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ARCHITECT

Free T3

Packags ins€( instructions musl bo car€tully follow€d Reliablllly of

assay resulls cannol be guaranl€ed if lhere ar€ any dgviations from

th€ Instrucllons in lhls package inserl.

I tllue
AFCHITECT Free T3

I INIENDED USE
Th6 AFICHITECT Fiee Ts (FTs) assay ls a Ch€nllumlnascent
Mlcropartlcl€ lmmunoassay (CMIA) to. th€ quandtatlv€ deter.nlnalion

ot tree rllodothyronlne (Ftee T3) in human sorum 6nd plasma.

I SUMMARY AND EXPLANATION OF THE TEST
3,5,3' Triiodothyronine (T3) js a thyroid hormone with a moleoular

weight ol 651 dallonsr and a hal{-lile in s6rum of 1.5 days.2

Tr circulates in lhe blood as an equilibrium mixlure of tree and

protain bound hormon€.s

Ts rs bound to lhyrorlne bindhg globulin (TBG), plealbumin. and

albumin. The aclual distributon of T3 among lheso binding prolshs

is conlrov6rsiaf as eslimatos rango lrom 38-80% tot fBG,9'27ok lol
Dr€albumln. and 11350/" tor albumin.a

The binding ot th€so prot€ins is such lhal only 0.2-0.4% of lhe lotEl

Ts is present in solullon as unbound or fro€ Ts.5

This lree kaclion roplesenls the physiologically active lhytoid

Fr€e T3 is typically €levated to a grealer degr6€ than floo thyroxine

(Ta) in Graves disease.s.T

Occasronally, fre6 T3 alono is elevaled (T3 thyrotoxicosis) in about

5ol" ot the hyperthyroid population,s

In contrast, levels ol frce T4 are elevated to a grealgr cbgr€e lhan

free T3 in toxic mullnodular goiter and €xc6ssive T4 thoaapye

Sorum lree Tr is us€ful in dislinguishing thes€ lorms ot

hyperthyroidism, Freg Ts may also b€ imponant ln monitoring patienls

on anti-lhyroid lherapy whero tl€ahent is locusod on reducing the

Ts prcduction and ths T4 conversion to Ts. S€rum free T3 may also

be us6lul in assessing the severily ol tho thyroloxic 6iale.

Th€ ARCHITECT Fr€6 Ts assay is to be used as an aid in the

assessment ol thyrod stalus.

T BIoLoGIcAL PRINCIPLES OF THE PROCEDURE
The AFTCHITECT Free T3 assay is a two-slep immunoassay lo
det€rmine the prgsence ol lr€e (unbound) Ts in human serum and

plasma using clllA lechnology urith fleible assay protocolE, .olerr€d

to as Chemillex.

1. Sample and antlls coated paramagnetic micropartrcles are

combinod. Free Ts (unbound) presenl in th€ sample binds to the

anti-Ts coated micropanicbs.

2. Alter $ashihg, Ts acfidinium-labeled conjugale is addod.

3. Pre-Trigger and Trigger Solutions are then addEd lo tho loaction

4. The resulling chemiluminescBnl roaction is measulod as relative

light units (RLUS). There is an inv€rse relationship belweon lh€

amount ot Fro€ T3 in the sampl€ and th6 RLIJS dgtocted by th6

ARCHrTECT isystom oplics.

For additional information on system and assay technology, reter lo

the aFTCHITECT Syst€m Op€ations Manual, Seclion 3.

1x59mL 1x26.3nL 4r263mL

T REAGENTS

Klt Conlcnts
ARCHrECT Free T3 7K63

@ 7K6'.27 7K63.37 7K63-32

100

1x66mL

500

1 x 2?0 mL 4x 27,0 ml

@lantir3 1$heep) coalod Micropartlcles ln [,lEs but(er

with sh€€p lgG stabillzsrs, Minimom C,oncenlration: 0.085% solids.

Pr66ervaliv€: anlimicrobial agenl.

@ ts acrldinium.label€d conjugat€ in crtrate bufl€r

with NaCl and Triton X-100 stabilizers. Minimum concenvatonl

Other Beagents

Ita&rrto-6Er6otttnAl Affr)HITEcT Pre-Trigger Solution containing

1.32% (w/v) hydrogen Poroxide.

@ ancxrEcr rrigger soluton contalning 0.35 N

sodium hydroxide.

l-n-cTlurr:al 196g1661 Wash Bufter con'ining phosphate

buffered salino soluuon, Ftsservativ€sr antlmicloblal agenls.

NOTEi Bonl€ and volume vary based on order'

Wa]nlnga and Precautlgns
. llPJ
. Foa r, t lro Diagnoslk, use

safoty ftecautlons

cAt TION: This producl roqulr€s lhe handllng ol human specimens.

h is recommend€d that all hi/man-6ourcad matorials b€ consider€d

potentially inlecllous and handled in accordance wlh the osHA

Standard on Bloodbotne >athogens, Biosatsty Level 2 or olher

appropriat€ biosafely pra(:tlcos should be ussd for mal€rials that

contain or are suspacted ol contahing inlectious agonts l0rg

NOTE: Somo kit sizes are nol avaibble in all counties or iot use on

all ARCHrrECT lsyttBms. rloas€ contact your local dislrlbulor.



The followlng warnings and pFcautions apply to: lHrcFop iltrclEs /

o
WABNING: contains melhvlisolhiazolones.

H317 May cause an allelglc skln reaclion

P261 Avoid braalhing mist / vapors / spray.

P272 Contaminaled work clothjng should not be

allowed ou! ol tho workplaco,

P280 Wear proleclive gloves / proleclive

clothinq / eye proleclion.

Responso
P302+P352 lF oN SKIN: wash wilh plenty ol wa16r.

P333+P313 l{ skln irritation or rash occursr Get

m€dical advice / attenlion.

P362+P364 Take oft contamlnated clolhlng and wash

Dlsposal
P501 Dispose of contents / container in

accordence wilh local reoulations,

Safely Dala Sheets are available at www.abbottdiagnostics com or

conlacl yout local represenlalive.

For a delailed discussion ol safely precautions during system

operation, reler to the ARGHITECT System Operallons lvlanual,

Seclion 8.

Reagent Handling

. Do noi use reagenl kits beyond lhe expirallon dale,

. Do not pool reagenls wllhln a klt or betweeh klts.

. Betore loading the r6agenl kil on the sysiem for th€ firsl time' the

micropaftcle bottle requires m xlng lo resuspend mlcroparticles

that may havs s€1tled during shipment. For microparlicle mixlng

instructions, refer to thE PFOCEDUBE, Assay procedure section

of lhis packags lnsorl.

' Septums MUST be used to prevent reagent cvapoEtion and

contamlnellon and to ensure reagenl Integrlty. Fellabillly of
assayresults cannot be guaranleed il septums ate not uaed

according to the Instructions In thls package lnsert'
. To avoid contaminarion, wear clean gloves when placlng a

s€ptum on an uncapped reagent bonle,

. Olce a seplum nas b€en placed on an opon reagenl bonle,

do not invert the bottle as this will result in roagent leakage

and may comPromise assay resulls,

. Over tim€, r€sidual liqurds lnay dry on the s€plum surfac6.

These arg lypically dri6d salls and have no eflecl on assay

0fficacy.

For a delailed discussron of handling precautions during sy em

operation, refer to the ABCHITECT System Operations Manlial,

Section 7

Reagenl Storage
Whsh slored and handled as dir€ctsd, rgagents are slable unt'llhe
exoiralion date.

Slorage Maximum AdditionalSlorage
Temperature Sto6geTimelnsvuctlons

' Beagents may be slored on or off thB AFICHITECT isyslem. ll

reagenls are lemoved lronl he system, slore lhem al 2-8'C (wilh

sept!ms and replacomenl caps) in an !prighl position. For reagsnls

stor6d off th€ syslem, it is recommended that they be stored in

thek original trays and bo)es to ensure they remah uprloht ll the

mlcropartlcle bottle does not rcmain uprlghl (with a septum

instElled) while In relrigettted storage otl the system, the reagent

klt must be cliscarded. For inlormalron on Jrloadlng '€agEnls' 'FIer

lo lhs ARCHITECT Syslen Operations Manual, Seclion 5.

Indlcations of Reagenl Delerloratlon
When a control valu€ is otil of th€ specified range, may Indlcate

doterioration ol rhe rcagenls or errors in lechnique. Associated tesl

tesults are invalld, and sarnptes mu$ be retested, Assay recalibralion

may be n€csssary Fot voubleshooling inlo'mal on' rerer to lhe

AFtcHITEoT System operillions Manual, Secuon 10,

I INSTFUMENT PFIOCEDURE
Th€ ARCHITECT Free Ts rrssay ill€ musl be installod on lhe

Af,ICHIIECT lsystem from an AFCHITECT lsyslem Assay CD'RoM
prlor to periorming ths asliay,

For detailed iniormation ol assay tile installallon and viewrng

and €diling assay paramoters, reler to the AFCHITECT Syslem

Op€raiions Manual, Seclil)n 2.

For Informalion on printih! assay paramsters, refar lo tne

AFCHITECT Syslem Operltions Manual, Section 5,

For a detail€d descriptron of syslem procedures, reler lo ne
AFICHITECT System Operttions Manual,

Alternate Rcsult Unlts
Edit assay param€t€f "Roiult concentration units" to selscl en

alternaie !nit,
Conversion tormtila:

(Concenlrairon in Delault result unlt) x (Conversion factor) =

(Concenlralion in Alternale result unil)

Delault result unit Converslon laclof
pg/mL 1. i36 Pmol/L -

I SPECIMEN COLIfCTION AND PREPARATION
FOR ANALYSIS

Specimen Types
Validal€d specimen types to be used wilh lhis assay

Sp€chen Types

HUman serum

Human plasma

Colleolion Tubes

Serum

Sodium heparin

Lilh um hepar n

Potassium EDTA

Unopened/ 2-8 C

Opened'
Until May be used lmmedialely
expiralion attef removal from 2-8'C

. Other anlicoagulanls have nol been validated lor use with th s

assay,
. When sarial specimers are being evaluated, the same type ol

spscim€n should b€ rsed throughoul tho sludy.

. Pedormance has nol been established lor the use of neonalal

. Th€ inslrument doos nol provido lhe capabrlily to verify specimen

type. lt is lhe responsibilily of the operaior to verify lhal lhe

correct specimen typss are used in lhe assay.

specimen Conditions
. Do not uso specimers with the followlng condilions:

. h€al.inaclrvated
. For optimal resulls, srtum and plasma specimens should be tree

of tibrin, red blood c€'lls or other pa iculale mallet
slorage.

on board System 28 days
Iemperarure

Discard afler 28 days.

For Informaiion on lracking
onboard lime, reler lo
lhe ARCHITECT System

Op€rations Manual,
Sgction 5,



. Ensure lhal compl€to clot formalion in serum speclmens has

taken place p.ior to centrifugation. Some spocimens, ospecially

lhose from pat,ents teceiving anlicoagulant or ihromboly(ic

rherapy may exhibit incr€asgd cloning lime. ll the spocimen is

centrifuged bglore a complele clol lorms, tho presenc€ o( liblin

may cause €rron€ous lesults,

. To ptevont cross contaminalion, use ol disposable prpglles or

pipene tiPs is recommend€d,

Preparalioh lor Analysls
. Follow lhe tube manufacturer's p/ocessing inslructions tor

specimen coll€ction tubes.
. Specimens musl be mlxod THOFOUGHLY aftor lha'.\,lng' by LOW

speed vortexing or by gently inv€rting, and cenlrifuged prior lo

usglo remove t€d blood cells or particLllal€ matter lo enslre
conslstency In lhe r€sults.

. lnsDecl all soocimens tor bubbles. Rgmove bubbles wllh an

appllcator stick before analysls Use a new applicalor slick lor

€ach spscirnen 10 prevent cross conlamrnallon.

