ARCHITECT
Free T3

Package insert instructions must be carefully followed. Reliability of
assay results cannot be guaranteed if there are any deviations from
the instructions in this package inserl.

 NAME
ARCHITECT Free Ty

B INTENDED USE

The ARCHITECT Free Ts (FT3) assay Is a Chemiluminescent
Microparticle Immunoassay {CMIA) for the quantitative determination
of tree trliodothyronine (Free Ty} in human serum and plasma.

B SUMMARY AND EXPLANATION OF THE TEST
3,5,3' Triiodothyranina (T3) is a thyroid hormone with a molecutar
weight of 651 daltons’ and a half-Fte in serum of 1.5 days.?

Ty circulates in the bload as an equilibrium mixiure of free and
pratein bound harmone.®

Ts is bound to thyroxine binding glabulin (TBG), prealbumin, and
albumnin. The actual distribution of T3 among these binding proteins
is confroversial as estimates range from 38-80% for TBG, 9-27% for
prealbumin, and 11-35% tor albumin.*

The binding of these proteins is such that only 0.2-0.4% of the lotal
Tj is prasent in solution as unbound or free Ty.8

This free fraction represents the physiclogically active thyroid
hormone,?

Free T is typically elevated to a greater degree than free thyroxine
(T4} in Graves' disease.b.7

Occasionally, free Ty alone is elevated (T3 thyrotoxicosis) in about
5% of the hyparthyroid population

In contrast, levels ol free T4 ara elevated to a greater degree than
free Ty in toxic multinodular goiter and excessive Ty therapy.?
Serum free Ty is usaful in distinguishing these forms of
hyperthyroidism, Free Tg may alsa be important In menitoring patients
on anti-thyroid therapy where treatment is focused on reducing the
Tq production and the T, conversion ta Tz. Serum free T may also
be useful in assessing the severity of the thyrotoxic state.

The ARCHITECT Free Ty assay is to be used as an aid in the
assessment of thyroid status.

H BIOLOGICAL PRINCIPLES OF THE PROCEDURE
The ARCHITECT Free T assay is a two-stap immunoassay 1o
determine the prasence of free (unbound) T3 in human serum and
plasma using CMIA technology with flexible assay protocols, referred
to as Ghemiflex,

1. Sample and anti-T coated paramagnetic microparticles are
combined. Free Ta (unbound) present in the sample binds to the
anti- Ty coated mictoparticlas.

2. After washing, Ty acridinium-labeled conjugate is added.

3. Pre-Trigger and Trigger Solutions are then added to the reaction
mixture.

4, The rasulting chemiluminescent reaction is measurad as relative
light units (RLLs). There is an inversa relationship between the
amount of Free T3 in the sample and the RLUs detected by tha
ARCHITECT iSystem aptics.

For additional information on system and assay technology, refer to

the ARCHITECT System Operations Manual, Section 3.
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B REAGENTS

Kit Contents

ARCHITECT Free T3 7K63
NOTE: Some kit sizes are not available in all countries or for use on
all ARCHITECT Systems. ?lease contact your local distributor.

TKEB27 7K63-37 7KE3-92
"T" 100 500 2000
Twicnomamriciis| 1 x66mL  1x270mL  4x270mL
[CONIUGATE | 1x59mL 1 x 26.3 mi. 43 26.3 mL

anti-T3 (uheep) coawd Microparticles in MES buffer
with sheep IgG stabilizers. Minimum Concenlration: 0.085% solids.
Preservaiive: antimicrobial agent.

T3 acridinium labsled Conjugats in citrate bufter

with NaCl and Triton X-10D stabilizers. Minimum concentralion:

0,33 ng/ml, Preservalive: antimicsoblal agant.

Other Reagents

ARCHITECT Pre-Trigger Solution containing
1.32% (w/v) hydrogen peroxide.

ARCHIECT Trigger Solution containing 0.35 N

sodium hydroxide.

AFACHITECT Wash Buffer comaining phosphate
buffered saline solution. Freservatives: antimicrobial agents.
NOTE: Bottla and volume vary based on order.

Warnings and Precautlons
« For In Vitro Diagnoslic: Use
Safety Precautlons

CAUTION: This product requlres the handling of human specimens.
It is recommendad that all human-sourced materials be considerad
potentially infecticus and handled in accordance with the OSHA
Standard on Bloodborne 12athogens. Biosatety Level 2 or other

appropriate biosafety practices should be used for materials that
10-12

contain or are suspected of containing infectious agents.




The followlng warnings and precautions apply to; !
]
WARNING: Contains methylisothiazolones.
H317 May cause an allerglc skin reackion.
Prevention
P261 \Avoid breathing mist [ vapors | Spray.
po72 Contaminated work clothing should not be
allowed out of the workplaca, |
P280 Wear protective gloves / protective
clothing | eye protaction. 1
|Response
P302+P3s52 IF ON SKIN: Wash with planty of waler.
P333+P313 If skin irritation of rash cccurs: Get
medical advice [ attention.
Pag2+Pac4 Take off contaminated clothing and wash
it before rause,
Disposal
PE01 Dispose of contents / container in
accordance with local regulations.

Salety Daia Sheets are available at www.abbottdiagnostics.com ar
contact your local representative.,

For a defailed discussion of safety precautions during system
operation, refer ta the ARCHITECT System Operations Manual,
Seclion 8.

Reagent Handling

» Do not use reagenl kits beyond the expiration date.

* Do not pool reagents within a kit or between klits.

» Before loading the reageni kit on the system for the first time, the
microparticle botile reguires mixing to resuspend microparticles
that may have settled during shipment. For micraparlicle mixing
instructions, refer to the PROCEDURE, Assay Procedure section
of this package insert,

»  Septums MUST be used to prevent reagent evaporation and
contamination and to ensure reagent integrity. Rellability of
assay results cannot be guaranieed if septums are not used
according to the Instructions In this package Insert.

s To avoid contamination, wear clean glaves when placing a
septum on an uncapped reagent botile.

* Once a septum has been placed on an open reagent botile,
do not invert the bottle as this will result in reagent leakage
and may compromise assay resulls.

«  QOver lims, residual liquids may dry on the septum surface.
These are typically dried salis and have no effacl on assay
efficacy.

For a detailed discussion of handling precautions during sysiem

operation, refer to the ARCHITECT System Operations dManual,

Section 7.

Aeagent Storage

When stored and handled as directed, reagents are stable unlil the
expiralion date.

Siorage Maximum Additional Storage
. ~ Temperature  Storage Time Instructions
Unopened/ 2-8'C Until May be used immediately
Opened* expiration after removal from 2-8'C
dale storage.
On board  System 28 days Discard after 28 days.

temperature For infermation on tracking
pnboard time, refer 1o

ihe ARCHITECT System
Qperalions Manual,

Section 5.

* Reagents may be stored on or off the ARCHITECT iSystem. It
reagents are removed [rom the system, store them al 2-8°C {wilh
septums and replacement caps) in an upright position. For reagenls
stored off the system, it is recommended that they be stored in
thelr criginal trays and bexes to ensure they remaln uprighl. It the
micropatticle bottle does not remain upright (with a septum
installed) while In refrigerated storage off the system, the reagent
kit must be discarded. For information on unloading reagents, refer
to the ARCHITECT Systerr Operations Marnual, Section &.

Indications of Reageni Delerloration

Whan a contral value is out of the specified range, it may indicate
daterioration of the reagents or errors in technigue. Associated test
results are invalid, and sainples must ba retested, Assay recalibration
may be necassary. For traubleshooting information, refer to the
ARCHITECT System Operations Manual, Section 1C,

B INSTRUMENT PROCEDURE

The ARCHITECT Fres T3 ussay flle musl be installed on the
ARGHITECT ISyslem from an ARCHITECT |System Assay CD-ROM
prior to performing the assay.

For detailed information on assay file installaton and viewing
and editing assay paramslers, refer to the ARCHITECT Systern
Operations Manual, Section 2.

For Information an printing assay parameters, refer 1o the
ARCHITECT System Operations Manual, Section 5.

For a detailed description of system procedures, refer 1o the
ARCHITECT System Operations Manual,

Alternate Result Units

Edit assay parametar “Rasult concentration units” ta select an
alternate unit,

Conversion formula:

(Concentration in Default result unit) x {Conversicn factor) =
{Coneentralion in Alternate result unit)

Ahlternate result unit =
pmolfL

Gonversion tactor
1.536

Defauit resuit unit
pgfmL

B SPECIMEN COLI.ECTION AND PREPARATION
FOR ANALYSIS

Specimen Types
validated specimen types to be used wilh this assay:

Caoliection Tubes
Serum

Berum sepassior ubes
Sodium heparin
Lithium heparin
Potassium EOTA

Specimen Types
Human serum

Human plasma

« Other anticoagulants have not been validated for use with this
assay.

* WYhen serial specimens are being evaluated, the same type of
specimen should be used throughout the study.

+ Performance has not been established for the use of neonalal
specimearis.

= The instrument does not provide the capabilily to verity spacimen
type. It is the responsibility of the operator to verify that the
correct specimen types are used in the assay.

Specimen Conditions

« Do not usa specimens with the following conditions:
+ heat-inactivatad

s For optimal resulls, ssrum and plasma specimens should be free
of tibrin, red blood cells or cther particulate matier.




= Ensure that complete clot formation in serum specimens has
taken place prior to centrifugaticn. Some spacimens, especially
those from patients receiving anticoagulant or thrombolytic
therapy may exhibit increased clotling time. If the specimen is
centrifuged before a complete clot forms, the presence of fibrin
may cause erroneous results,

= To prevent cross contamination, use of disposable pipettes or
pipette lips is recommended.

Preparation for Analysis

* Follow the tube manufacturer's processing instructions for
specimen collaction tubes.

+ Specimens must be mixed THOROUGHLY after thawing, by LOW
spead vortexing or by gently inverting, and centrifuged prior to
use lo remove red biocd cells or particulate matter to ensure
sonslstency In the rasults.

+ Inspecl all specimens for bubbles. Remove bubbles with an
applicator stick before analysis. Use a new applicalor stick far
each specimen ta prevent cross contamination.

