.
. Prior to use, mix THOROUGHLY by inv€rsion 5-10 tim€s

. Afler each use, ihm€diately rstun lhe lhawed contlols lo

relrigerated 6tolage (2-8'C) for (ip to 30 days afler lhaw.

BIBLIOGFAPHY
l. IJS Departmonl of Labor. Occupalional Safety and Health

Administlation, 29 CFR Fan 1910.1030, Bloodboho palhogens

2. lls Depa(ment of H6allh and Human Services. B,bsalery ln

Microbiologicat and Biomadical Laboatoies. slh ed washington DCl

US Govelnm€nl Printins Oliice; Decembsr 2009.

3. World H€atth Organizalion. Inbomtory Biosalety Manual 3td ed

Gen€va: World Heallh O4anizalioni 2004

4. clinical and Laboratory standards Instltde (cLsl) P/a.6clio,
ol Labotatoty Wtk€ts tmn Occupationally Acqui.od lnfections;

Apbroved Guidslino-Thitd Edflot. CLSI Docum€nl M29-A3 wayn6.

PAi cLSl; 2005.
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