Specim€n Sto|age
SDeclmen Tvoe StoBqe TemFerature Marlmum SloBgo Tlms

Serum/Plasma 2-8'C < 6 days

lf lesling willbe delayed more than 24 hours, remove serum or

pla6ma ffom the clol, serum separalor or ted blood cslls,

ll lesting will b€ delayed more than 6 days, speamens should be

frozen at l0'C or colder,

Specimens slored lroz€n al Jo'C or colder for 6 days showed no

pedormance ditter€nc3,

Avoid mulliple f reeze/lhaw cycl€s.

specimen Shlpping
. Packags and label specimens in compliance wlth applicable

stale, federal, and inlelnallonal regulatlons cov€ring the lransporl

ol clinical specim€ns and inf€ctious substanc€s

. Do not exceed the storage limitallons tisted above.

I PRocEDURE
MBterials Provided
7K63 ARCHITECT Fres T3 Reagenl Kil

Materials Required but not Provided
. AFCHITECT F.e€ TB Assay lile obtained from lhe AFICHrECT

isystsm e-Assay CD-ROM found on www.abbottdiagnostics.com.

. 7K63-02 AFICHITECT Fr66 Ts Callbrators

. 7K63-12 AFCHrECT Free Ts Conlrols

. ARCHITECT Pre.Trigg€r Solulion

. ARCHITECT Triggor Solution

. AFICH|IECT Wash Buff6r

. AFICHrECT R€acllon Vessels

. ARCHIIECT Sampl€ cups

. AFCHIECT SePIUM

. ARCHITECT Feplacemenl Caps

. Pipeltes or pipett€ tips (oplional) to deliver th€ volumes specified

on lhe patienl or control ordsr scaeen,

For inlormation on matorials requir€d for mainlenanca procedur€s,

reter lo the AFCHITECT Syslem Operations Manual, soctlon 9.

Assay Procedure
. Be{or€ loading the reagenl kil on the syst€m for the firsl lime, the

microparticl€ bottle requires mlxing to resuspend microparlicles

hal may have setlled dufing shipment, Aller the first lime fie
micfoparticles have be€n loaded, no further mixing is requned.

. Inverl the micropartlcle bottle 30 thes.

. visually Inspect the bottle lo €nsur€ mictoparticl€s are

resuspended, lf microparticles are still adheled lo fie boltle,

continue to invgn the bottle until the mlcropanicles have

been compl€t€ly rosuspended,

. It th€ micropartlcles do not resuspend, DO NOT USE'

Contact your local Abbolt represehlatlve'

. Once ihe micrcpalicles have been resuspend€d, discard lhe

cap and place a septum on fi€ boltle. For Instruclions aboul

placlng soplums on bottles, rofer to the Reagent Hsndling

sgciion of this Pa(rkage insen

, Load lhe reagen( kil on the AFCHITECT isyslem

. Verify lhat all nec{tssary lsagenls are prssonl

. Ensuro thal s€Ptulns are present on all reagonl bottlos

I Order tests,
. For information on ordering patrenl specrm€ns and

controls and foa g)ngral operaling proceduros reler to lhe

AFICHITECT Sysl€m operations Manual, S€ction 5.

, Minimum sample cup ,/olume is calculal€d by the syslem

and printed on lhe O(lorlist report To minihize lh€ ellecls of

evaporation, vorily ad€qual6 samplo cup volume is presenl prr0r

b runnlng tho lssl.
lvlaximum numbei ot replicales sampled flom the same sample

cup: 10

Sample volum€ tc'r lirsl tesi 72 |rL

Semple volume kn each additionat resl kom same sample

cupl 22 !L
. < 3 hours on boa d:

Samplo volume l(,r tirsl tesli 150 [L
Sample voklme f(rr each addilional lest irom same sample

cup: 22 !L
. > 3 hours on boa'dr addiljonal sample volume is required.

Refer lo the AFICIIITECT System Operalions Manual, Section

5 for informalion rln sample €vaporalon and volumes

. ll using primary or aliquol lubes, use th€ sampl€ galJge to

ensure sut{icieni latenl speclmen rs presenl.

. Prepare ARCHfrECT lies T3 Calibralors and Contfols

. Mix calibrato(s) Bnd controls by gonile inv€rsron betofe use

. Hold bottl€s verlically and dispense r€commen0e0 volumes

inlo each respeclive samPle cLlP

. Becommended volumes:

lol each calbrakrr: 4 drops

Ior each conlrol: 4 drops

. Load samples.
. For information or loading sarnples, refer lo lhe ARCHITECT

System Operallorrs l/anual, Section 5

. Press RuN.

. For oplimal performartce, il is importanl to perlorm routlne

marntenance as d6sc.ibsd in the AFICHTTECT Syslem Operations

ManLral, Sec on 9. Ptrdorm mainlenance more frequenlly wner

requirsd by laboralor) procedures

Specimen Dilution Procedures
Specimens cannol be diluled for Free T3 determinations Specimens

which r€ad > 20.00 pg/mL should b€ reported as such.

Calibration
. Te$ Calibrators A 10 F in duplicaie. The calib.alors should be

priority loaded.

A slngle sampls of eilch control levelmust be lested !o evaluale

thg assay calibEtion Ensure thal assay contol values are wilhin

the ranges spec'ljed in the respectjve conlroi package insert

. Calibralion Fanger 0.1- 30.0 pg/mL,

. Once an ARCHITECI Free T3 calibralion is accepled and slored

all sobsequenl samples may b€ iesled wilhout turther calibralion

. A reagent kit wih e new lol number is u66d or

. Controls ere oll ol range.

. For delarled iniormalion on how
lofer lo the ARCHITECT System

P,'t !A c



Ouality Control Procedures
Th€ recommend€d control r€qukemenl for lhe ABCHITECT Free T3

assay is that a slngle sample of each conlrol level be tesled once

every 24 hours €ach day of use. lf the qualily control proceoures !n

your laboralory require moro trequent use of controls lo verify test

results, lollow your laboralory-specif c procedures

Ensure lhat assay control values are within the concentration ranges

spec f €d in lhe control package insert

Veritication ol Assay Clalms

For prolocols 10 veily package inserl claims. refer to lhe AFICH|TECT

System opelalions Manual, Appendix B.

The ABCHIIECT Free T3 assay belongs to method group 2

I BEsuLTs
calculation
The AFICHITECT Free T3 assay ulilizes a 4 Paramelsr Logistlc

Curu6 fit data r€duction method (4PLrC, Y-weighted) lo gen€rat€ a

calibration curve.

For information on alternato rssult units, rsl6r to the INSTRUMENT

PROCEDURE, Altcrnare Result ljnits section of this package inserl.

Flags
Sorns resulls may contain inlormalon in the Flags ileld For a

descriplion of lhe flags that may appeat in thrs lield' leier lo the

ARCHTTECT System Operalions l\,lanual, Sectlon 5

Measuring Interval
Msasuring Interval is dellned as he range ol velues in pg/mL whlch

meels u9 timlls ol accoptabl€ performance ior boln imprec sior and

linearity. The msasuring int€rvalfor lhe ARGHIIECT Free T3 assay is

'1.5 (Llmlr ol Ouanlltallon - LoO) to 20 pg/mL.

T LIMITATIoNS OF THE PROCEDUBE
. Fesults should be used in conjlnction with olher dala; e g ,

symptoms, resulls ol other lhyrold tests, clinical improssions' etc.

. lf lhe Free T3 results are inconsislent with clinical evidence'

addillonal testing ls suggested 10 confirm lhe lesull.

I EXPECTED VALUES
A normal range oi 1.88-3.18 pg/mL (cenlral 95% inlerval) was

obtained by lesling serum speclmens kom 260 indlviduals

det€rmined as normal by ARCHITECT AntiTg, Anli TPO and TSH

assays, 11 is recomm€ndad lhal each laboratory eslabllsh ils own

normalrange, which may be unique 10 lhs populalion it serves

dopend'ng upor geographtcai, palient. dietary or environmenHl

IacIors,

Free T3 is a secondary indicator ol hyroid stalus. Allhough the

majorily ol patienls with hyperthyroidism will have tre-a Ts values

greater than the upper limlt of lhe euthyroid lango, some may have

free Ts values which lall wilhn lhe normal rang€.14'1s Specimens

lrom patients described as "sick eulhyroids" generally yield values in

lhe low to norrnal range.i6 17

T SPEcIFIC PERFORMANCE CHARACTERISTICS

Precision
The ARCHITECI Free T3 assay is designed lo have a precision ol

s 100/o (tolal CV). A sludy based on guidance flom clinical and

Laborato.y slandards Inslilute (CLS|, formerly NCCLS) document

EP5-ArB was perlorm€d tor lne ARCHITECT Fres T3 assay. A lhre€

Tember process€d human serum based panel was assayed, us ng

lwo lols ol reagents, In replicates ol lwo at Nvo separate tlmes per

day ior 20lesting days. Data from this sludy are summarized in lhe

lollowino table.'
Wiftin nun Tolrl

P.hol Rsasanl Moan Conc. Wiltin Bun Tllrl

trtemh Lor hsltumnnt n Valu! (pqlml) SD %CV S0 %CV

21 1 80 5,00 0 09s 1.7 0 168 2.8

1 2 80 588 0165 28 0184 3l
2 1 80 628 0154 2.5 0.176 28

2 2 80 6.06 0.194 3 2 0225 3 7

2

2

2

3

3

3

3

80

80

EO

80

1

1

2

2

1

2

l
2

10 s0 a.2s2 2.4

10.01 0.289 2.9

1050 0145 11
'10.12 0.217 21

0 481

0.496

a ?37

0 265

5.0

?3

26

' Beprosonlalivs datai resllts in indlvidual laboralones may vary lrorn

these dal6,

SenslllvltY
Th€ ARCHITECT F.€o T3 assay is designed lo have a Limil of

Ouantitation (LoO) o{ s l.li pg/mL. The LoO is delined as the

lowesl concentranon at whrch analfe In a sarrple ca1 fJe accuralely

quanlified with precislon of < 20% CV

A slridy was p€rformed based on guldance from lhe cLSl documonl

EP17-A220 with four z€ro-trv€l sanples and I samples with T3

larget conc€ntralions ranging iiom 1.0 lo 3.2 pg/ml. The samples

were t€stsd ov€r a minimlm ol 3 days using 2 reagenl lots and 6

insvumenls. ln this sludy, :he Lmit of Blank (LoB) was 0.94 pg/mL,

Limit of Detection (LoD) vas 1.07 pg/ml and LoQ was 1,25 pg/mL.'

' Bepresenlativo data; r€sults in individual laboratories may vary lrorn

theso 0ala.

Analytical SpecificltY
The ARCHITECT Fres T3 dssay is designed to have a mean

analytical spec'ficjly of s J.Oo1% cross reaclvity with lhyroxine (Tr)

at a concentratron ol 1,0C0,000 pg/mL.

lnlerference
The ARCHrTECT Free T3 rssay is designed lo h€ve a mean polenral

interference lrom hemogkrbln, bilirubin, lrglycerides' ard prolein ot

< 10% at the levels indicated below.

Hemoglobin

Bilirubln

Trglycerid€s
Protein

Accuracy by Conelati()n
Ths AFCHITECT Free T3 6 point assay ls designsd to have a slope

ol 1.OO +/- 0.15 and a corr€latron coeflicianl (0 of > 0.90 when

compared to the ABCHm:CT Free T3 2 point assay. A sludy was

performed where specimtrns were tesled uslng the AIicHnEciI Free

T3 6 poinl assay and AR(;HITECT Free T3 2 poinl assay ata kom

thls study were analyzed using least squares and Passin Bablokis

rsgression methods and ilre summarized in the following lable.'