Specimen Storage
Specimen Type

Maximum Storage Time
= 6 days

Storage Temperature
2-8°C

Serum/Plasma

If testing will be delayed more than 24 hours, remave serum or

plasma from the clot, serum separator or red blood cells.

If \esting will be delayed more than 6 days, specimens should be

frozen at -10°C or colder.

Specimens stored frozen at -10°C or colder for 6 days showed no

perigrmance diffarance,

Avoid multiple freezefthaw cyclss.

Specimen Shipping

» Package and label specimens in compliance with applicable
state, federal, and imernallonal regulations covering the franspart
of clinical specimens and infectious substances.

* Do not exceed the storage limitations listed above.

B PROCEDURE

Materials Provided
7K63 ARCHITECT Free T3 Reagent Kit

Materials Required but not Provided

o ARCHITECT Free T Assay lile abtained from the ARCHITECT
iSystem e-Assay CD-ROM found on www.abbattgiagnostics.com.

*» 7KB3-02 ARCHITECT Free Ta Calibratars

s 7KB3-12 ARCHITECT Free Ty Controls

*  ARCHITECT Pre-Triggar Solution

= ARACHITECT Trigger Solution

e ARCHITECT Wash Buffer

«  ARCHITECT Reacilon Vessels

s«  ARCHITECT Sample Cups

* ARCHITECT Septum

« ARCHITECT Replacement Caps

= Pipettes or pipetta tips {optional) to deliver tha volumes specified
on the patient or control order screen.

Far information oh materials required for mainienance procedurss,

refer lo the ARCHITECT System Operations Manual, Section 2.

Assay Procedure

= Before loading the reagent kit on the system for the first time, the
microparlicle bottle requires mixing ta resuspend microparticles
thal may have setiled during shipment. After the first time tne
microparticles have bean loaded, no further mixing is required.

+ Invert the microparticle bottle 30 times.

+ \Visually inspact the bottle to ensure microparticles are
resuspended, If microparticles are still adhered 1o the botlle,
continue to invert the battle until the microparticies have
been complatsly resuspended.

« |f the microparticles do not resuspend, DO NOT USE.
Contact your local Abbott representative.

e Once the micropa-ticles have been resuspended, discard the
cap and place a septum on the boltle. For Instructions about
placing septums on bottles, refer to the Reagent Hendling
section of this paukags insert.

+ Load the raagent kil on the ARCHITECT iSystem,
= Verify hat all necessary reagents are prasent.

» Ensure thal septums are present on all reagent bottles,

»  Order tests,

s For information on ordering patient specimens and
controls and for gieneral operating procedures, refer to the
ARCHITECT Systam Operations Manual, Saction 5.

» Minimum sample cup volume is calculated by the system
and printed on the Orderlist report, To minimize the eifects of
avaporation, verify adaquate sample cup volume is prasent prior
to running the tast.

Maximurm number ct replicates sampled from the same sample

cup: 10

= Priority:

Sample volurna for first test: 72 pl
Sample volume for each additionat test from same sample
cup: 22 yL

* < 3 hours on boayd:

Sampls volume for first test 150 pL
Sample volume fur sach addilional lest fram same sample
cup: 22 pt

« > 3 hours on boa'd: addional sample volume is required.
Refer to the ARCHITECT System Operalions Manual, Section
5 for information on sample evaporation and volumss.

« |f using primary or aliguot tubes, use the sample gauge to
ensure sufficient atient specimen 15 present.

* Prepare ARGHITECT free Ty Calibraters and Contrals.

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

= Hald bottles vertically and dispense recemmended volumes
into each respective sample cup.

+« Recommended volumes:
for each calibraler: 4 drops
lor each control: 4 drops

» Lpad samples.

« For information o1 loading samples, refer to the ARGHITECT
System Operalions Manual, Section 5.

e Press AUN.

« For optimal performarnce, il is important to perform routine
maintenance as described in the ARCHITECT System Operations
Manual, Section 9. Puerform mainienance more frequenily when
required hy laboratory procedures.

Specimen Dilution Procedures
Specimens cannot be diluted for Free Ty delerminaticns. Specimens
which read > 20.00 pg/mL should be reported as such.

Calibration

s Test Calibratars A 1o F in duplicate, The calitrators should be
pricrity loaded.

A single sample of each control lavel must be lested 1o evaluate
the assay calibration. Ensure that assay control values are within
the ranges specified in the respective control package insert.

¢ Calibration Range: 0.J - 30.0 pg/mL.

s Once an ARCHITEGCT Free T3 calibration is accepted and storad,
all subsequent samples may be iested without further calibraticn
unless:
= Areagent kit with a new lot number is used or
. Cnmruls are ogut ul‘ range.

refer 1o the ARCHITECT System l:l-:-uljm.-&'h.# ral, Eu-'l."h,li",._




Quality Gontrol Procedures

The recommendad conitral requirement for the ARCHITECT Free T
assay is that a single sample of each control level be tested once
evary 24 hours each day of use. If the quality control procegures in
your laboratory require mare frequent use of controls to verify last
results, follow your laboratory-specific procedures.

Ensure that assay contral values are within the concentration ranges
specified in the contral package insert.

Verification of Assay Claims

Far protocols to verity package insert claims, refer to the ARCHITECT
System Operations Manual, Appendix B.

The ARCHITECT Free T3 assay beiongs to mathod group 2.

B RESULTS

Calculation

The ARCHITECT Free Ty assay ulilizes a 4 Parameter Logistic
Curve fit data reduction method (4PLC, Y-weighted) 1o generata a
calibration curve.

For information on allernate result units, refer to the INSTRUMENT
PROCEDURE, Alternate Result Units secticn of this package insert.

Flags

Some results may contain information in the Flags field. For a
description of the flags thal may appear in this field, refer to the
ARCHITECT System Operations Manual, Section 5.

Measuring Interval

Measuring interval is defined as \he range of values in pg/mL which
meets the limlts of acceptable performance for both imprecision and
linearity. The measuring interval for the ARGHITECT Free Ty assay Is
1.5 {Limir of Quantitation - LoQ) to 20 pg/mL.

B LIMITATIONS OF THE PROCEDURE

» Hesults should be used in conjunction with other dala; e.g.,
symptoms, resulis of other thyroid tests, clinical impressions, elc.

« If Ihe Free T3 resuits are inconsistent with clinical svidence,
addilional testing Is suggesied 1o confirm the resull.

B EXPECTED VALUES

A normal range of 1.88-3.18 pg/mL (Ceniral 95% interval) was
abtained by lesting serum specimens from 260 indlviduals
determined as normal by ARCHITECT Anti-Tg, Anti TPO and TSH
assays. it is recommended that each laboratory establish ils own
normal range, which may be unique 1o the populalion it serves
depending upon geographical, patient, dietary, or environmental
factors.

Free T3 is a secondary indicator of thyroid status. Although the
majority of patients with nyperthyroidism will have free Ty values
greater than the upper limit of the euthyraid range, some may have
free Ts values which fall within the normal range.* ** Specimens
from patients described as "sick suthyroids” generally yield values in
the low 1o normal range.'s 7

B SPECIFIC PERFORMANCE CHARACTERISTICS

Precision

The ARCHITECT Free Ty assay is desfgned 1o have a precision of
< 10% (total CVY}. A sludy based on guidance from Clinical and
Laboratory Standards Institute (CLSI, formerly NGGLS) document
EP5-A'B was performed for the ARCHITECT Free Tg assay. A three
member processad human serum based panel was assayed, using
two lots of reagents, In replicates of two at two separate times per
day for 20 testing days. Data from this study are summarized in the
following table.*

Within Mun Total

Panel  HAeapem Maan Conc.

Member Lol Instrumeml o Value {pg/ml) SD %GV SD %LV

1 1 1 a0 322 0096 30 0115 3B

1 1 2 80 316 0433 42 Q0143 45

1 2 1 ac 3.50 0108 3.0 0141 38

1_ 2 2 80 335 0313 34 0431 38

Panel  Reagent Mean Gong. _ Within Run Tolal
Member Lo lnstrumant  n Valus (pg/ml) SD %CY  SD %LV
2 1 1 80 B,00 0008 17 0168 2.8

2 1 2 80 5.88 0166 28 0184 3!

2 2 1 L:11] 6,28 0154 25 0176 28

2 2 2 B0 6.06 0194 32 0225 3.7

3 1 1 80 1050 G252 24 0431 45

3 1 2 80 10.01 0288 29 0436 ED

3 2 1 80 3050 0145 14 0237 23

3 2 2 ae 10.12 0.217 21 0265 26

* Representative data; results in individual laboratories may vary from
these data.

Sensltivity

The ARCHITECT Free T3 aissay is dasigned 1o have a Limit of
Quantitation {LoQ) of = 1.5 pg/ml. The LoG is defined as the
lowest concentration at which analyte in a sample can be accurately
guantified with precision of < 20% CV.

A study was parformed based on guldance from the CLSI document
EP17-A2%0 with four zero-bavel samples and B samples with T3
target concentratiens ranging from 1.0 10 3.2 pg/mL. The samples
were testad over a minimum of 3 days using 2 reagent lots and 6
instruments. In this study, the Limit of Blark (LcB) was 0.94 pg/mL,
Limit of Detection (LaD) was 1.07 pg/mL and LoQ was 1.25 pg/mL.*
* Representative data; results in individual laboratories may vary from
these dala.

Analytical Specificity

The ARCHITECT Free T5 assay is designed to have a mean
analytical specificity of < 2.001% cross reaclivity with thyroxine (T)
at a concentration of 1,000,000 pg/mL.

Interference
The ARCHITECT Free T, assay is designed 1o have 2 mean porential

interference from hemoglabin, bilirubin, triglycerides, and protein of
< 10% at the levels indicaled below.