Ahbott AFGHITECT Free'Ia 6 point assavvs abbott ARCHITEcT Ftee

< 500 mg/dL

< 20 mg/dl
< 2000 mg/dL

< 12 g/dL

ttlolhod

Cornlalion
Cootlicienl

0.99Laast Squarcs Linsar

Regression

Passins.Beblok llnear 0990.s7

Panel Heagenl

lilsmbrr Lot Inslr monl

l/lean cons.
n Valus lF{/mL) sD %GV sD %cV

ln this evallalion, serum gpocimens lest€d ranged from 1.50 pg/rnl

to 1781 pg/ml wilh the ARoHITECT Fr€€ T3 6 point assay and lrom

1.55 pg/ml to 1766 pg/riL with tbe ARCHITECT Free Ts 2 poinl

assay.
* Ropresenlalive dalai variables slch as dlflorences in sampling

size aod sample populatiJn may impacl the correlalion of lhe assay;

ihereloro res!lls in indivdual laboralories may vary from lhese dala

" A linear reorsssion m€thod wth no special regarding1

l
'1

l

1

2

1

2

80

80

8C

8C

3.22 0096 30 0.115 36

3.50

3.35

0.133 4.2 0.143 4.5

0.108 3.0 0.141 3.S

0.113 3.4 0.131 3.9 ;::.,

1':

slopc

the dlstribullon of lhe sarnples and the
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Free T3 Gontrols

Ef, 7K63-10

ffien
Free T3

7K63
G5-9120 / 805

c7K630

1lIt
L9

INTENDED USE
The ARCHrECT Fr66 T3 Controls aro lor th6 eslimatlon of t6sl

pr€clsion and th€ delgctlon of sy6tematic analytlcal d€viatlons ol tho

AFCHmCr lsystom (rea96nts, callbrators and instrum€nt), when

us€d for ths quantltatlv€ measlrem€nt ol lr€€ lrilodothyronine (Fr€e

T3) ln human s€rum and phsma. Refor lo lh€ ARCHITEST assay'

specific aoagent package Insort for additional Inlormaton.

CONTENTS
3 Bottles (8 mL each) ot AHCHIIEGT Free Ts Cont ols conlain T3 in

human serum, Proservaliva: Sodium azide.

Tho lollowing concanlralion ranges may bo usod tor indivrdual

reDlicate conlrol spocilications on the A,RCHITECT isyslom:

Tergol

Corc!nlrauon

Contnl hqr4t _,_________

Bang6 I' r{et Rarlo

Gonc,nlrl0on

Safety Data Sheels are a\Ellsblo al www.abbottdiagnostlcs com or

conlacl your locel aepr€s€ Dtallv€.

For a detallod dlscussion Df 6al6ty plecaulions during syslom

op€ratlon, raler to the AROHITECT Systom OpEtalions Manual'

Sgction L

STORAGE
. Conlrols aro $able urtilthe oxpiratron dal6 when stored and

handl€d as dirocled.
. Do nol use pasl expirltion dale

BIBUOGBAPHY
1. uS O€parlmsnt ol Labot, OccuPational Salsty snd Hsalth

Arlminidra on.29 CFF Pan 1910.1030, Bloodbotno pathogen6'

2. Us Dopa(hent ol Heahh and Human soruces, Biosafery 
'n

Mictobiological an(t Biunedical Labomtoties Slh ad Wbshington OC:

US Govemm€nt Pdnting Oflice; DocombBr 2009

3. Wodd Hoaln Organizallon. Labodtoty Blosalsty Manual 3td ad

Gen€\,a: World Hoalih organlzalion: 2004

4. Clinlcd and Labor{or! Standatds Institute (clsl) Ptolecliot

ol laboAtory l4brkerc ftom Occupationally Acquied lnLctions:

Apptottr,d Guideline-Fbudh Edllior' CLSI Docune M29'M Wayn6'

PA: CLSI; 2014.

2,O2 - 4,09 4,9

4.20 - 7,80 9.2

288 - 14.18 16.1

3.1 - 6,29

6.45 - 11.98

12.10 - 21.77

lf"'c
, ,'al

j6ffiotlil
l6rnorEi
lcolrFrfd

6.0

10.5

Each labotatory should €slabllsh ils own concenlralion rang€s rcr

new conlrol lols al €ach control level. This can bo accomplished

by assaying a minlmum ol 20 replicalss over sewral (3'5) days

Sources ot variation lhal can be 6xp€ct€d should be includod in this

sludy in order lo be lepresonlativo ot futuro syslsm perfomance,

Thes6 mav includo:

. Multipl€ slored calibrallons

. Multipls reagent lots

. Muhlple calibrator lots

. l\Iultiple processing modules

. Data poinls collectsd at dltlerenl tlmes of the day

These resulls should be applied lo yout labo6tory's quality cofllrol

practices.

PRECAUTIONS
.@
. For rn lnro Diagnoslic lJse

/'\
. / ! \ 61gtn9xr this product conlains human-sourcod and/

or polenlially infectlous components. Fefg| to tho CONTENTS

seclon of this package inserl. No known l6s1 mslhod can

ofler compl€1g assurance lhat producls derlved from human

6ources or inactivaled microorganisms wll nol transmil infecton'

Th€r€toro, all humsn-soulced matedals should b€ consid€red

potendally inl€clior,ls. ll is recommended that those reagonts and

human sp€cim€ns b€ handled in accordance with the OSHA

Srandard on Bloodborne Pathogons. Biosaloty Le\El 2 or other

approprlate biosatety pracdces should bo usod for malorlals thal

"ontain 
o, 

"r" "rspeot"d 
ot containing infgctious agonls$

. The human serum used in the ARCHmCT Ree T3 Conlrols is

nonreactiv€ lor HBsAg, HIV-1 RNA or HIV'I Ag' anti_Hcrr'' and

anti-HlvliHM-2.

!ruN.
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Free T3 Calibtators

@ 7K63-02

ffien
Free T3

7K63

G6-7702lR01
s7K6W0

o

u

INTENDED USE

The ARCHrECT Fr€6 T3 Calibrators are tor the calibnlion of tha

used lor lho quantltative dat€rmina(on ol

T3) in human setum and plasma Refer 10

ciflc reagent package lnsert for addjtlonal

informaiion,

CONTENTS
6 Bottles (4 mL each) ot AFTCHITECT Fr66 T3 Calibrators prepared In

human serum. Preservative: Sodium Azlde.

The calibratots yi€ld the following concenl€tronsl

Free Tt Concentrataon

Callbrator (Pg/mL) (PmoUL)

;;tl ^l 
00 000

FnIs:] 1.4 2 15

aiT;] 35 538

Ic tlt 7.o 10 7s

tcAilil 17.2 26 42

lcAl|n 30.0 46.08

Th€ lollowing warnings and precat,tions apply tol @E ' @E
conrahs sod,um azid9,

FLjHO32 contact Itith acids llbelales vely loxLc qas

P501 Dispose of conl€nls / conla|ner ln

accordanc€ wlth local regulalions.

Safety Dala Sheets are arrailable at v,^/vw abbottdlagnostics com or

contact yoLlr local represonlative

For a detailed discussion of saisly precaulions dunng syslem

oparalion, relar lo lhe ARI)HITECT System Op€ralions Manual'

Sgciron 8.

STORAGE
. Calrbralors are stable until the expiralion dale \rlhen stored and

handled as direcled.
. Do nol use past exprfaiion dal€.

lr8'c
i. 2'c'a

PBEPARATION FOR USE

Calibrators may ba used immedialely atter removal lrom 2-8 C

storage.

Prlor to each use, mix by gentle invetsion'

Aftd each use, tightly close lhe caps and relurn the calibralo's to

2-8'C slorage,

BIBLIOGRAPHY
1. US Departmenl ol Lat,or, Occupalional Sat€ty and H€allh

Admlnisiralion, 29 CFII Parl lglo lO3o Bloodborne pathogens

2. IJS Dspartment ol Horlth and Human S€rvicBs Eiosalely rfl

Micmbiobgical and Blonadicat Labonlodes 5\h ed Washlngton DCl

IJS Gov€fnment Prinlilg Olticei December 2009'

3. Worfd Health Oruaniz|,io1 Laboztory Bnsatety Manual 3td ed

G6neva. World Health Organization; 2004

4. Clinical and Labolalo,y Slandards Institute (CtSl) P/oleclio'

al Laborctory Wbrkats ftom Occupaliona y Acqui@d lnfections:

Approved Guidetine-t'ounh Editon CLSI Documenl M29'A4 Wavne

PAr CLSIi 2014.

STANDAHDIZATION

The calibrators are malched lo an Abboll internal refer€nce

standard, This inlernal rsference slandard is manufactu€d by

on th€ amounl of Tolal Ts and Total Tr iound in ths serum as wel as

the serum's thyroid hormonB binding capacity

PRECAUTIONS
.@
. For /n Yilro Diagnostlc Use

. l-R' ot'!n

,/l\
. l-!-\ cnmox, This ploduct contarns human-sol,rced and/

or polentially infsctious componenls. Beler to thB CoNTENTS

sec on of this package Insan No known tgsl metnoo can

oller complst€ assurance lhat producls d€rived lrom human

soutces or inaclivated microorganisms will not lransmit inleclion'

Therolore, all human-sourced matorials should be conside€d

polontially inf€ctious. lt is recommonded that thes€ leagenls and

human sp€cimens be handled In accordance vdlh the OSHA

Slandard on Bloodborne Palhogens, Biosafety Level 2 or other

appropiate biosafely praclices should be used I materials that

contaln or are suspecled of conlalning infectiou agenls 14

. The human serurn used in the ARCHITECT Fr€e T3 Galibrators

is nonreaclvo lor HBsAg, HIV-I RNA or HlV-1 Ag' anti-HCV and

anti-Hlvl /HlV-2,

\
o1



Caulion

Consult Instructlons tot usE

Manulaclur€r

T€mp6ratura limlladon

Use by/Expir6tlon dato

Calibralor (A,B,C,O,E or D

conlalns Sodium Azlde. conLect

wllh acids llbefat€s v€ry toxic

963.
Distrlbuted In $e USA by

lnlormation ne€ded for ljnilod
St6t€s ot Amorica only

tn yrLo oEgnostlc M6dicEl

D€vico

Lol Numb€r

Product of lteland

Usl Number

For usa by or on tho oldor ol a

ARCHITECT is a trad€mark ol Abbotl Laboralori€s in various

iurisdlctions.

|oErBEurEp t E usrlY I

Abbott Lrboratories
Abbon Patk, lL 60064 USA

CuStoms Seivlcg: contoct your local rcpresohlttlve

d fnd coumrlFspodfc contacl Inldmatlon on

www.abbottdlagno3llca.cdn

Abbon keland f G
Diagnoslics DMslon \ \
Llsn6muck, Lonotord
Co. Longford
lrsland
+353-43-3331000

Created Soptombor 2016
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ARCHITECT

Free T+ Conlrols

@4 7K5s-10

EH en
ftee 74

7K65
G5-9239 / R04

c7K650

o

u

INTENDED USE

The AFCHrECT Fre€ Ta Controls are for the vgriircation of the

accuracy and preclsion of th€ aFICHITECT isystem when used lor

the qua;tltative detsmhalion ot free lhyroxin€ (Fr€e Ta) in human

serum and plasma Fl6l€r to tha AFICHITECT assayspecitlc roagent

packag€ 
'nssrl 

for addilional Intorrnatlon

CONTENTS
3 Boltles {8 mL each) ot ARCHrTECT Free Ta Controls contaln Ta

oreoared In human s€IUm. Presetlalivg: sodium az de'

The lolloMng conceniration ranges may be usad for Individual

r€olicale conlrol speciications on tho ABCHITrcT isystam:

Ta[dl Targit

concenlratlon Ranoe Concenllalion

cdntnl h0/dt DmoUL

Eor{rio{'.] 0.65 042'085 84 5.41 - 10.94

Eo'rrRotFi t.2 0.86 - 1.62 15.4 11.07 ' 20.85

Each laboratory shoutd establish lts own concenlration rang€s lor

new conlrcl lols al each control level. This can be accomplishod

by assaying a minimum ol 20 reptlcales over ssveral (3' days

Sources of variation thal can b€ expected should be lnc ded in lhis

study in order to be represenlative ol future syslem p€rformance'

Th6se may include,

. Muliiple slored calibrations

. Mulliple reagenl lots

. Muhiple calibrator lots

. Multiple proc€ssing modules

. Dala poinls collecled at dillerenl limes oi tho day

These resu,ls should be applied to your laboraloly's qualily convol

praGlices,

STANDARDIZATION
'I he controls ate matched lo an Abboll Inl€tnal r€tetence standard'

This intemal reference standald is manufaclured by gnvimerlc

methods based on the Freo Thyroxine calculation (FT4c) using

L-Thyroxine. sodiu'n salt penlahydrale' (HPLC grade), at each

concentralion level, The FT4c is a calculation ol lhe fr€€ lhyrold

hormone concenllation, which depends on lhe amounl ol Tolal Ta

iound in the serum and the s€rum's T! binding capaclry'

,/l\
,/ ! \ c*rrro", --no producr conta'ns human-sou'ced and/

or polonlially infecliorJs components. Reter to the CoNTENTS

sectlon ol this packalle inserl. No known t€sl m€thod can

ofter complete assut€nce that producls derived trom human

sourcos or insctivale(l microorganlsms will not transmil inlectlon

I

approp/ate biosalely plactices should bg used lor matelials lhat

"lnr"in 
o, 

"r" "r"pi,t"o 
of conlaining infectious agenls l:l'1

The human s€rum used in th€ AFTCHITECT Free T4 Conlrols rs

non.eaclive lor HBsAg, Hlvr FNA or HIV-1 A9' anti'HCV and

PBECAUTIONS
.@
. For in flrc oiagnostic Uss

Ran0e

anti-HlV-1/HM2.

Sat€ty Data Sheets are ilvailade at \'ttrv abboltdiagnoslrcs com or

conlact your local reprgsentative-

For a derailed discussior, oi satety pr€ceutions during system

operetion, reler to lha AfICHITECT Syst€m Opelalions l\'4anual'

Section 8.

STORAGE
. Controls are st6ble tLntil the expiration dat€ $/hen slored and

handlod as directed,

. Do nol us6 past expiralion date.

8'C

BIBLIOGRAPHY

2. US Depadmont o' Hoalth and Homan Se icos Blosatuty in

Mictobtological aad tlionedical Laborctoties Srh ed Washrngton DC:

US Govemmont Pinijng Ollicei Oecembet 2009

3 World Healih Otganiiarion Laboralory Bbsalely Manual 3td ed

Gensva: World H€alti Orqanlzationi 2004

4. Clinical and Laborat('ry Srandads lnsiiture (CLSI) P/or€clion

ol Gboratory Wb&e's Hon Occupalionally Acquitecl lnbcnods;

ADDroved Guideline- Foutlh Edllion' CLSI Oocum€nl M29-A4 Wayn€'

E

PA. CLSI| 2014.
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Caulion

Consult inslruclions tor uso

Manufaclurgr

Tgmper6tr/16 limltatlon

Use by/Expirsiion dale

concantrauon

contalns sodlum Azide contact
wlth aclds llboletos v6ry loxlc

9as.
Conlrol Low, Medlum, Hlgh

(L,M,H)

DisrribtJt€d in tho USA bY

lnlormaliofl noed€d lor Unltod
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D€Mce

Lot Number
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Rang6

List Number
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Free Ta Galibrators

@ 7K6s-02

ffien
Free T4

7K65
G5-9241 lR02

57K6UO

o

7/U

INTENDED USE

The ARCHITECT Fr€e Ta oalibrators are for tho calibralion ol the

ARCHITECT isystsm whEn usod lor lh6 quantllalive d6termlnalon

of free thyroxine (Fres Ta) in human serum and plasma Beter lo

ths AFCHITECT assay-specific r€agent package inserl lor addilional

lnlormalion,

CONTENTS
6 Bottles (4 mL €ach) of ARCHIIECT Fre€ Ta Calibrators prepar€d in

human serum. Pressrvative: sodium azide.

Ths calibratots yield $e following conconlratlons:

Free T! Concentration

Ca brators (ns/d|-) (Pmoli L)

l;;aFl oo oo

64prlllt
Fnlc-l 1.0 12 s

l-dAilpl 2.o 25'7

Fa{El 35 4s0

EE 6,0 772

STANDAFDIZATION
The calibrators are matched lo an Abbotl inlemal reference

standard, This internal roierence standard is manuiactur€d by

gravimelric melhods based on the Fre€ Thyroxine calculation (FT1c)

using L-Thyroxhe, sodrum salt pentahydrate (HPLC grade)' at eacn

concenvalioB level. The FTac is a calculation ot the free thyroid

hormone concenvatron, which depends on the amount of TolalT4

tound in the serum and the serum's T4 binding capacny

PRECAUTIONS
.@
. For /n Yilto Diagnostic ljse

,/l\
. l-j--\, caurloN: Thrs ploducl cortarns huran-sourced and/

or polsntially inlectlous components Reler to the CONTENTS

section oi this package insen. No known test melnoo can

olf€r complete assurance thal products deriled laom human

sources or inaclivated microolganisms will not lransmit inl€ction

Therelore, all human'sourced materlals should be consid€red

potenially infectlous. lt is rscomm€nded lhat these reagenF and

human spscimens be handlsd in accordance with the OSHA

Standard on Bloodborne Pathogens. Biosa{ety Lsvel 2 or other

approprials biosalety pra ces shotild be used lot thal

conEin or are suspecled f containing iniectious a

. Th€ human ssrum used in the AFCHITECT Frse Ta Calibrators

is nonreactive for HBsAg, HIV-I RNA or HIV'1 Ag' anti-HCV and

antiHlv.l/HlV-2.

Satsty Oala SheeLs a.e availabl€ al www abbottdiagnostics com or

conlacl your local reprosentalive,

For a d€tail€d discussion ,rt salety prscaulions duting syslem

operallon, rsfor lo the ARCHITECT System Op€rations Manual'

section 8.

STORAGE
. Calibralors are stable until the expiration date when slored and

handled as dkect€d.
. Do nol us€ past exprr'rlion date,

flrE'C

n. 2'c'a
BIBLIOGRAPHY
1. US D€parh€nt of L-abcr, occupalional Salelv and Heallh

Adminlstlation, 29 CFF Pafl l91o.l030 Bloodborne palhogens

2. uS Dspanmsnt ol Heallh and Human .r'ices Biosatety tn

Microbiotogbal and Birtnedical Laborc ies sth ad Washinglon' Dc:

US Govemment Pnnting ollice; Docembet 2009'

3. Wo d Healih Organizalion Laboratoty Biosafety Manual Std ao

Gonova: World Hoaltn Organlzallon; 2004'

4. clinical and Laboratory slandards Instilul€ (Clsll Proleclion

ol Laboralory Y'b*erc ftom Occupalionally Acqui@cl lnfeclions)

Apnved Guideline-Fbuni Edlion CLSI Documenl I\'l29'A4 \ryayne

PAi CLsl; 2014

Caulion

Consult instruclions for !se

[,,lanulaclurer

T€mperaiure lmttalron

Use by/Expkalion date

Calibraior (A,B,C,D,E or F)

contains Sodium Azide. conlact
with ac ds liberates very loxic
gas.

Distribuled in lhe llSA bl/

lnformalon needed lor Unitod

Slales ol America only

/n \rlro Diagnostic lvledical

D6vice

Lol Number

Product ol keland

List Number
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Packag€ inserl instruclions musl bo caretully follow€d. Reliability ol

assay results cannol be guarante€d if th€re are any devalions from

the in$ruclions In lhis package insert.

I NAME
ARCHITECT Ftee Ta

I INTENDED USE
The AFCHITECT Froe T{ (FT4) assay rs a chomilumlnescent

Microparlicle lmmunoassay (CMIA) lor the quantltalive det€minaiion

oi lree thyroxine (Free T4) In hurnan selum and plasma.

I SUMMAFY AND EXPLANATION OF THE TEST

thyronne (T4) circulatesrn lhe blood as an equilibrium m'!iure ol

kee and s€rum prolein bound hormon€. Thyroxine bindlng globulin

{TBG), albumin and pre-alb!min bind approximatoly 75%, 10%

and 15% of ths tolal circulating T4 respectively.l4 Ths binding

o1T4 by these p.otoins is such lhal less than 0,030/" is presenl

in the circulation as unbound, lree T..{ This small percenlage

of the tolalT! represenls the physiologically available horfione
which is bologically active. Onca ths fiee T4 is absorbed by

lhe targel cells, the oquilibrium rseslablishes circulating free Ta

levels, The equi|lbrilim rosults in lhe maintenance ol a constanl

level of fie6 T4 when altoralions occur in oither lhe concenlralion

or affinily of the serum binding protoins. Thereforo, in a varioly

ol normal (pregnancy)4 and abnormal (Famihal Dysalbumrnemrc

Hyperthyrox nemia, FDH)g? states, or as a rosull of the administration

of cerlain drugs (e.g. furosemides e and fenclolenaclor2).lhe largel

tissues are assured of receiving the required amounl ol normone.

Freo T4 values may lher6lore, prcvido the besl indication ot lhyrord

dysfunction, snce free T4 is less sensitivo to changes in the serum

binding proleins.

Hrslorically, lhe diagnosis oi lhyrord function has involved performing

a lotalT{ assay13 14 in addition's to a Thyroxine Uptake (TU) assay

of lhe sam€ sample. The malhemetical combinalion of these wo
assays pfoduc€s a Free Thyroxine Index (FTl) which provides an

indrrecl oroDortional estimale for lree Ta.ra

Ahernaliv€ly, direcl assays have been devsloped using equilibrium

dialysrs,17 13 ultralaltration,rs 20 RlA,21 and solid-phase EIA

technology22 lo measure free Ti, ln thsse methods, separation

oi free and bound t.acer is achioved either with a m€mlllane' or

by binding tree T4 to a solid phase anlibody This exl.action slep

removes an amount of T4 which is proportional to the oliginal amounl

ol iree T. present in lh6 patient sample, Provided lhat the exlracted

T4 is lsss lhan approrimately 5% of lhe T4 in the sample' a lrue

estimallon of lhe lr6e T. contenl can be obtEin€d.

The ARCHITECT Free T4 assay is to be used as an aid in the

assessment ol thyrord staius,

I BIoLOGICAL PRINCIPLES OF THE PROCEDURE
The ARCHITECT Free Ta assay is a lwo-slep mmunosssay lo

delsftnin€ lhe presenc€ of ke€ thyroxine (Fres Tr) in human serum

and plasma ushg GMIA t6chnology wllh flexlble assay protocols,

r€ferred to as Chemltlex.

1, Sample and antlT4 coal€d paramagnellc microparucles are

combined. Fr€e T4 (unbound) prosBnt ln the samplo binds lo lhe

anti-Td coatod microParlicles

2. After washing, Ts acridlnium'labeled conjugat€ is added lo

creale a reaclion mixlur€.

3. Following anolher wash cyc16, Pr€-Trlggot and TriOger solulrons

are added lo lhe teaction mirlure.

4. The resuhing chemiluminescent reaction is measured as relative

lighl units (BLUS). There is an inverse rslalionship beMeen lhe

amount of Free T4 In the sample and the RLIJS detecl€d by the

ARCHITECT iSYstem oPtrcs.

For additional informalion on system and assay lechnology, teler lo

the ARCHITECT Syslem Operations l,4anual, seclion 3

I REAGENTS

Kit Contents
ARCHITECT Free Ta 7K65

NOIE: Sone kit sizes are not available in all countries or lor use on

all ARCHfTECT isystems Please contacl youl local disitibutor'

@ 7K65-2S 7K65-24 7K65-39 7X65-34

in'ceorA*r'crEn I x6.6mL 4x66mL 1t270rrL 4\270n1

ForNG^yEl 1x5.9mL 4x59mL 1x26.3mL 4x2€3mL

@ anrito (sheep) coated Micropa(lcles in TFls bufle'

wlth sheep lgc slabilizers. Minimufi concentration: 0.05% solrds.

Preseruative: sodium azide.

@ t" acridini,-'m-labeled conJugale in l/Es bufier wilh Nacl

and Trilon X-100 stabrlizers. [,4inimum concentration: 0 2 ng/mL

Pres€rvalive; Proclin.

Other Reagenls

trnFru'oa6 soltrnoil 4116HITEgT Pr..Trigg€r Solu on contain ng

1.32% (w/v) hydrogen Peroxide.

liirc6Eisorun-oll 66gtTEcT Trtgger Solution containing 0.35 N

sodium hydroxido.

IG*FI lgcHlrecr wash Buffer conlaining phosphale

buflered saline solulion. Preseavativesl antimicrobial agenls.

NOTE: Boltle and volum€ valies based on order'

Wahings and Precautions
.@
. For rn lllro Diagnoslic Use

500100



conlain or ar€ suspecled of conlaining Inlectious

The following warnings and precautlons apply to: 199!l!41{g

WARNING: Contains methYlisothlazolones.