Hemoglohin < 500 mg/dL
Bilirubin < 20 mg/dL
Triglycerides < 2000 mg/dL
Pratein < 12 gfdL

Accuracy by Correlation
The ARCHITECT Free Ts 6 point assay Is designed to have a slope
of 1.00 +{- 0.15 and a coirelation cosfficient (r) of 2 0.90 when
compared to the ARCHITIECT Free T3 2 poinl assay. A study was
performed where specimgns were tesied using the ARCHITECT Free
Ta 6 point assay and ARCHITECT Free T3 2 point assay. Data from
this study were analyzed using least squares and Passing Bablok°
regression methods and are summarized in (he following 1atle.”
Abbott ARGHITECT Free T; 6 point assay vs. Abbott ARCHITECT Free
T3 2 paint assay

Kumbat o Corrolation
Method pot imamy Intercept Slope ConHicient
Lzast Squares Linaar ™ 093 ] 0.99
Repression
Passing-Bablok Linear 144 100 0.87 098

Rngreasan**

In this evaluation, serum 3pecimens testad ranged from 1.50 pgfmL
ta 17.81 pg/mL with the ARCHITECT Free T, 6 paint assay and from
1.55 py/mL to 17.68 pg/mL with the ARCHITECT Free T3 2 point
assay.
* Represenialive data; variables such as difterences in sampling
size and sample populatian may impact the correlation of (he assay,
therefare, results in indivigual laborateries may vary fram these data.
¥+ A [inear regression method wilh no special ss=umpilons regarding
the distribution of the samples and the{rgg:ﬂﬁm}rri_ﬂf:m;_w
AN, 2 Vi A
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ARCHITECT
Free T3 Controls

Read Hightighisd Changes: Revised June 2015,

INTENDED USE

The ARCHITECT Free T3 Contrals are for the estimation of tast
precision and the detection of systematic analytical daviatlons of the
ARCHITECT iSystem (reagents, calibrators and instrument), when
used for the quantitative measurement of iree trilodothyronine (Free
Ta) In human serum and plasma. Refer to the ARCHITECT assay-
specific reagent package insert for additional information.

CONTENTS
3 Bottles (B mL each) of ARGHITECT Free Ty Controls gontain T3 in
human serum. Praservative: Sodium Azide.

The 1allowing concentration ranges may be used for individual
replicate control specitications on the ARCHITECT iSystem:

Target Ranga Targat Range
Cangantration Congentration
Control {pg/mL) (pmol/L)
[cowTRoL L] aul 2.02 - 409 4.8 31-629
6.0 4.20 - 7.80 9.2 6.45 - 11.98
coNTROL[H] 10.5 7.88 - 14.18 16.1 12,10 - 21.77

Each faboratory should establish its own concentralion ranges for
new conlrol lots at each control level. This can be accomplished
by assaying a minimum of 20 replicates over several (3-5) days.
Sources of variation that can bs expected should bs included in this
sludy in order to be representative of future system performance.
Thesa may include:

* Multiple stored calibrations

* Multiple reagent lots

»  Muitiple calibrator lots

» Multiple processing madules

« Data points collected at different times oi the day

These results should be applied to your laboratory's quality conlrol
practices.

PRECAUTIONS
.

s For in Vitro Diagnostic Use

. & GAUTION: This product contains human-sourced and/

or potentially infactious components. Refer to the CONTENTS
section of this package insert. No known tast method can
cffer complate assurance that products derived from human
sources or inactivated microorganisms will not ransmit infection.
Therafare, all human-sourced materials should be considered
potentially infactious. It is recommended that these reagents and
human specimans be handled in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspected of containing infectious agentsﬂ

¢ The human serum used in the ARCHITECT Free T3 Controls is
nonreactive for HBsAg, HIV-1 ANA or HIV-1 Ag, anti-HGV, and
anti-HIV-1 HIV-2.
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Safety Data Sheets are avallable at www.gbbottdiagnostics.com or

contact your local representaiive.

For a detalled discussion of safety precautions during system

operatlon, refer to the ARCHITECT Systern Operations Manual,

Section 8.

STORAGE

s Controis are stable until the expiration date when stored and
handled as directed.
= Do nol use past expiration date.

Jfa'c
+ 2C
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ARCHITECT
Free T; Calibrators

INTENDED USE

The ARCHITECT Free T3 Calibrators are for the calibration of the
ARCHITECT iSystern whan used for the quantitative detarminatlon ot
free triiodatiyrening {Frae Ts) in human serum and plasma. Refer 1o
tha ARGHITECT assayv-zpociflc reagant package insert for additional
information.

CONTENTS

& Bottles {4 mL each) of ARCHITECT Fres T Calibrators prepared in
human serum. Preservative: Sodium Azide.
The calibrators yield the following concentrations:

Free Tz Concentration

Callbrator {pg/mL) {pmoljL)
0.0 0.00
14 2.15
38 5.38
7.0 10.75
17.2 26,42
[GaL[F] 30.0 48.08
STANDARDIZATION

The calibrators are matched to an Abbott internal reference
standard. This internal reference standard is manufactured by
gravimatic-mathiadd based on the Frea Trindoihyroning caleulation
[FTz5) uing L-Trepdathyromme {sodium salt, not loss than 25% pure
Wy HPLEC] ane L-Thyroxina (sodlum psnlahydiate, ot a8 than B5%
pure by HPLID) a1 each concaniation levsl, The FTac g 2 calovlation
of the Free Trigdaihyrgning hormane SoRCamiaran, which depsnds
an the amoaunt of Total T3 and Total T, found in the serum as well as
the serum's thyroid hormane binding capacity.

PRECAUTIONS
.

*  For in Vitro Diagnostic Use

.

. & CAUTION:; This product contains human-sourced and/

or patentially infectious components. Refer to the CONTENTS
section of this package insert. No known test method can
cHer completa assurance that products derived frora numan
sources or inactivated microorganisms will not transmit infection.
Therefore, all human-sourced materials should be considered
potentially infectious. It is recommended that thase reagents and
human spacimans be handled in accordance with the OSHA
Standard on Bloedborne Pathogens. Biosafety Level 2 or other
appropriate biasafety practices should be used fur materials that
contain or are suspected of containing infectious agents.™

s The human serum used in the ARCHITECT Free T, Calibrators
is nonreactive for HBsAg, HIV-1 RNA or HIV-1 Ag, anti-MCV, and
anti-HV- HIV-2,

& en

7K63-02 O Free T3
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z G6-7702 /RO1
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The laliowing warnings ard precautions apply to: - _|
Contains sodium &zide. |
ELIHD32
|P501

Conlact with acids liberates very loxic gas.
Dispose of contents / conlainer in |
laccordance with local regutalions. |

Safety Data Sheets are available at www.abboltdiagnostics.com or
contact your local representative.

For a detailed discussion of safety precautions during system
operation, rafer to the ARICHITECT System Operations Manual,
Section 8.

STORAGE

« Caligrators are stable until the expiration date when siored and
handled as directed.
s« Do not use past expiration date.

J[s'c
. 2C

PREPARATION FOR USE

Calibrators may be used immediately after ramoval from 2-8°C
storage.

Prior to each use, mix by gentle inversion.

After each use, tightly close the caps and ralurn the calibrators to
2-8°C slorage.

BIBLIOGRAPHY

1. US Department ol Latior, Qccupational Satety and Health
Administration, 20 CFF Parl 1910.1030, Bloodborne pathogens

2. US Department of Health and Human Sarvices. Bigsalety in
Microbiological and Blomedical Laboratories. 5th ad. washington, DC:
US Goverrment Printing Qifice; December 2009.

4. World Health Organizution. Laboratory Biosafety Manual. 3rd ed.
Geneva: World Health Organization; 2004.

4. Clinical and Laboratory Standards Institute (CLSI). Protection
of Laboratory Workers From Qccupalionally Acquired Infections,
Approved Guideline—I7ourth Edition CLSI Document M23-A4 Wayne,
PA: CLSI; 2014.
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ARCHITECT
Free T4 Controls

Ao Hilightod Shangss Sovised duna 2015,

INTENDED USE

The ARGHITECT Free T4 Contrals are for the veritication of the
accuracy and precision of the ARCHITECT iSystem when usad for
the quantitative determination of free thyroxine (Free T4) in human
serum and plasma, Raefer to the ARCHITECT assay-specific reagent
package insert for additicnal informatlion.

CONTENTS
3 Bottles {8 mb each) of ARCHITEGT Free T4 Controls contain Ty
prepared in human serum. Preservative: sodium azide.

The following concentration ranges may be used for individual
replicate conlrol specificalions on the ARCHITECT iSystem:

Targa! Target
Concentration Range Concentration Range
Gontrol ng/dL pmalL
0.85 0.42 - 0.85 8.4 5.41 - 10.84
12 0.86 - 1.62 15.4 11.07 - 20.85
2.8 182-3.78 36.0 23.42 - 48.65

Each laboratory should establish lts own concentration rangas Tor
new contral lots at each control level. This can be accomplished
by assaying a minimum of 20 replicates over several (3-f} days.
Saurces of variation that can be expected shoukd be included in 1his
study in order to be representative of future system performance.
These may include.

+  Multiple stored calibrations

+ Muitiple reagent lots

s Multipie calibrator lots

« Muliiple processing modules

« Dala points collected at different times of the day

Thesa results should be applied to your laboratory's quality control
praclices.

STANDARDIZATION

The cantrols are matched o an Abbott internal reference standard.
This internal reference standard is manufactured by gravimetric
methods based on the Free Thyroxine calculation {FT4c) using
L-Thyroxing, sodium salt pentahydrate, (HPLC grade), at each
concentration level, The FT4c is a calculation of the free 1hyroid
hormone concentration, which depends on the amount of Tolal T4
found in the serum and the serum's Ta binding capacity.

B en

7KE5-10 e} Free T4
7K65
G5-9239/R04
C7K650
£ .‘:;'-:‘. I I' s
PRECAUTIONS
+ [wmol

= For In Vitro Diagnostic Use

. A GAUTION: “his product contains human-sourced and/

of potentially infectious companents. Refer to the CONTENTS
section of this package inserl. No known tast mathod can
offer complete assurance that products darived from human
sources or inactivatecl microorganisms will nat transmit infection.
Tharaioes, all human-pourced matsiels shilld 08 conpiilarsd
pots=tially Infectious. Il is recommeandsad thal kace raagents end
human apoetmans oa:nondied in aoeordance wiin the O8HA
Standusd on Bloodbonie Peitogens, Blosstaly Level Z or other
appropriate biosatety practices should be used for materials that
contain or are suspected of gontaining infectious agems.:f!fg

« The human serum used in the ARCHITECT Free T4 Conlrols 1s
aonreactive for HBSAR, HIV-1 ANA or HIVAL Ag, anti-HCV and
arnti-HIv-1 HIV-2.