H317 May cause an allergic skin reaction.

Preventlon
P261 Avoid breathing mlfl / vapors / spray.

P272 conlafiinaled work clolhing should nol be

allowed oul of the workplace.

P280 wear prolecrlve gloves / protective

clothino / eve Droleclion.

P302+P352 lF ON SKIN: Wash wlth Plenty of waler

P333+P313 It skin lrltallon or rash occ(irs: Gel

msdlcal advice / attention.

P362+P364 Take ofl contamlnaled clothlng and wash

Dlsposal
P501 Dispos€ of conlents / container in

accordance wilh local r€gulauons.

Safety Piecautlons

CAUTION: This producl requir€s lhe handling ot human speclmens

It rs tecommended that all human_soulced mat€rials be considered

potentially Infectious and handled in accordance wllh lhe OSHA

Standard on Bloodborne Palhogens. Biosafety L6vel 2 or other

appropriats biosafery practices should b€ l/sed for materials lhal
23-26

Reagent Storage
Wh€n stotgd and handled as dilecl€d, roag€nls ale slable untlllhe

expiralion dale.

storage AddlllonalStorage

temperaiur€

* Reagents may be slol€d on or olt the AFICHITECT isystem ll

rBagenls are rehovod fiom lh€ system' store lheh al 2-8"C (wilh

seplums and rcplacem€nl caps) n an upright position For roagenls

storsd o( the syslem, il is reoommended thal they be stored In

their orlginal ttays and box€s 10 ensure lhay rcmajn upfighl. It the

mlcroparucl€ bottle doas not r€maln uprlght (wlth a soptum

Installed) whlle In rcfrlgerated storage ofl tho system' the reagenl

klt must be dlscarded. For inlormalion on unloading reagenls refel

to th6 AFCHITECT System Op€rations l,lanual, Section 5

Indlcations of Reagent Deteiioration
When a eontrol value is oul of the specilisd range, i1 may rndrcale

deterioalion oi lhe r€agenls oI errors in technique Associaled tesl

resulls aro invalid, and samples must be relesled Assay focalrfrrallon

rnay be necessary. For troubl€shooling informalion' reler t0 ihe

AFCHITECT Synem Op€Ia ons Manual, Seclion 10'

T INSTRUMENT PFOCEDURE
The ARCHTTECT Ftee Ta assay file must be inslalled on the

AFCHITECT isystem from an ARCHITECT isyslem Assay CD'ROI\"l

prior to Parforming IhB assay.

For detaited infomation on assay tile inslallallon and viowlng

and ediling assay param€lets, refer to lhe ARCHITECT System

Operalions Manual, Section 2.

For intormation on prinung assay parameters' refer lo lhe

ARCHrEOT System Operations Manual' Section 5.

For a detailed description of system ptocedures' reler to the

AFICHffECT Svstem Operations l,lanual

Alternate Resull Units
Edit assay parameter "Aosuli concantratjon units" lo select an

alt6rnale un(.
Converdon foranula:

(Conc€nttalion in D€fault result unil) x (Conversion facloo =

(Concenlralion In Altornate resull unit)

oerautt resutt unir conversron tactor ,!!qE!!l!!!l! rI1!

dale storago

For in,ormation on taacking

onboard time, refer lo
the AF|CHITECT Syslem

Operations Manual,

Sectlon 5.

rhe fotlowinq warnings and pr€caunons appy lo: li;;i@
contains sod um azide.

EUHO32 Conract wlh acids liboEles very toxic gas.

P501 Dispose of contenls / container In

accordance with local regulations.

Sai€ty Dala Sheels are available al www abbottdiagnostics.com or

contact your local repr€sentatve

For a d€lail6d discussron of safoly p€cautions during syslem

operation, ret€f to the AFICHITECT Systsm operallons Manual,

secuon 8.

Feagent Handllng

. Do not use r€aqenl kils b6yond lhe €xpirallon date.

. Do hot pool reagents wlthln a klt ot betweeh klts.

. Eelore loading lhe reagent kit on the system lor lhe first time' the

mlcroparttcle boltle requlres mrxing to rosuspend micropa lcles

that may have s€tlled durlng shipment For microparticle mixing

inslructions, refer lo the PROCEDUBE, Assay Procedwe secllon

of this package Insert.

. S€ptums I\rlJST be used to prevent reagent evaporatlon and

contamlnatlon and to ensure reagent Integtlty. Rellablllty of

assay results cannot be guaranteed lf septums ar€ not used

accordlng to the lnstructlons In thls package Insert.

. To avoid contaminalion, wear cl€an qloves when placing a

septum on an uncapped reagsnt boltle,
. Once a septum has been placod on an open reagenl bottle'

do not invert the bottle as lhis w l resu[ in reagsnl leakage

and may compromise assay resulls
. Over time, resldual liquids may dry on lhe septum surface

Th€se are t)?ically dried salts and have no etlect on assay

efficacV.

For a delailed discussion of handling prscaulions during system

opofation, refer to lhe AFICHITECT Syst€m Operations Manual'

Secuon 7

ng/dL 12 87 PmoUL

rii:,
!;\



I SPECIMEN COLLECTION AND PFEPARATION
FOR ANALYSIS

Specimeh Types
Validated specimen typss to be usod wth lhrs assayi

CollecrlonTubes

Human serum Serum

T PROCEDURE

Malerials Provided
7K65 ARCHITECT Free T. Beagenl Kit

Mete ala Fequlred but not Provlded

ARCHITECT Free T4 Assay file obtained trom tho ARCHITECT

Isystem e-Assay CD-ROM found on www.abboltdiagnoslics com

7K65-02 AFICHITECT Froe T4 Calibrators

7K6$10 AFICHITECT Free T4 Controls

ARCHITECT Pre-Triggof Sol(rtion

AFTCHITEoT Trigger Solution

ARCHITECT WASh BUffST

ARCHITECT Reaclion Vessels

. AFlcHrEcT Sample cups

. AFCHIECT S€ptum

. AFCHITECT R€placsmenl CaPs

. Pipatt€s or plp€1le tlps (optlonal) lo deliver th€ volum€s specifred

on th6 palient or control 0106r scaeen.

For lnformatlon on haterlals r€quired {or malntenanco procedures,

r€fer 10 the AFCHITECT Syslem Operalions N,lanual, Section g

Assay Procedute
. Before loading the r€agent kit on lhe syslem fol ihe first

time, tho mlcroparticle botllo requires mixing to resuspend

micropa(icles thal may have sottled during 6hipment. Afler the

first time the mtcropa icles have been loaded, no fu(her m{xing

is requked.
. Invert the micropartlcl€ boltle 30 ilm6s.
. Visually inspect lhe botlle to ensuro mlclopailicles ars

rssuspend€d, ll micropanicles are slill adhered lo the bo{le

continue lo inverl ths boltle until tho microparlicles have

been comPletelY resusPended.

. lI the mlcropartlcles do not resuspend, DO NOT tlSE.

Contact your local Abbott representatlve.

. Onca lhe micropadlcl€s have been resusp€noed' place a

seplum on the bottle. For instruclions aboul placrng seplums

on bottles, reler to the Reagent Handtlng seclion ot lhis

package ins€11,

. Load tho reagenl kit on the AFIoHITECT isyslem.

. verily that all necessary reagenls are present

. Ensure that seFums are present on all reagent boltles.

. Order lesls.
. For intormalion on ordsring patienl spocim€ns and

conrols and lor genelal opelating procodurcs, feter lo the

ARcHffECT syslem operations Manual' seclion 5

. Mininum sample cup volume is calcolaled by lhe syslem

and printed on the orderlist reporl. To minimlze the ettecls ol

evapolation, verify adequals sample cup volume is presenl pr or

to running lhe lesl.

Maximum number ot r€plicaies sampled lrom lhe same sample

cup: 10

. priority:

Sampl€ volume for tk$ test: 95 lil
sample volume for each addilional tesl frcm same sample

cupr 45 l'lL
. < 3 hours on Doaro:

Samplo volume fot tirsl lest: 150 UL

Sample voluma for €ach addillonal lesl fiom same sampie

cup: 45 ![
. > 3 hours on board: Addllional sampl€ volurne is requlr€d.

Befer lo the AFCHITECT System operations Manual' seclion

5 for Informalion on sample evaporelion and volumes

. li using primary or aliqlot lubes, use lhe

Sodium hoParin

Lilhium hepafln

Lithlum heparln plasma s€Pahtor

tuDes

Potassium EDTA

. Olher anticoagulants hav€ Bot been validaled for use with lhis

assav,
. Wren senat sp€cimens ar€ being ovalual€d, tho sarne typ€ oi

sDecimen should be us€d throughout the study.

. Periormanc€ ol lhis test has not been €stablished wilh neonatal

sPecimens.
. The rnslrument does nol proMde the capabil[y to verity specimen

lype. ll is the r€sponsibility ol the operator to veify lhal lh€

cofigcl specrmen typ€s are used in lhe assay

Sbecimen Conditions
. Do not use specimens wilh lh€ following conditions

. healinactivaled
. To prevenl c@ss contaminalion, use of disposable pipeltes or

pipetie tjps is recommended,
. For optimal results, s€rum and plasma specimens should be frEe

of fibrin, r€d blood cells or othor particulate matter.

. Ensure that complete clot formation in serum Epocimens has

lak€n place prior lo cenlrifugalion. Some spgcimens, especially

lhoso from patienls receiving anticoagulant or thrombolytic
lhsrapy may oxhibit increased cloning timo. ll lhe spocimen is

cenvituged before a complele clol lorms, lhe presence ol tibrin

may cause erlon€ous l€sults,

Preparatlon fol AnalYsls
. Follow the tube manufaclurcr's processing instructlons for

specimen collectlon tubes
. Specimens mu$ be mixed THOROUGHLY att€r thawing, by LOW

speed vortexing or by gently invertlng, and centrlfuged pri0r io

use lo remov€ rod blood calls or partlculale matter to €nsure

consislency in the results.

. lnsDect all sDecimens lor bubbles. Remove bubbles with an

applicator stick before anatysis. ljse a new app|cator stick for

each sDecimen to prevenl crcss contaminallon

Serum/Plasma 2-8'C < 6 days

ll lesling wrll be dglayed mole lhan 24 hours, romove serum or

plasme kom the clol, sarum sepalalor, plasma separalol or red

blood c€lls.

Follow the manutaclurer's processing instructions lor serum or

plasma collection tub6s rf a removal lime of l€ss than 24 hout6 s

specllied.

ll lesting wlll be delayed more than 6 days specimens shoLlld be

trozen at .l0 C or cold€r.

Sp€cimens stored liozen al -10'C or colder for 5 days showed no

Derformance dif f erence.

Avoid mLrlliple treezelthaw cycles,

Specjmen Shipping
. Package and label speclmens In compllance with applicable

state, federal, end international regulations cov€ring lhe t.ansport

of clinical spgcim€ns and infectlols substances

. Do nol excsed ths storage limilations listed above.

4
,:J'r;

Human Plasma

SDeclmen Tvoe Storaqe Temperature Maxlmum Slorag€ Tlme

ensure sLifllcient paltenl specimen is



. PreDaro ARCHITECT Froe T. Calibrators and Controls

. Mix calibralo(s) and controls by gentle inversion before use

. Hold botiles ve lcally and dispense rocommended volumes

into each respeclive sample cuP

r Recommended volum€s:

tor each calibralori 4 drops

for each conlrol: 4 drops

. Load samoles.
. For informalion on loading sampl6s, l6f€r to tho AFCHITECT

Syslsm Operations Manual, Soction 5.

. Press BIJN.

' For ootlmalperiormance, il is lmpo(aht lo pedorm rculn€
mainlsnance as descrlbed in th€ AFCHITECI Syslsm operations

Manual, S€ction 9. Perform halnl€nance mor€ ii€quenlly when

requlr€d by laboratory procedures.

speclmen Dilutlon Procedures
SamDles cannot be d luted lor Froe T4 delerminatlons. Samples

whiclr read > ng/dl should be reporlsd as such.

Calibralion
. Tesl Calibralors A-F in duplicate. The calibralors should b€

priorlty loadod.

A sngle sa.nple of eacl'conlrol lgvel musl be tesled lo evaluale

the assay calibration, Ensure that assay controlvalues are wilhin

the ranges sp6ciiied 1n lhe rgspectiv€ control package inse

. Calibralion Fange: 0.0 - 6.0 ng/dl.

. Once an AFTCHITECT Free T. calioration is accepted and stored'

all subsequent samples may be lest€d wthout further calib|aton

unless:
. A reagenl kil with a new lot number is used or

. Conlrols are out of range,

. For detailed informalion on how lo portorm an assay calibration'

reier to lh€ ARCHITECT System Operations [ran!al, Section 6.

Ouality Control Procedures
The recommendsd conirol requiromanl for tho ARCHITECT Frea T{

assay is lhal a single sampl€ ot each convol level b€ tested once

every 24 hours each day ol use, tl the quallty conlrol procedutes in

youf laboralory rsquir6 more fl€quont use ot controls 10 verify tesl

results, lollow your laboralorFspecific ptocedures.

Ensuro that assay control values ars whhin lhs concenlration ran96s

spec lled in fte convol package insert.

Veriilcatlon ot Assay Clalms

For protocols lo verify package ins€d claims, reler lo lh€ ARCHITECT

Syslem Operations Manual, Appendix B.

The AFCHrIECT Free T. assay belongs lo melhod group 6

I FEsuLTs
Calculation
The AFCHITECT Free Ta assay ulilizes a 4 Parameter Logistic

Curve lit data reduclion nethod (4PLC, Y-w€ighEd) lo g€nerale a

caliblation curvo.

For informallon on alternat€ resull units, refe. lo the INSTRUMENT

PROCEDUFE. Alternate Besult Unlts section of this package insert.

Flags
Some results may conlain information in the Flags lield For a

descriplion of the tlags lhat may appear in thls li€ld, refer to the

AFCHIECT System Operations Manlial, Seclion 5.

Measuring Inlerual
lVeasuring inlerval is delined as the range ol values in ng/dL whlch

meels the limits of acceptabla perlormancs for both imprecision and

T LIMTTATIONS OF THE PROCEDURE
. Results should be uled ln conjunctron with other dala; e.g

symploms, Iesuhs ot olher thytoid tests, clinlcal impfesslons' etc'

. lf lhe Free T4 resulls ar6 inconsistent wlth clinical evidence'

addlilonal lesting is suggesled to con(iIm lhe res!ll.

I EXPECTED VALUES
A nomal lango ot 0.70 ng/dL to 1.48 ng/dL (central 99"/o interva )

was obtained by lesting selum spec mens lrom 411 individuals

determined as normal by AxsYM lJllrasenslllve hTsH ll and atsYM

Frea T4 assays, h ls rocommended lhat each laboralory €slablish ils

own normal lango, which may be unique to Lhe populalion it serves

dep€ndrng upon geogtaphical, pallenl' di€lary. or envkonmenlal

faclors,

T SPECIFIC PERFORMANCE CHARACTERISTICS

Paecision
The ARcHtTEcT Free T4 assay is dosign€o lo have a proc sron

of < 10% (tolal CV) ior concenlrations in the range of lhe low

control (0.65 ng/dL), modium conlrol (1.2 ng/dl) and high conlrol

(2.8 ng/dl). A study basad on guidanco from linical and Lab-oralory

standards Institule (CLsl, form€rly NCCLS) d ument EP5'A:/

was perform€d for lhe ABCHITECT Free T4 assay A three member

l€sting days. Data lrom lhis sllidy are summarized In the follouring

labl€.'

0.048 3I
0.029 2.3

0.029 2 3
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E0 1.27
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3
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80

80

80

80

I

l
2

2

294

?81

303

300

0.084

0 097

0 098

0 088

51

53

63

2I 0148

34 0]s1

33 019t

2I 0.134

' R€presenlative datai resu116 in mdividlal laboralones may vary rrorn

lheso dala,

Sensltlvlty
Th€ ARCHIECT Fre€ Ta assay rs designed to hava a Limil of

Ouantitation (LoOl of 3 O 4 ng/dL. The LoO is defined as the lowest

amount ol analre In a sample thal can oe accuralely ouanl laled

with prgcision of < 10% CV

A studv was pertormed based on guidance from the NCCLS

documenl EP17-A'?s w|th lour z€Iolevel samples and 8 samples wlth

Free T4 concsntrations ranging trom 0 25 lo 1.0 nq/dl

The samples were tested in at least 5 separale runs ovor a mlnlmum

of 3 days using 2 reagenl lols and 6 instrum€nts. In lhis sludy' the

Limil ol Blank (LoB)was 0 22 ng/dL, Llmil of Delectjon (LoD) was

0.28 ng/dL and LoO was 0.40 ng/dl.'
' Ropresenlalive dalal results in Individual laboraloli€s may vary lrorn

these dala.

AnalyticEl SpeciticltY
The AFCHrTECT Free T4 assey is designed lo have a mean

analytical specificily of < 0.0035% cross r€activity wilh

trilodothyronine (Ts) at a concentration ol 12.000 ng/dL in a sample

containing 0.5 ng/dL of Free T..

,z({ :.-i.
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lntedcrence
The ARCHrrECT Fr€€ Ta assay is designed to havo a mean pot€ntlal

ntederence hom hsmoglobin, bilklrbin, triglycerides, and protein of

< 10% al the levels indicatod below

Hemoglobin

Bilirubin

Triglyce des

Prolein

Accuracy by conelation
The ARCHITECT Fre€ Ta assay ls designed to have a slopo of 1.00

t 0.?0 and a correlation co6.frcient (4 o' 2 0.90 whsn compared lo

the AxsY[I Free T4 assay.

A sludy was perlormed wh€re specimens were tesled using lhe

AFCH|IECT Free T4 assay and AXSYM Free T4 assay Data from --
this st!dy were analyzed using leasl squares and Passlng Bablokzd

regression methods and are summarized in the following tabl€.'
Abbott AFCHITECT Fre6 T. vs. Abbolt AXSYM Fiee T4

Co rlation
lo.llici!nl

Falcliff€ WA. Hazelton FA, Thomson JA, BatcliJle JG The Ellecl

ol Fonclolenac On Thvtoid Function Teds In Vivo and ln Vitro. C/in

E n do c tl nol 1 980-,131569' 57 5.

Kurtz AB, Cappsr SJ, Cli(ord J, Humphrey [,U, Lukinac L The Ellecl

of Fanclof€nac On Thyroid FenatiDn. Clin Endac nol19E1i15:11a?4'

Pearsor DWIII, Ralcllile wA, Thohson JA Falclirle JG Erochelnrcal

and Clinica! Elf6cts ol Fenclolsnac In Thyrotoxioosls Clin Endocinol
1982i16:369-373.
Larsen PR. Dockalova J, Sipula D, Wtr F['1. lmmunoassay ot

Thv.oxine ln UnextEcled Hrman Setum. J Clin Endoc nolMeBb
1973i 37in-182.
Chopra lJ. A Badioimhunoassay for Measursm€nl ol Thyrcxine in

ljnextracfod Human 86rum. J Clin Endoctinol Metab 1972134g3a'
7.

Rslslofl S, Hay€n sR, Selenkow HA Esllmalion of the Ta Blndirg

Caoaciw ol Serum TBG and TBPA by a Single T4 Load lon

Exchang€ Besin lr€thod. J Nucl Mad 197211312'12

Clark F, Horn DB. Ass€ssment ol Thyrold lunction by ths Combined

Use ol th€ S€4rm Protein-Bound lodine and Resin llptake ol 131

l.Triiodothyrcnino, J Clin Erdoc nolM6lab 1965125139'45

Ellis SM, Ekins FP. The Fadloimmunoassav ol Serum F ee

Trllodothyronh6 and Tnyfoxin€. Inl Panernak CA, 6dilor
Radioimmthaassay in Clinical Bioohemistrv Londont Hevder'
1975125:147.194.

10.

11.

< 500 mg/dL

< 20 mg/dl
< 3000 mg/dL

3 12 g,/dL

16.

Laast Squares lJnear

ReEossion

PasrinqBablok Unoar

h this evaluaion, serum specim€ns lestsd .anged lrom 0 52 ng/dL to

3.88 ng/dl wilh lhe AFCHITECT Frae Ta assay and frcm 0 46 ng/dl
10 4.i4 ng/dL wilh the AXSYM Free T4 assay.

' Represenlative dala; varlables sLch as ditferences in sampling

size and sanple population may impact lhe co[elation of the assay;

thsreiore, results in indivldual laboratories may vary from lhese data

* A linear regression method with no specaal assumplions regardlng

rhe dlstribulron of lhe samples and lh€ measulem€nt erors.23
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ARCHITECT

Total Ts

@ 7K64-2s

EE 7K6420

EEl7K6435
FE 7K64-30

o

7/a

Total T3
7R64

G65478R09
87K640

Package lnsen insvuctions musl be carelully tollowed. B€llabllily oi

assay rcsults cannot be guatanteed jf thers are any devjations from
the inslrucllons in lhls package ins€rt,

T NAME
ARCHITECT Tota| T3

I INTENDED UsE
The ARCHITEGT Total T3 (TT3) assay is a ch€miluminesc€nl
microparticl€ lmmunoassay (CMIA) for the quanlllalive delermination
ol total riiodothyronine (Toral T3) ln human serum and plasma,

I SUMMARY AND EXPLANATIoN OF THE TEST
3,5,3'Triiodothyronine (T3) is a thyroid hormon€ with a molecular

weght ol 651 daltonsr and a half-tile in serum oJ 1.5 days.z Tl
ckculates rn the blood as an equilibrium mixture of frss and protein

bound hormone.s Ts is bound to thyroxine binding globulin (TBG),
prealbumin, ahd albumin. The actual distribution of T3 among th€s€
binding prcl€ins is controversial as estimales range from 38-80% for

TBG, 9.27l" lor preatbumin, and 1f35% for albumin.a Th€ binding of

rhes€ protoins is such thal only 0.2'0.4% of lhe lolal T3 rs plesenl

n solution as unbound or free T3.5 This free fraction represents the
physiologically ac ve thyroid hormone,3

11 has become apparent in recent years lhal T3 plays an imporlant
role in the marntenance ol the euthyroid stat€. Ssrum TJ

measurements can be a valuable component ol a thyroid screening
panel in diagnosing certain disorders ot lhyroid lunclion as well as

conditions caused by iodine deficiency. Clinically, measurements

of ser!m To concenlration aae especially valuable in diagnosing
hyperthyroidism and in following the course of lherapy for this
disorder,2 6 7 llndor conditions ot st.ong thyrord slrmulation, th€
T3 measuremenl provides a good ostmaion o, lhyroio reserve.2

Becogn tion of a thyrojd dysfunclion called T3-lhyroloxrcosis,

associaled wilh an increased serum T3 lev€l bul normal thyroxine
(Ta),lrcefa, and in vitto Uptake results have lurlher highlighted

ihe importance of ser!m T3 measuremenls.z s-11 Dielary iodin€

deticiency f€sulis in inad6quate produclion of thyroid hormones

despite the pressnce of normallhyroid tissue.In these casgs,lhe
serum T4 concentraton is oflen low while the Thyrcid StimLrlaling

Hormone {TSH) concenlralion is elevaiod. Elovaled TSH associated
wilh low Ta is normally indicative ot hypothyroidism. However, in

iodine deficiency, lhese resulrs together with normal or slighlly
el€vat€d s€rum Ts are indicativo of eulhyroid stalus in most

individuals.12

T3 levels are also atiected by condilions which aff€cl TBG

concentEtion,l3is Slightly elevaled T3levels may occur in

pregnancy or during eslrogen lherapy, while dspressed levels may

occur during severe illness, malnulrition, in renal failure and during

therapy with anti-thyroid drugs, propranolol and propyllhiouracil and

salicylales,2 l6 lT In patienls with severe or chronic illness€s, many

abnormalhies of thyroid hormone balance occur. T4 produclion and

the exlenl of serum thyroid hormone binding may be independently
abnormal, resulting in a low normal or high free T1 eslimalE. Serum

T3 concentrations are ofien low; TSH lev€ls may be normal oa

sliqhtly elevated. Tolal Ts measurements may be valuabl€ when
hyperlhyroidism is suspected and the free T4 estimate is normal.13

The ARCHfrECT Total Ts assay is to be lsed as an aid in the
assessmenl of thyroid stalus.