I]jglﬁ' .Q‘H'rhlr_.g:ia"" A5 GracEGtonh apaly 10r [EonTReL L]

coumnos ] | {conrmacli]

"Bl i SEi0H perais vty e g=s.
Dlzndae bl cantents | container n
aconrdance with igcal raiuiations.

Safety Data Sheels are available at www.abbotldiagnostics.com or
contact your local represenlative.

For a detailed discussion ot safety pracautions during system
oparation, refer to the ARCHITECT System Operations Manual,
Section 8.

STORAGE

«  Gonirols are stable until the expiration date when stored and
handled as directed,
« Do not use past expiration date.

[-8¢C
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ARCHITECT
Free T4 Calibrators

7KE5-02 Free T4

4 Hignlightad Changss: Revised June2015.

INTENDED USE

The ARCHITECT Free T, Calibrators are for the calibration af the
ARCHITECT iSystem when used for the quantitative determination
of fres thyroxine (Free T4) in human serum and plasma. Refer to

the ARCHITECT assay-specific reagent package inseri for additional

information.

CONTENTS

& Bottles (4 mL each) of ARCHITECT Frae T, Calibrators prepared in

human serum. Preservative: sodium azide.
The calibrators yield the following concentrations:

Free T, Concentration

Callbrators (ngfdL) (pmoljL})
0.0 0.0
0.5 6.4
1.0 12.9
2.0 257
3.5 45.0
6,0 772
STANDARDIZATION

The calibrators are matched 1o an Abbaott internal reference

0
7K65
Z G5-9241 /R02
S7K6U0

Satety Dala Sheels are available at www,abbottdiagnostics.com or
contact your locel representative.

For a detailed discussion of safety precautions during sysiem
operation, refer 1o the ARCHITECT Systemn Operations Manual,
Section 8.

STORAGE

« Calibrators are stable until the expiration date when stored and
handled as directed.
» Do not use past expiration date.

/Hfﬂ.c
+ 2C

BIBLIOGRAFPHY

1, US Department ol Labor, Occupational Salaty and Heallth
Adminlstraticn, 29 GFA Part 1910.1030, Bloodborne pathogens.

2. US Department of Health and Human Ssrvices. Biosalaty in
Microbiological and Biamedical Laborataries. 5th ed. Washinglon, DC:
US Government Printing Office; December 2009.

3. World Health Organizalion. Laboratory Biosafety Manual. 3rd ed.
Geneva: World Health Organizatlon; 2004.

4. Clinical and Laboratory Standards Institute {CLSI). Protaction
of Labgratory Workers From Occupationally Acquired infections,
Approved Guideline—Fourth Edition. CLSI Document M29-Ad. Wayne,

aceceda th ‘with loza! tegulElions:

standard, This internal reference standard is manufactured by PA CLEI 201

gravimetric methods based on the Free Thyroxine calculation (FT4c) K’E? to Eyrrnbnis

using L-Thyroxine, sodium salt pentahydrate {HPLC grade), at each J,.-\ Caution

concentration level. The FT4c is a ealculation of the free thyroid :i

hormone concentration, which depends on the amount of Total T4 i Consult Instructions for use

found in the serum and the serum's Ts binding capacity. EIE

PRECAUTIONS d Manufacturer

.

«  For in Vitro Diagnostic Use ! Temperature limitation
ZB i Use by/Expiration date

. CAUTION; This product contains human-sourced and/ |B
or potentially infectious components. Refer to the CONTENTS En .
seclion of this package insert. No known test method can [eaca Galibrator (A,B.C,DE or F}
offer complete assurance thal products derived from human | COMTAING: ATIDE | Contains Sodivm Azide. Conlact
sources ar inactivated microorganisms will not transmit infecticn. with acids liberates very loxic
Theretore, all human-seurced malerials should be considered gas.
potentially infectious. It is recommended that these reagents and [ASTRIBUTED 14 THE UEA 1 Distributed in the USA by
humar specimens be handled in accordance with the OSHA .
Standard on Bloodborne Pathogens. Biosafety Level 2 or other [ monsarion Fok (A oniY ) lsrlfu'rmalqrc): nee.ded fc;r bniled ‘
appropriate biosafety praiiices should be used for it tflals that ) L . manc.a i y.
contain or are suspected of containing infectious aguris 5 e, n V?rro Diagnostic Medical

* The human ssrum used in the ARCHITECT Free T4 Calibrators M= GENIE
is nonreactive for HBsAg, HIV-1 ANA or HIV-1 Ag, anti-HCV and 221 gk NumEey
anti-HIV-1HIV-2, |FRODUST OF IRELAND | Praduct of Ireland

tiia Faiin Waitings and fracaulanaapply ine cas Al eai[F (| List Number

Cniins sodumizida, Pﬂ(/" L
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ARCHITECT
Free T,

Read Highlhted Shanges: Revlsnl Apl) 20

Package insert instructions must be carefully followed. Reliability of
assay results cannot be guaranteed if there are any deviations from
the instructions in this package insert.

B NAME
ARCHITECT Free T4

B INTENDED USE

The ARCHITECT Free T, (FT4) assay is a Chemiluminescent
Microparticle Immunoassay (GMIA) for the quantitative determination
of free thyroxine (Free T4) In human serum and plasma.

B SUMMARY AND EXPLANATION OF THE TEST

Thyroxine (T4) circulates in the blood as an equilibrium mixture of
free and serum protein bound hormena. Thyrexine binding globulin
(TBG), albumin and pre-albumin bind approximately 75%, 10%

and 15% of the total circulating T4 respactively.™ The binding

of T4 by these proteins is such that less than 0.03% is present

in the circulation as unbound, free T4.4 This small percentage

of the total T, represents the physiologically available hormone
which is biciogizally active. Once the free T, is absorbed by

the target cells, the equilibrium reestablishes circulating free T
levels. The equilibriumn results in the maintenance of a constant
level of free T4 when alterations occur in either the congentration

or affinity of the serum binding protsins. Tharefore, in a variety

of normal (pregnancy)? and abnormal (Familial Dysalbuminemic
Hyperthyroxinamia, FDH)57 states, or as & result of the administration
of cerlain drugs (e.g. furosemide® ® and fenclatenac'®'?), the larget
tissues are assured of receiving the required amount of hormaone.
Free T, values may, lherefore, provide the best indication of thyroid
dysfunction, since free Ty Is less sensitive to changes in the serum
kinding proteins.

Historically, the diagnosis of thyraid funclion has involved performing
a total T4 assay™ ™ in addition'® to a Thyroxine Uptake (TU) assay
of the same sample. The mathematical combination of these two
assays produces a Free Thyroxine Index (FT)) which provides an
indirect proportional estimate for free T.,'®

Alernalively, diract assays have been developed using equilibrium
dialysis, 7> 18 ultrafiltration,'® 20 RIA,?' and solid-phase EIA
technology®® 10 measure free T4. In these methods, separation

of free and bound tracer is achieved either with a membrane, or

by binding free T4 lo a solid phase antibody, This extraction step
removas an amourt of T, which is proporticnal to the original amaunt
ot fres T, present in the patient sample, Provided that the extracted
T4 is 1ess than approximately 5% cf the T, in the sample, a true
estimaiion of the free T4 content can be obtained.

The ARCHITECT Free T, assay is to be used as an aid in the
assessment of thyroid status.

FE en

7TKG5-29 O Free T4
7K65-24 7K65
7K65-39 G59250R03
7KE5-34 B7K6F0

0 BIOLOGICAL PRINCIPLES OF THE PROCEDURE
The ARCHITECT Free T, assay is a two-step Immunoassay (¢
delermine the presence of frae thyroxing (Free Tg4) in human serum
and plasma using GMIA technalagy with flexible assay protocols,
referred to as Chemiflex.

1. Sample and anl-T, coated paramagnelic microparticles are
combined. Free T4 {unbound) present in the sample binds tc the
anli-T4 coaled microparticles.

2. After washing, Ty acridinium-labeled conjugate is added lo
create a reaction mixtura.

3. Following another wash eycle, Pra-Trigger and Trigger Salutions
are added lo the reaction mixiure.

4. The resuling chemiluminescent reaction is measured as relative
light units {RLUs). There is an inverse relationship between the
amount of Free T4 In the sample and the RLUs detected by the
ARCHITECT iSystem oplics.

For additional information on system and assay lechnology. refer lo

the ARGHITEGT System Operations Manual, Section 3.

H REAGENTS
Kit Contents
ARGHITECT Free T4 7KBE

NOTE: Some kit sizes are not available in all countries or for use on
all ARCHITECT iSystemns. Please contact your local distributor.

7KB5-29  7KES-24  T7KE539  7X65-34
WS 100 400 500 2000

[michoparTicLEs] 1 X 6.6 ML 4 x &6 mL 1 x27.0mL 4 x 27.0 mL
1x59mL 4x53mL 1x263mL 4x263mL
anti-T4 {sheep) coated Microparticles in THIS bufler

with sheep IgG stabilizers. Minimurm concentration: 0.05% solids.
Praservative: sodium azide.

T acridinium-labeled Conyugate in MES buffer with NaCl
and Triton X-100 stabilizers. Minimum concentration: 0.2 ng/mL.
Preservative; ProClin.

Other Reagents

ARCHITECT Pre-Trigger Solution containing
1.32% (w/v) hydrogen peroxide.

ARCHITECT Trigger Solution sontaining 0.35 N

sodium hydroxide.

ARCHITECT Wash Bufter containing phaosphate
puffered saline solution. Preservatives: antimicrobial agents.

NOQTE: Bottle and volume varies based on arder.

Warnings and Precaulions
.

* For in Vitro Diagnostic Use




Safety Precautions

CAUTION: This preduct requires the handling of human specimens.
It is recommended that all human-sourced materials be considered
potentially Infectious and handled in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosalety practices should be used for materials thal
cantain or are suspected of containing infectious agents2*2

The follawing warnings and precautions apply to:

{WARNING: Contains metnylisclhlazolones.

H317 May cause an allergic skin reaction.

Prevention

P261 | Avoid breathing mist | vapors [ spray.

pa72 Contaminated work cloihing should rol be

| allowed out of the workplace. |

P280 Wear protective gloves / proteclive
clothing / eye protaction.

Response ==

P302+P352 IF ON SKIN: Wash with plenty of water.

P333+PA13 If skin Irritation or rash ocours: Get
medical advice [ attention.

Pag2+P364 Take off contaminated clothing and wash
it befara reuse.

blsposal

P501 Disposa of contents [ container in
|accardance with losal regulations.

|The following warnings and precautions apply 1o:

Contains sodium azide.

|FuHD32 Contact with acids liberates very toxic gas.

P501 Dispose of contents { container in
accordance with local regulations.

Safety Data Sheets are available ai www.abbottdiagnostics.com of
conlact your |ocal represeniative.

For a detailed discussion of safety pracautions during system
operation, refer ta the ARCHITECT System Operalions Manual,
Seclion 8.

Reagent Handllng

+ Do not use reagen kits bayond the expiration date.

+ Do not pool reagents within a Kit or between kits.

« Befare loading the reagent kit on the system far the first ime, the
microparticle bottle requires mixing to resuspend microparticles
that may have ssttled during shipment. For microparticle mixing
instructions, refer 10 the PROGEDURE, Assay Procedure section
of this package insert.

« Septums MUST he used to prevent reagent evaporation and
contamination and to ensure reagent Integrity. Rellabliliy of
assay results cannot be guaranteed It septums are not used
according te the Instructlons In this package Insert.
= To avoid contaminatian, wear clean gloves when placing a

septurn on an uncapped reagent boitle,

+ Once a septum has been placed on an open reagent botlle,
do not invert the bottle as this will result in reagent leakage
and may compromise assay results,

e Over time, residual liguids may dry on the septum surface.
These are typically dried salts and have no effect on assay
efficacy.

For a detailed discussion of handling precautions during system

operation, refer o the ARCHITEGT System Operations Manual,

Section 7.

Reagent Storage
When stored and handled as directed, reagenis are stable until the
expiration date.

Storage MaxImum Addiflonal Storage

Temperalurs  Storage Time Instructions
Unopenad) 2-8'C Lkt May be used immadaEisly
Opered” axpiration aftar pemoval bom 2-870

date storage.
i Stors 0 wpeight poston,

m::a:d SyEam a0 cays Dsscard atter 30 -days

temperaiura Far informaticn on tracking

onboard time, refer to
the ARCHITECT System
Operations Manual,
Sactien 5.

* Reagents may be stored on or off the ARGHITECT iSystem. If
reagents are remaoved from the system, store them at 2-8°C (with
seplums and replacemant caps) in an upright position. For reagents
stored off the sysiem, it Is recommanded thal they be stered in
their originat trays and baxas to ensure they remain upright. If the
microparticle bottle doas not remaln upright (with a septum
Installed) while In refrigerated storage off the system, the reagent
kit must be discarded. For information an unioading reagents, refer
to the ARCHITECT System Operations Manual, Saction 5,

Indications of Aeagent Deterioration

When a control value is out of the specified range, it may indicate
deterioration of the reagents or errors in technique. Assatiated test
resulls are invalid, and samples must be retested. Assay recalibralion
may be necessary. Far tiocubleshooting information, reler to the
ARCHITECT System Operations Manual, Section 10.

M INSTRUMENT PROCEDURE

The ARCHITECT Free T, assay file must be installed on the
ARCHITECT iSystem from an ARGHITECT iSystem Assay CD-ROM
prior to performing the assay.

For detailed information on assay file installation and viewing
and editing assay paramelers, refer to the ARCHITECT System
Cperations Manual, Section 2.

For information on printing assay parameters, refer 1o the
ARCHITECT System Operations Manual, Section 5.

Far a detailed description of system procedures, refer to the
ARCHITECT System Operations Manual.

Alternate Result Units

Edit assay parameter "Fesult concentration units” 1¢ select an
alternate unit.

Conversion formula:

(Concentration in Default result unit) x (Conversion faclor) =
(Conceniration in Alternate result unit)

Alrernale result unit
pmolfL

Conversion factor
12.87

Default result unit
ng/dL




l SPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Specimen Types
Validated specimen types 1o be used with this assay:

Gollectlon Tubes

Serum

Serum saparsind lubes

Sodium heparin

Lithium heparin

Lithium heparin plasma saparator
tubes

Potassium EDTA

Fpu:ll_mn Typas
Human serum

Human plasma

»  Other anticoagulants have not been validated for use with this
assay.

«  When serial specimens are being evaluated, the same type of
specimen should be used throughout the study.

« Performance of this test has not been established with neonatal
specimeans.

+ The instrument does not provide the capability to verify specimen
type. It is the responsibility of the operator to verify that the
correct specimen types are used in the assay.

Specimen Conditions

+ Do not use specimens with the following conditians:
+ hsat-inactivated

«  To preveni cross contamination, use of disposable pipettes or
pipetie tips is racommended.

«  For optimal results, serum and plasma specimens should be frae
of fibrin, red blood cells or other particulate matter.

s« Ensure that complete clot farmation in serum specimens has
taken place prior ta centrifugation. Some specimens, especially
those from patients recsiving anticoagulant or thrombolytic
thetapy may exhibit increased clatting time. If the specimen is
centrifuged before a complete clot forms, the presenca of fibrin
may Cause errongous rasulls,

Preparation for Analysis

* Follow the tube manufacturer's processing instructions for
specimen collection tubes.

s Specimens must be mixed THOROUGHLY after thawing, by LOW
speed vortexing or by gantly inverting, and centrifuged prior to
use lo remove red blood eells or particulate matler to ensure
consistency in the results.

» Inspect all specimens for bubbles. Remave bubbles with an
applicator stick before analysis. Use a naw applicator stick far
each specimen to prevent cross contamination.

Specimen Storage

Speclmen Type
Serum/Plasma

Storage Temperature
2-8C

Maximum Storage Time
< § days

It testing will be delayed more than 24 hours, remove sefm of

plasma from the clot, serum separator, plasma separator or red

tlood cslls.

Follow the manufacturer's processing instructions for serum or

plasma collection tubes if a removal time of less than 24 hours is

specified.

If testing will be delayed more than 6 days specimens should be

frozen at -10°C or colder.

Spacimens stored frozen at -10°C or calder for & days showed no

performance difference.

Avoid multiple treeze{thaw cycles.

Specimen Shipping

« Package and label specimens In compllance with applicable
state, federal, and international regulatians covering the transport
of clinical specimens and infectious substances.

» Do not exceed the storage limilations tisted above.

B PROCEDURE

Materials Provided
7KB5 ARCHITECT Frae T4 Reagent Kit

Materlals Required but not Provided

ARGHITECT Free T, Assay file obtained from the ARGHITECT
iSystem 8-Assay CD-ROM found on www.abbolldiagnostics.com.
7KB5-02 AACHITECT Frae T4 Calibratars

7K65-10 ARCHITECT Frae T4 Controls

ARCHITEGCT Pre-Trigger Solution

ARCHITECT Trigger Solution

ARACHITECT Wash Buffer

ARCHITECT Reaction Vessels

ARCHITECT Sample Cups

ARCHITECT Septumn

ARACHITECT Raplacement Caps

Pipattas or pipstte tips (optlonal) 10 deliver the volumes specifiad
on the patient or control order screen.

For Informatlon on materlals required for maintenance procedures,
rafer to the ARCHITECT Systern Operations Manual, Section 8.

Assay Procedure

Befors loading the raagent kit on the system for the first

time, the microparticle bottle requires mixing to resuspend

microparticles that may have settled during shipment. After the

first time the micropanicles have been lsaded, na further mixing
is required.

+ Invert the microparticle bottle 30 times.

s Visually inspect the boltle to ensure micropaniicles are
resuspended. It microparticles are stili adhered to the bottle,
continue to invert the battle until the microparticles have
been cempletaly resuspended.

s If the microparticles do not resuspend, DO NOT USE.
Contact your local Abbott representative.

« Once the microparticles have been resuspended, place a
septum on the hattle. For instructions about placing septums
on bottles, refer to the Reagent Handling section of this
package insart.

Load the reagent Kit on the ARCHITECT iSystem.

»  Verily that all necessary reagents are present.

¢ Ensure that septums are present on all reagent bottles.

Order tesls.

= For information on orgering patient specimens and
controls and for general cperating procedures, refer lo the
ARCHITECT Syslem Operations Manual, Seclion 5

Minimum sample cup volume is caleulated by the system

and printed on the Ordevlist report. To minimize the sffects of

avaporation, verify adequale sample cup volume is present prior

to running the test.

Maximum rumper of replicaias sampled from the same sampie

cup: 10

s Priority:

Sample volums for flrst test: 85 pl
Sample volume for each additional test from same sample
cup: 45 pb

* £ 3 hours on boarg:

Sample voluma for first test: 150 pL
Sample volume for sach additional test from same sampls
cup: 45 pb

« >3 hours on board: Additionat sample valume is required.
Fefer to the ARCHITEGT Systam Operations Manual, Section
5 for information on sample evaporation and volumes g

« If using primary or aliquat tubes, use the W{ﬁ?ﬂ
ensura sufficient patient specimen is p}p@:ﬁw r?}{




= Prepars ARCHITECT Free T4 Calibrators and Centrals.
« Mix calibrator(s) and controls by gentle inversion before use.
+  Hold botlles verilcally and dispense recommended volumes
intc each respective sample cup.
» Recommended volumaes:
for each calibrator: 4 drops
for each coniral: 4 drops
« Load samples.
= For information on loading samplas, refer to the ARCHITECT
System Operations Manual, Sectian 5.
*  Press RUN.
= For optimal performance, it is Important 10 perform routine
maintenance as described in the ARCHITECT Systern Operations
Manual, Section 9. Perform malntenance more frequently when
required by laboratory procedures.

Specimen Dilutlon Procedures
Samples cannct be diluted for Free T4 determinations. Samples
which read > 500 ng/dL should be reporied as such.

Calibratian

« Tesl Calibrators A-F in duplicate. The calibrators should be
priority loaded,

A single sample of each conlrol level must be tested to evaluate
the assay calibration, Ensure that assay control values are within
the ranges specified in the respsctive control package insert.