T BIoLoGICAL PFINCIPLES OF THE PROCEDURE
The AFICHITECT Tolal Ts assay is a two.slep immunoassay to

dotermina the prss6nci of TotalT3 in human serum and plasma

using CI\,ilA technology with llexible assay prolocols, rsf€rred lo as

Chsrnitlex,

1 Sample and anli-Ts coated palamagnetlc rnlcroparticles are

comblned. The Tr present in the sarnple binds to lhe anliT3
coated microParticles,

2. Aft€r washing, Ts acridinium-labeled conjlgato is added lo
crcals a laacllon nrxlur€.

3. Follo\ling anolh€r wash cycle, Pre-Trigger and Trigg€r solutions

are added 10 lhe reaction mixlure,

4. The lesulling chemiluminescsnt reaction is measured as relative

light unrts (BtUs). Ther€ js an inverse relalionship between lhe

amolnl of Total Ts in the sample and lhe Rlljs detected by lhe

AFCHITECT |sysleln optics,

For additional informaLion on syslem and assay lechnology, refer lo

the ARCHITECT Syslem Op€rations lVanual, section 3.

I REAGENTS

Kit Contents
ARCHTECT TolalT3 7K64

NOTE: Some kil sizes are nol available in all counllles or for use on

all ARCHITECT isyslems. Please conlacl your local dislribulor.

7K6+25 7K6+20 7K6+35 7K6rt-30

FrcnopAAnclEsl I x6.6mL 4x66mL 1\27omL 4x27omL

ExJUc^ra 1x5.9mL 4x59mL 1x263mL 4x26.3mL

lir.Rop nncrEil Anti-T3 (sheep) coated micropadictes in MES butter

with sheep lgG slabllizers. Minimum Concenlralion: 0.08% solids

Pr€serua1ive: Proclin 300.

G6iJddGl T3 acridinium-labeled conjugate in crtrale buffer

with NaCl and Triton Xl00 siabilizers. l/inimum concentralion:

0.33 ng/mL. Preserualive: ProClin 300.

Olher Reagents

D-iFrR'ooA sol'rrfl oil AR6HITEST pro,Trigger Soturion containing

1.32% (w/v) hydrogen p6@xide.

lrnrcc-:r sorurr6-l n66plTEcT Trlgger sotulion conraining 0.95 N

sodium hydroxid6.

luasrrtwr:nl 4qgHIfE51 Wash Buff6r conrainrng phosphale

butlered satine soh,/tion. Preseryalives: antimicrobial ageots,

NOTE: Boltle and volume vary based on order.

@
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Warhihgs and Precautions
.@
. For /n Yitro Diagnostic Use

satety Precautlons

CAUTION: This product requires lhe handling ol human sp€clmens.

It is r€commendod lhst all human-sourced malerials be considered
potontially infectious and handlod in accordanco wilh lhe OSHA

Standard on Bloodborn€ Pathogens, Biosafety Levei 2 or olhgr
appropiats biosafety practices should be used for materials thal
contain or are suspectod ol contalning infectious agents.1341

Safety Data Shests are availabl6 at www.abbottdiagnostics,com or

contacl your local reprcsentalive,

For a delailed discusslon ol salely precautions during syslem

op€ration, refer to the AFCHnECT Sysl€m Operations Manual,

S8clion 8.

Reagent Hahdllng

. Do nol use r€agent kits beyond lhe expiration dale,

. Do hot pool reagents wlthln a klt oa between klts.

. Before loading th€ r6agont kit on the system for tho firsl time, th6

microparlicle boltle requires mix'ng to rosuspend micmparticles
lhat may have settl€d drrring shipment. For micropa icle mixing

inslructions, reler to lh€ PRoCEDURE, Assay Procedwe seclion
ot lhis package inserl.

. Septums MUST be used to prevent reagent evaporatlon and
coniamlnatlon and to ensure reagent Inlegrlly. Rellablllly of
assay results cannot be guaranteed il septuhs are not used

accordlng to the Instructlons In this package Insert,
. To avord contaminalion, wear clean gloves when placing a

sepium on an uncapped reagonl bollle,
. Once a s8plum has boen plac€d on an op€n reagent bottl6,

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

and may compromrs6 assay resulls,
. Over trme, residual lrquids may dry on lhe seplum sLldace.

These aro typically dried salls and have no €tfect on assay

eflicacy.

For a d€lailed discussion of handling precaLilions during syslem

operallon, refer to the ARCHITECT Syst€m Operations Manual,

Section 7

Beagent Storage
When stored and handled as dkeclsd, reagenls ar€ stable uniil the

expiralion date.

storage Marlmum AddltlonalSlorage
Temp€ralure Storaqe11me Inslructrons

llnopened/ 2-8'c Unlil May be used immedialely

ODened' €xpiration afl6r removal lrom 2'8'C
oale storage.

On board System
temperalure

' Boagenls may be slored on or olf lhe ARCHITECI isyslen lf
roagents are r€moved from the system, 6lore lhern al 2-8"c (wilh

seDtums and r€placemenl caps) in an upriqhi posilion, For reagenls

stored oft lhe sysl€m, ll is recommsnd€d lhal they be stored in

fteir originat trays and box€s to ensure lhey remain uprghl, lf the
mlcropartlcle bottle does not remsln updght (wlth a septurn
lrctalled) whlle In retrlgerated storage oll the systein, the reagent

klt must be dlscarded, For in{ormalion on unloading reagenls, ref€r

to the ARCHITECf Syslem Operatlons Manual, Seclion 5

Indications of Beagent Deterioration

When a control value js oul oi the spedfied range, it may Indicale

detefloratlon of the reagenls or errors In technique. Associaled tesl

resulls ar€ invalid, and semples musl b€ reieslad. Assay recalibralion

rnay be necessary. Fol troubleshootlng intorrnation, r€ler to lhe

ABCHffECT Svstern Operations l\,lanual, Sectlon 10.

T INSTRUMENT PROCEDUFE
The AFCHITECT TotalT3 assay file must b€ inslalled on the

AFCH|IECT isystem pfior lo perlorming ths assay.

For detail€d nformation on assay file installation and viewng

and €diting assay parameters, re{er to the ARCHITECT Syslem

Operalions Manual, Seclion 2.

For informalion on printing assay param€lsrs, r€fet lo the

IfiCHITECT System Operations 
^/anual, 

Section 5.

For a dgtail€d description oi system procedures, r€ter to the

AFCHrECT Sy6tem Operalions l,lanual.

Alternate Result units
Edh assay parameler 'Result concentralion units" lo selecl an

allemate unil.

Conveasion tormula:

(Concenvatlon In Default r€sull unil) x (Converslon faclo4 =

(concenlrallon in Altehate resull unil)

Defauh result unlt Conversion faclor Alternale result unil

ns/dL'

' isy eln Assay CD-ROM version 6.0 and higher will b€ required lo

install this alterna(€ result unit (ng/dl).

T SPEGIMEN COLLECTION AND PREPABATION
FOR ANALYSIS

Speclmen Types
Validated specimen types to bo usod wilh lhrs asseyl

speclm6n Types Collectlon Tubes

30 days Discard after 30 days.

FoI informatron on tracking

onboard time, refer to

rhe ARCHITECT System
operations Manual,

S€clion 5

ngimL 1.536

100.0

Serum

Serum separalor lubes

Sodium heparin

Lirhium heparin

Potasslum EOTA

Ths following warnings and precaulions apply to: HleoF RtlclEll/

o
WARNING: Contains m6lhylisothiazolonos.
H3r7 Mev calis€ an allerqic skrn r€acton.

Prevention
P?61 Avoid breathinq misl / vapors / spray.

P272 Contaminaled work clolhing should not be
allowod out of the workplaco,

P280 Wear prolective gloves / proleclive

clothinq / eve protection.

Response
P302+P352 lF oN sKlN: Wash wilh olenry of waler.

P333+P313 lf skin ?rltalion or rash occurs: Gel
medical advce / att€ntlon.

P362+P364 Take off contaminaled clothing and wash

il before reuse.

Disp06al
P50t Dispose ol contents / container in

accotdance wilh local regulations,

Human plasma



. Othsr anticoagulants have not been validated for us€ wilh this

assav
. When serial specimens are being evaluated, the sam€ type oi

specimen should be usod throughout lhe sludy.
. Perfohancs has not be9n €stablished for lh6 us€ ol neona{al

specimens.
. The Instrumsnl does nol provide the capabilily to verily spocimen

typ€. h ls th€ rosponsibility of the oporator to vorify thal lhe
correct specimen types are used in {he assay,

Speclmen Conditions
. Do not use specimens wilh the tollowing condillonsi

. healinactivaled
. For optlmal resulrs, sorum and plasma spgclmens should b€ lree

of flbrin, rsd blood c€lls or oth€r particulato mattol,
. Ensure that complots clol lormatlon In serum spoclmens has

taken place prior lo c€ntrilugatlon. Somo sp€cim€ns, Espocially
those lrom palients receiving anlicoagulant or thrombolylic
therapy may exhiblt Increasod cloltlng time, lf the sp6cimen is
cenlrifuged before a cohpl€ts clot forms, th€ presenc€ ol flbrin
may cause €rroneous r€sults,

. To prevont cross contaminalion, use of disposable plpellos or
pipene lips is recommend€d.

Preparatlon for Analysis
. Follow lhe lube manufactur€r's procassing inslruclions lor

specimen colleclion tubes.
. Specimens musl b6 mixed THOROUGHLY aft€r thawing, by LOW

speed vortexrng or by genlly invertlng, and centri{uged prior to

use lo remove red blood cells or particulale matter lo ensure

consistency In thB r€sulls.
. lnsDect all sDecimens for bubbl€s, R€move bubbles with an

applicator sljck belore analysls. lJs€ a new applicator stick for

each sDecimen lo Drevenl cross contamination,

Specimen Storage
Maximum Storage

Specimen Type Slorage Temperature llme

Serum/Plasma 2-A'C < 6 days

lf tesllng wrll be dolay€d more lhan 24 hour6, remov€ selum or

plasma from lhe clot, sorum separator or red blood cells,

lf losling wll be delay€d mole than 6 days, specim€ns should be

fiozen at l0 C or colder,

Sp€cim€ns slorsd lrozon al J0'C or colder for 6 days showed no

pedormanc€ differ€nc€,

Avoid mulliple keeze/thaw cycles.

Specimen Shipping
. Package and lab€l spec mens in compliance wilh applrcable

state, fod€ral, and international regulaions covoing the lransporl
of clinical spscimens and inleclious substances.

. Do not exceod the storaga limitations listed abov€.

T PRocEDUFE

Materials Provlded
7K64 AFCHITECT Total T3 Reagent Kil

Materials Required but nol Provided
. ABCHITECT TolalT3 Assay file obtained from the ARCHrECT

isyslem e-Assay cD-ROM found on www.abbottdiagnostics.com.
. 7K64-01 ARCHITECT TotalT3 Calibralofs
. 7K64-50 ARCHITEGT Tolal T3 N,4anual Diluent
. AFICHmCT Pre-Trigger Solution
. ARCHmCT Trigger Solution
. ABCHmCT Wash Butfer
. ARCHITECT Reaciion Vessels
. AFCHmCT Sample Cups
. AFICHIrECT Seplum

. ARCHITECT Replacoment Caps

. Any conmorcially availab16 conllols

. Pipercs or pipelle tips (oplional) to deliv€r th€ volumes specified

on ths palienl or control order screen.

Fot information on malellals lequired for maintenance proc€dures'

reler to lhe ARCHITECT System Operations l'ranual, Seclion 9.

As6ay Procedure
. Betor€ loadlng the feag€nl kit on lhe syslem tor lhe tkst

tme, the micropanicle bonle roquires mixlng lo resuspend

microparticles that may have setlled during shipmenl After the

fitsl llme the mlcroBanicles have been loaded, no furlher mlxln0

is f€quirod.
. Inven the mlcropartlcle bottle 30 tlmes.
. Visually inspect tho bollle to ensure microparliclos are

r€suspsnded. ll microparlicles are slill adh€Ied to the bottle,

continue to invert the botlle unttl the microparllcles hav6

be€n completely resuspended,
. Itth€ mlcropaitlcles do not resuspend, DO NOT IJSE.