« Galibration Range: 0.0 - 6.0 ng/dL.

e Once an ARCHITECT Free T, calibration is accepted and stored,
all subsequent samples may be testad without further calibration
unless:

»  Areagent kit with a new lot number is used or
¢ GControls are out of range,

e For detailed information on how to perform an assay calibration,
refer to the ARCHITECT System Operations Manual, Section €.

Quality Control Procedures

The recommaended control requirement for the ARCHITECT Free T4
assay Is that a single sample af each control level be tested once
every 24 hours each day of usa, If the quality controf procedures in
your |laboratery require more frequent use of controls to verify test
rasults, follow your laboratory-specific procedures.

Ensure that assay control values are within the congeniratian ranges
specified in the control package insert.

Verificatlon of Assay Claims

For protocals to verity package insart claims, refer 10 the ARCHITECT
System Operations Manual, Appendix B.

The ARCHITECT Free T4 assay belongs 1o methad group 6.

B RESULTS

Calculation

The ARCHITECT Free T4 assay utilizes a 4 Parameter Logistic
Curve fit data reduction method {4PLC, Y-waighted) to generate a
calibration curve.

For information on alternats result units, refer to the INSTRUMENT
PROCEDURE, Alternate Result Unlts section of this package insert.

Flags

Some results may conlain information in the Flags field, For a
description of the Hags that may appear in thls field, refer 1o the
ARCHITECT Systemn Operations Manual, Sectian 5.

Measuring Interval

Measuring Inferval is defined as the range of values in ng/oL which
meets the limits of acceptable performance for both impreacision and
linearity.

Tha maawing iniarvel for me AACHITRET Free T4 assay 1040

{ et at Szl ~ Lol o-5an He/EL,

B LIMITATIONS OF THE PROCEDURE

» Results should be used In conjunction with other daia; e.g.,
symptoms, resulis of other thyroid tests, clinical impressions, elc.

= |f the Free T4 resulls are inconsistent with clinical evidence,
additional testing is suggested to cenfirm the resull.

l EXPECTED VALUES

A normal range of 0.70 ng/dL to 1.4B ng/dL (cental 99% interval)
was obtained by testing serum specimens from 411 individuals
determined as normal by AxSYM Ultrasensilive hTSH Il and AxSYM
Free T4 assays. It is recemmended Ihat each laboratory establish fis
awn nofmal range, which may be unique to Lhe population it serves
depanding upen geographical, patlent, distary, or environmental
factors,

B SPECIFIC PERFORMANCE CHARACTERISTICS

Precision

The ARCHITECT Free T4 assay is designed to have a precision

of < 10% (total CV) for concenirations in the range of the low
control (0.65 ng/dL), medium contral (1.2 ng/dL) anc high contral
{2.8 ng/dL). A study based on guidance from Clinical and Laboralory
Standards Instiwte (CLSI, formerly NCCLS) document EP5-AZ

was performad for the ARCHITECT Free T4 assay. A three member
processed hiuman seium based panel was assayed, Using two lots
of fEagents, i replicaies ol two ol Iwo separabs: Umes pe gy for 20
testing days. Data from this sludy are summarized in the following
table.”

Panal  Hoagenl Mpan Cong, _ WHhinRun Tutal
Mombor Lot fngtrumant 0 Valuo {ngil) S0 CV 50D NIV
! 1 1 B0 069 01 40 0032 4d
i 1 2 [:{1] 0.67 0036 53 0041 61
1 2 1 a0 070 0021 30 0085 7B
1 ] 2 Bd 0.72 0.027 37 0043 60
2 1 3 a0 1.26 0048 3B 0061 a8
2 1 2 a0 122 0020 23 0044 3.6
2 2 1 a0 125 0.029 23 0088 &2
2 2 2 [:11] 1.27 0.033 26 0048 3D
3 1 1 80 294 0084 28 0148 51
3 1 80 2.87 0097 34 0151 53
3 2 BQ 33 gpeg 33 0191 63
K| 2 ? 80 3.00 00nee 29 0134 45

* Aapresenlative data; results in individual laboratories may vary from
these data.

Sensltivity

Tha ARCHITECT Free T4 assay is designed to have a Limit of
Quantitation (LoQ) of = 0.4 ng{di. The LoQ is defined as the lowest
amount of analyle in a sample thai can be accurately quantitated
with precision of < 10% CV.

A study was performed based on guidance from the NCCLS
document EP17-A2® with four zero-level samples and 8 samples with
Free T, concantrations ranging from 0.25 to 1.0 ng/dL.

The samples were lested in at least 5 separate funs over a minimum
of 3 days using 2 reagent lots and 6 instruments. In this study, the
Limit of Blank (LoB) was 0.22 ng/dL, Limit of Detection (LoD} was
0.28 ng/dL and LoQ was 0.40 ng/dL.*

* Representalive data; results in individual laboratories may vary fram
these data.

Analytical Specificlty

The ARCHITECT Free T4 assay Is designed to have a mean
analytical specificity of < 0.0035% cross reactivity with
trilodothyronine (Tg) at a concentration of 12,000 ng/d. in a sample
containing 0.5 ng/dL of Free Ty4.




Interference

The ARCHITECT Free T. assay Is designed to have a mean potential
interference trom hemoglobin, bilirukin, triglycerides, and protein of

< 10% al the levels indicatad below,

Hemoglobin < 500 mg/dL
Bilirukin 5 20 mg/dL
Triglycerides < 3000 mg/dl
Pratein s 12 gldlL

Accuracy by Correlation

The ARCHITECT Free T, assay Is designed to have a slope of 1.00

+ 0.20 and a correlation coefficient (r} of = 0.90 when compared to

the AxSYM Free T4 assay.

A study was performed where specimens were tested using the

ARCHITECT Free T4 assay and AxSYM Free T4 assay. Data from

this study were analyzed using least squares and Passing Bablok2®

regression methods and are summarized in the following table.”
Abbott ARCHITECT Free T, vs. Abbott AxSYM Free Ty

Number of Correlation
Midhed Specimans Intercept Slops Coafficisnl
Least Squares Lingar [ kit IR 2.553
Regression
Passing-Bablok Linear 6748 I 1.00 0853

Regression™™

In this evaluation, serum specimens testad ranged from 052 ngfdL (o
3.88 ng/dL with lhe ARCHITECT Free T, assay and from 0.46 ng/dl-
ip 4.14 ngldL with the AxSYM Free T, assay.

* Represeniative data; varlables such as differsnces in sampling

size and sample population may impacl the correlation of the assay;
therefore, results in individual laboratories may vary from these data.
“* A linear regrassion method with no special assumptions regarding
the distribution of the samples and the measurement errors.”
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ARCHITECT
Total T3

Revised Apdl 2017, A P T

Patkags Insert instructions must be carefully followed. Rellabllity of
assay results cannot be guaranteed if there are any deviations from
the instruclions in this package insert.

B NAME
ARACHITECT Total Ta

B INTENDED USE

The ARCHITECT Total T5 (TTa) assay is a chemiluminascent
microparticle immunoassay (CMIA) for the quantitative determination
of tatal ritodothyronine (Total Ty) in human serum and plasma,

B SUMMARY AND EXPLANATION OF THE TEST
3,5,3" Triiodothyronine (T3) is a thyroid harmone with a molecular
weight of 651 daltons? and & hali-life in serum of 1.5 days.? Ty
circulates in the blood as an equitibrium mixture of free and protein
bound hermane.? Ty is bound to thyroxine binding globulin (TBG),
prealbumin, and albumin. The actual distribution of T3 ameng these
binding proteins is controversial as estimaies ranga from 38-80% for
TBG, 9-27% for prealbumin, and 11-35% for albumin,* The binding of
these protains is such that only 0.2-0.4% of the 1otal T3 :s present
in solution as unbound or free T3.® This free fraction represents the
physiologically zctive thyroid narmone.?

It has become apparent in recent years thal T plays an important
role in the maintenance of the euthyroid state, Serum Tz
measurements can be a valuable component of a thyroid screening
panel In diagnasing certain disorders of thyreid function as well as
conditions causad by iodine deficiency. Clinically, measurements

of serum T3 congeniration are especially valuable in diagnosing
hyperthyroidism and in following the course of therapy for this
disorder,2 & 7 Under conditions of strong thyroid stimulation, the

Ta measurement provides a good sstimation of thyroid reserve.?
Recognition of a thyroid dysfunclion called Ta-thyrolexicosis,
associated with an increased serum T leval but normal thyroxine
(Ta}, free T4, and in vitre Uptake results have turther highlighted
the importance of serum T3 measurements.? &1 Dietary iodine
deticiency results in inadequate production of thyroid hormones
despie the presence of normal thyroid tissue. In these cases, the
serum T4 congentration is often low while the Thyroid Stimulating
Hormaone {TSH) concentration is elevated. Elevated TSH associated
with low T, is normally indicative of hypothyroidism. However, in
iodine deficiency, these resulls together with normal or slightly
elavated serum T are indicative of euthyroid status in most
individuals.’?

Tj levels are also affected by conditions which affect TBG
concentration,'35 Slightly elevated T levels may oseur in
pregnancy or during estrogen therapy, while depressed levels may
cceur during severe illness, malnutrition, in renal failure and during
therapy with anti-thyroid drugs, propranolcl and propylthiouracil and
salicylates.2 '8 7 In patients with severe or chranic illnesses, many
abnormalities of thyroid hormone balance occur. T4 production and
the extent of serum thyroid hormone binding may be indeperidently
abnormal, resulting in a low, normal or high free T4 estimate. Serum
T3 concentrations are often low; TSH levels may be normal or
slightly elevated. Total T3 measurements may be valuable when
hyperthyroidism is suspected and the free T4 estimate is normal.”®
The ARCHITECT Total T3 assay is to be used as an aid in the
assessmert of thyroid status.

EE en

7K64-25 o} Total T3
7K64-20 7K64
7K64-35 G65478R09
7K64-30 B7K&40

H BIOLOGICAL PRINCIPLES OF THE PROCGEDURE
The ARCHITECT Total Ty assay is a two-step immunoassay to
determine 1the presance of Total T3 in human serum and plasma
using CMIA technology with flexible assay prolocals, referred to as
Chemiflex.

1. Sample and anli-Ty coated paramagnelic microparticles ars
combined. The T3 present in the sample binds to the anti-T;
coated microparticles.

2. After washing, Ty acridinium-labeled conjugate is added 1o

creale a reastion mixiura.

Following another wash oycle, Pre-Trigger and Trigger Solutions

are added to the reaction mixiure,

4, The resulling chemiluminescent reaction is measured as relative
light units {ALUs). There is ar: inverse relationship between the
amount of Total Tgin the sample and the RLUs detected by the
ARCHITECT iSystem oplics,

For additional informalion on system and assay technology, refer 1o

the ARCHITECT Syslem Operations Manual, Seclion 3.

B REAGENTS

Kit Contents
ARACHITECT Tolal T4 7K64
NOTE: Some kit sizes are not available in ali countrles or for use on
all ARCHITECT iSystems. Please contacl your local distriputor.
7K64-25
=7

WL/ 100 400 500 2000

W

[MicropArmGiEs] 1 X 6.6 ML 4xE6mL 1x27.0mL 4x270mL
1x59mL 4x59mL 1x263mL 4x263mlL
Anti-T3 (sheep) coated microparticles in MES buffer

with sheep IgG stabllizers. Minimum Concentration: 0.08% solids
Praservative: ProClin 300.

T3 acridinium-labeled corjugate in citrate buffer
with NaGl and Triton X-100 stabilizers. Minimum concentration:
0,33 ng/mL. Preservative: PreGlin 300.

w

TK64-20 TK64-35 TK64-30

Other Reagents

ARCHITECT Pre-Trigger Sclution containing
1.32% {w/v) hydrogen peroxide.

ARCHITECT Trigger Solution containing 0.35 N

sodium hydroxida.

ARCHITECT Wash Buffer containing phosphate
butfered saline solution. Preservatives: arlimicrobial agents.

MOTE: Bottie and volume vary based on order.




Warnings and Precautions

.

* Far in Vitro Diagnostic Use

Safety Precautions

CAUTION: This product requires the handling of human specimens.
It is raccmmended that all human-sourced malerials be considered
patentially infectious and handled in accordance with the OSHA
Standard on Bloodborne Pathogens. Biosafety Level 2 or other
appropriate biosafaty practices should be used for materials thal
contain or are suspected of containing infectious agents.18-2!

Tha following warnings and precautions apply to: J'
|| CONJUGATE

WARNING: Contains methylisothiazolones.

H317 May cause an allergic skin reaction.

Prevention

P261 [ Avoid breathing mist / vapors | spray.

P272 | Contaminated work glothing should not be

allowed out of the workplace, |

|P28o Wear protective glovas | prolective
|clothing [ eye pratection. |

Response - ) =

\P302+P352 N IF ON SKIN: Wash wilh plenty of waler.

P333+P313 If skin irritation or rash occurs: Get

| medgical advice | attantion.

P362+P364 Take off contaminated clothing and wash

| — it before reuse. N

IDijmsal -

|P501 Dispose of contents { cantainer in

| accordance wilh local regulations.

Safety Data Shests are available at www.abbotldiagnostics.com or
contact your local represantative.

For a detailed discussion of safety precautions during system
operation, refer to the ARCHITEGT Systern Operations Manual,
Sectian 8.

Reagent Handling

s Do not use reagent kils beyond the expiration date,

s Do not pool reagents within a kit or between kits.

* Before loading the reagent kit an the system for the first time, the
microparticle bottle requires mixing to resuspend microparticles
thal may have settled during shipment. For microparticle mixing
instructions, refer \o the PROCEDURE, Assay Procedure section
of this package insert.

+  Septums MUST be used to prevent reagent evaporation and
contamination and to ensure reagent Integrity. Rellability of
assay results eannat be guaranteed if septums are not used
acgording to the Instructions In this package insert.

» To avod contamination, wear clean gloves when placing a
septum on an uncapped reagent bottle,

* Once a saplum has been placed on an open reagent bottle,
do not Invert the boitle as this will resull in reagent leakage
and may compromise assay results.

«  Over time, residual liquids may dry on the septum surface.
These are typically dried salis and have no effect on assay
sfficacy.

For a detailed discussion of handling precautions during system

opersation, refer to the ARCHITECT Systam Operatiens Manual,

Section 7.

nh

Reagent Storage
When stared and handled as dirscied, reagents are siable until the
expiration date.

Storage i Maximum Addltlonal Storage
Temperatyre  Storage Time Instructions
Unopened/ 2-8°C Untii May e used immediately
Opened* expiration after removal from 2-8°C
dale storage.
On board  System 30 days Discard after 30 days.
temperalure For infgrmation on tracking

onboard time, refer to
the ARCHITECT System
Operations Manual,
Seclian 5.

* Reagenis may be starad on or off the ARCHITECT iSystem. If
reagents are ramoved from the system, store lhem al 2-8'C {with
septums and replacement caps) in an upright position. For reagents
stered off the systam, it is recommended that they be stored in
their original trays and boxes to ensure they remain upright. If the
microparticle bottle does not remaln upright {with a septum
Installed) while In refrigerated storage oif the system, the reagent
kit must be discarded. For infarmation on unloading reagents, rafer
to the ARCHITECT Syslem Operations Manual, Section &,
Indications of Reagent Deterioration

When a control value is out of the specified range, it may indicate
deterioration of the reagents or errers In technigue. Associaled test
results ars invalid, and samples must be retested. Assay racalibration
may be necessary. For troubleshooting information, refer to the
ARCHITECT Systern Operations Manual, Seclion 10.

N INSTRUMENT PROCEDURE

The ARCHITECT Total T3 assay file must be installed on the
ARCHITECT iSystem prior to perlorming the assay.

For detailed information on assay file installation and viewing
and editing assay parameters, refer to the ARCHITECT System
Operations Manual, S8eclion 2.

For infarmation on printing assay paramaters, refer to the
ARCHITECT Systern Operations Manual, Section 5.

For a detailed description of systsm procedures, rafer to the
ARCHITECT System Operations Manual.

Alternaie Resuli Units

Edit assay parameter “Result concentration units" to select an
alternate unil.

Converston formula:

(Cancentration in Default rasult unit) x (Conversion facior) =
{Concendration in Alternate result unit)

Conversion factor Alternate result unit
1.538

100.0

Default result unit
ngfmL

nmolfL
ngfdL*

* iSystemn Assay CD-ROM version 6.0 and higher will be required 1o

install this allernate result unit (ng/dL).

H SPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Speclmen Types
Validated specimen typas to be used with this assay:

GCollectlon Tubes
Serum

Serum separator tubes
Sodium heparin
Lithium heaparin
Potassium EDTA

Speeimen Types
Human serum

Human plasma




s Cther anticoagulants have not been validated for use with this
assay.

s When serial specimens are being evaluated, the same type of
specimen should be used throughout the study.

s Performance has not besen established for the use o! neonatal
specimens.

» The Instrument does not provide the capability to verify specimen
type. It is tha respansibility of the operator ta varify that the
correct specimen types are used in the assay.

Specimen Conditions

* Do not use specimens with the following conditlons:
+ heat-inactivated

« For optimal rasuls, serum and plasma specimens should be free
of fibrin, red blood cells or other particulate matter.

+ FEnsure that complete clot formation In serumn specimens has
taken place prior 1o cenirifugation. Same specimens, espacially
those fram patients receiving anticoagulant or thrambolytic
therapy may exhiblt Increased clotting time. If the spacimen Is
centrifuged before a complate clot forms, the presence of fibrin
may cause erraneous results,

s To prevent cross contamination, usa of disposable pipsttes or
pipette tips is recommendad.

Preparation for Analysis

» Follow the wbe manufacturer's pracessing instructions tor
specimen colleclion tubes.

¢ Specimens must be mixed THOROUGHLY after thawing, by LOW
speed vortexing or by gently inverting, and centrifuged prior to
use 1o remove red blood cells or particulale matter to ensure
consistency In the results.

* Inspect all specimens for bubbles. Remove bubbles with an
applicator stick before analysis. Usa a new applicator stick for
each specimen 1o prevent cross contarination,

Specimen Storage

Maximum Siorage

Specimen Type Storage Temperature  Time

Serum/Plasma 2.8°C < B days

If testing will be delayad more than 24 hours, remove serum or

plasma from the clot, serum separator or red bloog cells.

If testing will be delayad more than 6 days, specimans should be

frozen at -10"C or colder,

Specimens storad trozen at -10°C or colder for 6 days showed no

performance differance.

Avoid multiple ireezefthaw cycles.

Specimen Shipping

» Package and label specimens in compliance with applicable
state, federal, and international regulaticns cavaring the transport
of clinical specimens and inlectious substances.

+ Do not exceed the storags limitations listad above.

H PROCEDURE

Materials Provided
7K64 ARACHITECT Tetal T3 Reagent Kit

Materials Required but not Provided

s  ARCHITECT Total T Assay file obtained from the ARCHITECT
iSystem e-Assay CD-AOM found on www.abbottdiagnestics.com.

* 7K64-01 ARCHITECT Total T, Calibralors

* 7K64-50 ARCHITECT Total T3 Mznual Diluent

+ ARCHITECT Pre-Trigger Solution

* ARCHITECT Trigger Solution

+ ARGCHITECT Wash Buffar

* ARCHITECT Heaction Vessels

»  ARCHITECT Sample Cups

*  ARCHITECT Sepium

* ARCHITECT Replacement Caps

+ Any commercially available conirols

« Pipettes or pipette tips (optional) to deliver the valumes specified
on the patient ar control order screen.

For information on materlals required for maintenance procedures,

refer 1o the ARCHITECT Systemn Operations Manual, Section 9.

Assay Procedure

« Betore loading the reagent kit on the system for the first
ume, the microparticle botile requires mixing to resuspend
microparlicles that may have setiled during shipment. After the
first ime the microparticles have been loaded, no further mixing
is required.

» Invert the microparticle bottle 30 times.

s Visually inspect the botlla ta ensure microparticles are
resuspended. If microparticies are still adhered to the botlle,
continue to invert the botlle unul the ricroparticles have
been completaly resuspended,

* |f the micropariicles do not resuspend, DO NOT USE.
Contact your local Abbott representatlve.