ContEct your local Abbotl representatlve.
. onco the micropadcl€s have been resusp€nded, place a

septum on the bottl€, For instruclions aboul placlng seplufis
on boltlss, refer lo lhe Reagent Handlhg sechon ol lhrs

package insert.
. Load the reagent kit on ths ARcHfEcT isystem,

. Vsrily that all necossaay r€agenls ar€ pr€ssnt,

. Ensurs that seplums aro present on all reagent boltles.

. Ordor calibration, if nscessary
. For information on ordering caliblations, refer to thg

ARCHrTECT System Opsrations Manual, Sactioh 6

. Ordsr l6sls.
. For intormation on ordedng pali€nl specimens and

conlrols and tol general opetaling procedures, reler l0 lhe

AFCHITECT syslom Operalions Manual, Seclion 5

Minimum sampl6 clip volum€ is calculated by lhe syslem

and prinled on lh€ Ordorlisl report. To minimize lhe elfects ol

evaporation, verify adequale sample cup wlume is pres€nl prior

lo running lhe lesl.

Maximum number ol replicates sampled trcm the sam€ sample

cup:10
. Priority:

Sampt€ volumo for lirst testr 75 UL

sample volume for each addilional lest lrom same sample

cupr 25 PL
. < 3 hours on board:

Sample volume lor lirst tosl: 150 !L
Sample volumo lor each additional l€n irom same sample

cup: 25 !L
. > 3 hours on board: addilional sample volume ls required

BeJer ro the AHCHftEGT System Opelaljons Manual, Seclion

5 fot inlormation on sample €vaporalion and volumes.

. lf using primary ot allquot tub€s, us6 lhe sample gauge lo

ensor€ sufficionl pali€nt specimen is presenL.

Prepare AffCHnECT Total T3 Calibralors.

. Mix calibrato(s) by gentle inversion belole use

. Hold bottlss vortlcally and dispense recommended volumes

inio each rospective sample cup,
. Flecommendedvolum€s'

lor each calibrator, 4 drops

. Follow the rnanutacturer's instruclions lot preparalion of

commercially available conlrol male al.

Load samples.
. For informalion on loading samples,

c! a)
iFi'ii

Svslem ODeratlons Manual, Soclion 5,



. Press BUN,

. For additional informalion on principles oi operalion, refer to the

ARCHIECT System Operations Manual, S€clion 3,

. For optimal p€rfohance, il ls lmportant to perform routine

maintenanco as dsscrib€d in the ARcHfIEcT system opsralions
[,4anual, Section 9. Pedorn mainlenance mote |tequently when

requir€d by laboratory procedures,

Sbeclmen Dilution Procedures
Specim€ns wllh a Total Ts value oxc€eding 8.00 ng/mL ar€ flagged
wlth the cod€ "> 8.00" and may bs diluted using the Manual Dilutlon

Proc6dura.

Manual Dllutlon Procedure

Suggestod d lution: 1i2

It is rocommended lhat dilulions not exceed 1:2.

1. Add a minimum ol 75 UL o( th€ patient sp€cim€n to 75 !L ol
AFCHITEoT Total T3 [,4anual Dlluenr.

To avoid conlamination of lvlanual Diluenl, dispense sevglal

drops ol Manual Diluont into a cl€an {esl lub€ prlor to pjpstllng

2. The ope.ator must enrer lh€ dil(ilion lacior (2) In th€ Palient or

conltol order scrsen. The system will us€ lhis dllulion factor lo
automatrcally calculate lhe conc€ntration of the sampl€ b€fore

ditution. This will be the reponed result, The dilution should

be pedormed so that the reported result roads greater than

1.0 ng/mL.

lf lhe opeEtor does not enter the dilution lactor, the reported result

will be thal of the diluted samDls. This result (before diltillon iactor is
applied) should be greater than 0.5 ng/ml.

. A reag€nt kil wilh a n€w lot numb€r is used oI

. Conlrols are oul ol range.

T FESULTS

Calculation
The ARCHITECT TotalT3 assay ulllizes a 4 Param€ter Logistic

Curua tit data reduction meihod (4PLG Y-weight6d) to generate a

calibration curue,

For information oh alt€rnate resull !nils, refer to the INSTRUMENT

PROCEDURE, Alternato Result lJnlts seclion of this packag€ insert

Flags
Some results may conlain inforlnation in tho Flags field. Fo, a

description of tho flags thal may appear in this fisld, teler to lhe

ARCHrTECT systom operations l\,4anual, saclion 5.

I LIMITATIONS OF THE PROCEDURE
. For dragnoslic purposes, r€sults should be used in conlunclion

with olher data; e,9., symploms, r€sults ot othet thyroid tests,

clinical imD.6ssions, etc.
. lf lhe Tolal T3 r€sulls are inconsisls wlh clinical evidsnce,

addi onal testing is suggested to conlirm lh€ lesull,

T EXPECTED VALUES
A normal range of 0,58 ng/ml lo 1.59 ng/mL (central 95% interval)

was obtained by tesling serum specimens flom 438 Indlviduals

dotermined as normal by AXSYVI ullrasensilivs hTSH ll and AXSYM

Free T. assays, lt is recommended that each laboralory eslablish its

own normal range, which may be lnique to th€ population il serves

depending upon geogtaphical, patienl, diolary or environmenlal

iactors,

T SPECTFIC PERFORMANCE CHARACTERISTICS
For detailed Inforrha on on ordenng oilulions. r€ler lo lh€ AFCHITECT ^.. ._.-_
system operatrons Manuat, soctron 5. Pteclslon

Ths ARCHITECT TolalT3 assay is designed lo have a ptecrs on
Calibralion of < 10% (iotat cv). A study bas€d on guidance from ctinicat and

' T€sil Calibralors 1 and 2 in duplicat€, The calibtators should be Laboratory Slandards Inslnute {CLSI, fonerly NCCLS) document
priorily loaded. EP5-A22 was perior.ned for the ARCHITECT Tolal Ts assay. A lhree

A slngle sample of each conlrol l€v6l must be tosted to €valuate member processed human serum basad panel was assayed, uslng

the assay calibration, Ensure that assay conlrol values are wilhin two lols of reagenls, in replicates of two al two sepalat€ tlmos per

the ranges speclfled in lhe rBsp€ctiv€ convol packag€ insert, day for 20lesling days. Data from lhis study are summartzed In lhe
. Calblarioh Rang€: 0.0 , 8.0 ng/ml. iollowing labl€.'
. Onc6 an AFCHITECT Tolal T3 calibralion is accepled and slored, [l!.n Wilhin Run Tolal

all subsequenl samples may be tesled vdthoul lurlher calibration Pansl R!'gtnt [onc valuo

untess: €mb0t Lot In ruln.nt n {ng/ml') SD %CV S0 %CV

1 1 80 0.75 0,021 2.1 0.02/ 3 h

1 2 80 0.73 0.023 3.1 0 030 4 1

2 1 E0 0.29 0 036 4.6 0.043 51
' For delailed informalion on how lo perform an assay calibralion, . ; 2 80 0.81 0.047 5.E u.os7 /.u.of6ltolhsAFcH|TEGrsyslemopera||ohsManUa|'sec||on6'#^,.^,,

2 1 I 80 1.s0 0.029 I I 0110 7.3

Quafily Control Procedures z 1 2 a0 l.4s 0.040 2.7 0 053 3 6

The recommended control requkement for the ARCHITECT Tolal z 2 i g0 i.53 0.031 2.0 0 03s 2 3

Tr assay is a single sample ot all control lev€ls lested once av€ry 2 2 2 g0 t.bi 0.040 26 0019 32
24 hours each day of use. lt lhe qualily conlrcl procedures in your

laboralory require more trequent use of controls lo verily test resulls. 3 1 2 80 329 0107 3J 0140 42
iollow your laboratoryspeqfrc procedures. Ensur€ lhal assay conlrol 3 2 1 E0 3,5s 0,0s4 1.5 0,0/r 2 0
values are wilhin the concentration rang€s specilied In lhe package j z 2 80 3,54 0.066 1 9 0.077 z Z
nseIt.
Verlllcation ol Assay Clalms r Represenlative datai rBsults in individual laboralories may vary lrom

For prolocols to verify package insert claims, rel€r to the ABCHITEGT hese oata.

System Operations Manual, Appendix B.

The AFCHITECT Total T3 assay belongs ro method group 2.

fAT



Recovery
Th€ AFCHIECT Total T3 assay is designed to hav€ a mean recovery

of 100 t 10% when analyzjng samples spiked wilh known amounls

of T3, Ts was added to nine normal human serum samples, The

concentration of T3 was d€termin€d using the ARcHnEcT Total Ts

assay and lhe resull ng percent recovery was calculated.r

Endoso'rousTi obsrrwd Told
C0ncoilrslion TrAdd.d TrConc€nllalton

sahplo (ng/nt) {ru/mll (ng/ml) 9' Rocov!ryr'

1 2.01 E.n 2.14 94.8

2 0.97 0.78 1.64 85.9

' Flepres€ntative datai variables such as diffelenc€s in sampling

slze ahd sample population rnay impact correlatlon ol th€ assay;

lhereforo, r€sulls in Individual leboralories may vary flom lhese dala

" A linear regr9ssioh nelhod with no sp€cial assumptlons legalding

the distfibution of thg samples and lhe measul€menl errors 23
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3.03

3.04

105.S

s80

98.7

4.28

4.?1

3.89

Av€rage Rocovery: 9g,6yo

' Represenlativs dala; results in individual laboralori€s may vary from
these data,

observad TolalT3 conc.
(nS/mL)-

r. e; Recovery = Endoosnous lotalTs Conc. x 100

lng/mLl

T3 Addsd (nghL)

Analytical Sehsitlvity
The ARCHITECT Toral Ts assay is designed 10 have an analytical

sensilivity ol < 0.25 ng/mL.

Analytical sensilivity ls delingd as th€ concenlration calculaled
as the mean plus hvo standard doviations of replicat€s of the

AFGHITECT Total T3 l/aslercheck L€vel 0 (0.0 ng/ml). The
analytical sensitivity (lollllnearily) is defined in lhe AfICHITECT Tolal

T3 assay paramelers as 0.25 ng/mL,

Analytical Speclficity
The ABCHITECT Total T3 assay is deslgned 10 have a mean

analylical specilicily ol s 0.i% cross reactvlly wth thyroxine (T4) al

a concenlraron oi 1,100 ng/mL.

lhtederence
The ABCHITECT Total T3 assay is designed to havo a meah potenlial

interter€nce lrom n€moglobin, bilirubrn, lriglycerid€s, and prot€in of

< 10% at th8 levols indicated below.

Helioglobin

Silrubin

Triqlycerides

Accuracy by Corelation

5 500 mgidL

s 20 mo/dL

s 2000 mydL

a12 gldL

The ARCHrrECT Total T3 assay is designed to have a slope of 1 00

1 0 20 and a correlation coeflicienl (r) of > 0.90 when cohpared lo
the AXSYM Tolal T3 assay.

A sludy was perlorm€d where specimens were testod using lhe
ARCHITECT Tolal T3 assay and AXSYM Total Ts assay. Data from

lhis study were analyz€d r,/sing Least Squares and Passing-Bablok2s

regression methods and ars summarized in lhe lollowing table.'

Abbolt ARCHIECT Tolal T! vs. tbbotl ATSYIV Tolil T3 23 Fdssing H, Bablok W a new biomatrlcal prccedufe ior lssling the

oquality oi measuremenls t.om two diilerenl analylical m€lhods
Application oi linsar reqression procsdures for method compaison
studies in clinical chemisiry Patl l. J ClinChanClin Bbchem
1983i21(11):709-720.

sp€cim.n6

Comldron
CorlficiBlInlorcr0l Slops

LeaslSquarcs

Passins.Bablok

0.02 1.04

0 964

In this evaluation, serum specimens tesled ranged f.om 0,25 ng/mL
ro 5.83 ng/ml with lhe AFIGHITECT Tolal Ts assay and from
0.34 ng/ml lo 5.19 ng/ml wth rhe AXSYM TolalT3 assay.

c lt rr'-.
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