» Dnce the micraparticles have been resuspended, place &
septum on the bottle. For instruclions about placing seplums
on botites, refer 1o the Reagent Handllng section of this
package inserl.

« | pad the reagant kit on the ARCHITECT iSystem,

« \Verify thal all necessary reagents are present.

+ Ensure that septums are present cn afl reagent bottles.
* Qrder calibration, if necessary.

« For information on ordering calibrations, refer to tha
ARCHITECT System Operations Manual, Section 6.

*  Order 1asts.

* For informalion on ordering patient specimens and
controls and for general operating procedures, refer 1o the
ARACHITECT System Operations Manual, Section 5.

Minimum sample cup volume is calculated by the system

and printed on tha Crderlist report. To minimize the effects of

evaparation, verify adequate sampls cup valume is prasent prior

10 running the test.

Maximurm number of replicates sampied fram the same sample

cup: 10

¢ Prigrity:
Sample volume for first test: 75 plL
Sample volume for each addivonal test from same sample
cup: 25 L

= < 3 hours on board:
Sample volume for first test: 150 pL
Sample volume for each additicnal test from same sample
cup: 25 pb

= > 3 hours on board: additional sample volume is regquired.
Refer to the ARCHITECT System Operalions Manual, Seclion
& for information on sample evaporation and volumes.

s | using primary or allquot tubes, usa lhe sample gauge 1¢
ensure sufficient patient specimen is presenl

= Prepare ARCHITECT Total T3 Calibrators.

» Mix calibralor(s) by gentle inversion before use,

+ Hold bottles vartically and dispense recommended voiumes
into each respective sample cup.

* Recommended volumes:
lor each calibrator: 4 drops

»  Follow the manufacturer's Instructions for preparation of
commercially available control malerial. "fd:__—cu =

= Load samples. AEEL i




s Press RUN.

s For additional information on principles of oparation, refer to the
ARCHITECT System Cperations Manual, Section 3.

+ For optimal performance, it is Important to perform routine
maintenance as described in the ARCHITECT Systern Operations
Manual, Section 9. Perform maintenance more frequently when
requirad by laboratory procedures.

Specimen Dilution Procedures

Specimans with a Total T, value exceeding 8.00 ng/mL are flagged
with the code “> B.00" and may be diluted using the Manual Dilution
Procedure.

Manual Dilution Procedure

Buggestad dilution: 1:2
It is recommended that dilutions not exceed 1:2.
1. Add a minimum of 75 pL of the patient specimen ta 75 plL of
ARCHITECT Tortal T3 Manual Dlluent.
To avoid comamination of Manual Diluent, dispense several
drops of Manual Diluent into a clean test tubs prior 1¢ pipetting.
2. The operator must enter the dilution factar (2) in the Patient ar
Control order screen. The system will use this dllution factor to
autematically calculate the concentration of the sample before
ditution. This will be the reported result, The dilution should
be performad sa that the reported result reads greater than
1.0 ngfmL.
If the operator does not enter the dilution factor, the reported resull
will be that of the diluted sample. This result (before dilution factar is
applied) should be greater lthan 0.5 ngfmL.
For detailed information on ordering cilutions, refer 1o the ARCHITECT
System Operalions Manual, Section 5.

Calibration

* Tasl Calibrators 1 and 2 in duplicate. The calibrators should be
priority loaded.

A single sample of each cantrol level must be tasted to avaluate
the assay calibration. Ensure that assay control values are within
the ranges specified in the respective control packags insert.

« Calibration Range: 0.0 - 8.0 ng/mL.

» QOnce an ARCHITECT Total T3 calibration is accepted and stored,
all subsequent samples may be tesied without further calibration
unfess:

* A rsagent kil with a new lot number is used or
» Controls are oul of range.

»  For detailed information on how to perform an assay calibration,

refar to the ARCHITECT Syslem Operations Manual, Section 6.

Quality Control Procedures

The recommended control requirement for the ARCHITECT Total

Ty assay Is a single sample of all control levels tested once avary
24 hours each day of use. If the quality control procedures in your
laboratory require more frequent use of controls to verify test results,
follow your laboratory-specific procedures. Ensure that assay control
values are within the concentration ranges specilied in the package
insert.

Verltication of Assay Clalms

Far protocols to verify package insert claims, refar 1o the ARCHITECT
System Operations Manual, Appendix B.

The ARCHITECT Total T3 assay belongs to method group 2.

N RESULTS

Calculation

The ARGHITECT Total T assay unlizes a 4 Parameter Logistic
Curve fit data reduction method (4PLC, Y-weighted) to generate a
calibration curve,

For information on altarhate result units, refer to the INSTRUMENT
PROCEDURE, Alternate Result Unlis section of this packags insert

Flags

Some results may confain information in the Flags field. For a
description of the flags that may appear in this field, refer to the
ARCHITECT System Operations Manual, Saction 5.

B LIMITATIONS OF THE PROCEDURE

¢ For diagnostic purposes, results should be used in conjunction
with other data; e.g., symptoms, raguits of ather thyroid tests,
clinical imprassions, elc.

s If the Total Ty resulls are inconsistent with clinical evidence,
additional testing is suggasted to confirm the result,

l EXPECTED VALUES

A normal range of 0.58 ng/mL to 1.59 ng/fmL (central 95% interval}
was obtained by testing serum specimans from 438 individuals
datermired as normal by AxSYM Ultrasensitive hTSH I and AxSYM
Free T4 assays. It is recommended thal each laboratory establish its
own normal range, which may be unique to the pepulation it serves
depending upon geographical, patient, distary, or environmental
factors.

Jl SPECIFIC PERFORMANCE CHARACTERISTICS

Precision

The ARCHITECT Total T assay is designed to have a precision

of < 10% (total CV). A study based on guidance from Clinical and
Laboratory Standards Institute {CLSI, formerly NCCLS) document
EP5-A22 was performed for the ARCHITECT Total T assay. A three
member processed human serum based panel was assayed, using
two lots of reagents, in replicates of two at two separate Umes per
day for 20 testing days. Data from this study are summatized in the
follawing table.*

Maan Within Run Total

Panal  Reagent Conc. Valua

Member Lot  Instrument n {ng/mi) sD  %EY S0 %oV
1 1 1 B0 075 0021 27 0027 36
1 1 2 a0 0,73 0.023 A1 0030 41
1 2 1 80 0.79 0,036 46 0043 54
1 2 2 80 0.81 0.047 5B 0057 7.0
2 1 1 a0 1.50 g0 18 o110 73
2 1 2 B0 1.49 0040 27 0053 36
2 2 1 80 1.53 0031 20 003 23
2 2 2 a0 1,54 0040 26 0045 3.2

-1 1 1 1 1FE  aogr 1EF fwE aE
3 1 2 80 129 0107 33 0140 &2
3 2 1 80 355 0.054 1.5 007 2.0
3 2 2 80 3.54 p.oss  1g¢ 007 22

* Representative data; results in individual laboralories may vary from
these data.




Recovery

The ARCHITECT Total Ty assay is designed to have a mean recovery
of 100 + 10% when analyzing samples spiked with known amounis

of T3, T3 was added tc nine hormal human serum samples. The
concentration of Ty was determined using the ARCHITECT Total Ts
assay and the resulling percent recovery was calculated.”

Endegenous Ty Dhserved Total
Coneenkretion Ta Added T3 Concentralion
Sample {ng/mL) {ng/fmL) [ng/mL) % Rocovery**
1 a0 0.77 2.74 94.8
2 097 0.78 1.64 85.9
3 113 0.79 .85 103 8
4 04 1.54 243 935
5 0.88 153 2.41 100.0
] 0,90 1.54 2.54 108.5
7 1.07 2.03 428 105.9
] 1.23 .04 4.1 98.0
9 0.80 3,03 3.89 g7

Average Recovery: 98,.6%
“ Representative daila; results in individual laboratories may vary from
these data.
Qbserved Total Ty Conc.
{ng/mt) -
** o Becovery = Endogenous Tolal Ta Conc.  x 100
(ng/mt)
T, Added {ng/mL)

Analytical Sensitivity

The ARCHITECT Total T, assay is designed to have an analytical
sansitivity of < .25 ng/mL.

Analytical sensilivity Is defined as the concentration calculated

as the mean plus two standard deviations of replicates of the
ARCHITECT Total T5 MasterCheck Lavel O (0.0 ng/mL). The
analytical sensitivity (low-linearity) is defined in the ARCHITECT Total
Ts assay paramelers as 0.25 ng/mL.

Analytical Specificity

The ARCHITECT Total Ty assay is designed 10 have a mean
analytical specificity of s 0.1% cross reactiity with thyroxine (T4) al
a concentration of 1,100 ng/mL.

Interference

The ARCHITECT Total T3 assay is designed to have a mean potential
interfarence {rom hemaglobin, bilirubin, triglycerides, and protein of

5 10% at the levsls indicated below.

Hemaglobin < 500 mg/dL
Bilirubin = 20 mg/dL
Triglycerides < 2000 me/dl
Protein =12 g/dL

Accuracy by Correlation

The ARCHITECT Total T, assay is designed o have a slope of 1,00
+ 0.20 and a correlation coefficient (r) of = 0.80 when compared to
the AXSYM Tolal T3 assay.

A sludy was performed where specimens were ested using the
ARCHITECT Total T assay and AxSYM Tolal Ty assay. Data from
this study wsre analyzed using Least Squares and Passing-Bablok?3
regression metheds and are summarized in the following table.”

Abibott ARGHITECT Tolal Ty vs. Abbott AxSYM Total T;

Number of Corralalien
Methed Specimans Intarcept Slope Coafficient
Leasl Squares o
Linear Regressicn 1240 p.02 1.04 084
Passing-Bablok
Linear Regression™* 1440 -0 113 0,964

In this evaluation, serum specimens lested ranged from 0,25 ng/mL
1¢ 5.83 ngfmL with the ARCHITECT Total T assay and from
0.34 ng/mL ta 5.19 ng/mL with the AxSYM Total T, assay.

* Representative data; variables such as differences in sampling
size and sample population may impact correlatlon of the assay,
thersfore, resulls in individual laboralories may vary from these data
** A linear regression methad with na special agsumptions regarding
the distribution of the samples and the measurement errors.?
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