
Cef tific{te ldenfi lieatioDl

l4gel Msaufacturer's N$me:

l.cgal Msnufacturcr's Addrrss:

Decla ration of Conformlty
7K62

Abbolt lreland Diagnosrics Division

Lisnanuck, l-ongford

Co. Longford

List Numbers
and Sizc Code

of DevlceJ

GMDN Code Names ard Description of Der

7K62-20

7K62-25

7K62-30

7K62-3s

s4186 ARCI-llTECT 1'SH Reagenr Kit

7K62-01 38272 ARCIJITECT TSI-t Calibmrors

7K62-10 382V I ARCH ITECT TSlt Conkots

Aulhorizxd Eumpeart Repr€sonaatiye

(Nrme nnd Addresc)

N/A

Storage of site tcchtricsl
documcDtrtion {N&mc snd Addrcss)

Abbotl lrcland Diagnorlics Division, Lir
Depadment: Regulatory Affairs

Harmqnized StsDdfllds Listed in the Technical Documcr

rces Classilic{tion

S€lf-dcclarcd

S.lf-declared

Sclf-declared

itro diagnostic medical dev re
ons ofthe EC Direotive 98/ and
agnostic Medical Devices a ot

'rhis dcclaralion is made ir accordonce with Anrter Ilt of lhc lvD Directive sn(t is i$foed under the solc responsibitio, oftlle ntnnufacturer.

&u.z !}rL-y
l-orraine Whitney

Position: Senior Manager Regulatory Affaiis

Dare ofApproval: 4_f.l*,4.1_ ,_
. Abbou lreland Diagnostics Division,

Place ltsued: Lisnamuck, Longford. Co. Longford,
lrelsnd

Signature:

FullName:

Position;

Date of
Approval:

Dalc lssued:

Supersedes:

--J"s-,ty-]e_e_

Signaturc:

Full Nama:

Effe€tivc (Datc or
Lot Numb€r):

rnamuck, Longford, Co, I-ongford, lrelard.

"aaoi*

-Jl *prrlJact __



Certlllcate ldentlllc+tioDr
Legsl Ms1|lrfscturerls Natrre:

Lcgal Mgnirftcturer's Address:

Signatur e:

Full Narrei

Poeition

Date of {pproval;

Abbort lreland Diagnostic$ Division.
Place lsiuedi Lisnarnuck, Longford, Co. Longibrd,

Ireland

Effecrive (Date or ZL1 tA)r;l 2<.t4 ._ .LotNurrber): --::--#

Lisl Num
and Sizc {

of Devi

)c rs
:ode
cs

GMDN Code Nadree nDd DescrlDtion of D€vicos Classificstioll

7K63.2'/

7K6l-37

544t1 ,\RClll t'lc t F:ee Tl Rerrrrrr \ I Sel f-d ecl s rqd

7t(63,02 3 8261 ARCHITIIC f l:ree 'I3 ( rrlil)rrl. I: Solf-declared

7K63-12 54418
.,:it::r;.,,.

:,.tr;].,. Sol f-tl ecla rcd

\/A

lachnicsl docurnEntsti6n
addrc63) {

Ire sion, Lisnamuctilp.ngford Co.

rd,

Hsrnroniz d Stsnderds TilchnicalrE

UIe, ihe un

bearing tht
European I

as tlrey are

h! \ 'o!

lsThis
the t

wiih

deciare t:rat I

Iolr:r n'itlr tht
Irr LoL r;ilo
e llws ol tltc

#|rostic mt
&{sipns ol
lbglortn
ls. 'i:ll,

III of the IVD Directive and is issucd under

hrll

Position: Senior Manager Regularoly Afiairs



Abbott

certilicate Id€tr tl ficati o n:

l,€g[ | ManufaclurFr's Name:

Legal Mrnufacturcrrs Addlessi

Full Namc:

Position:

Date of
Approval:

Date lssued:

Supersedss:

Declaratiou of ConformifY

7 K65 -2A -24 | -27 | -29 t -3a -3 4 I -3 5 l -39, 7 K6 5-02, 7K65-10

Abbon lreland Diagnoslics Division

Lisnsmuck, Longford

Co. Longford

lrcland

We, the undeBigned, hereby declare that the in vitro diagnostic medical del ices described above and bearing the

CE marking, conform withihe applicable provisions ofthc EC Directive 98/79lEC ofthe EuroPean Parliament and

ofthe Council of2? October 1998 on ln Vitro Diagnostic Medical Devices Bs lhey arc transposed inlo the laws 0f

[he member states.

Thls declsration is mFde itl rccordancc $itb Annex ltl oftho IVD Directivc 8{d
the lrlanufac(urer,

is lity ol

sisrlarurc: ,M" Ai*a- Signaturr:

Full Nam( ;

Siobhan Wright

Quality Managcr

7t>.Og'lt
4o ''t-T '3

Positior: Senior Manager Regulatory Affairs

Date ofApprova :

Abbott Ircland Diagnostics Division,
Place lssue(,: Lisnamuck, Longford, Co. l,onglor<1,

Effeciive (Date (,r

Lot Numberll

Ireland

k; czr rS

jc o11 13

Llst Numbers
al|d Slze Codp

of Dcvicos

GMDN Code Names snd Descriptiotl of Devlces Classificalion

7K65-22
'tK65-24
7K65-2'l
7K65-29
7K65-32
1K6s-34
7K65-35

?K65-39

544t3 ARCHITECT Free T4 Reagent Kit S€lf-declarcd

'7K65-02 38289 ARCHITECT Free T4 Calibrators Spl f-d ecla red

7K65-10 382F8 ARCHTTECT Free T4 Cqntrols Sclf-declared

Aulhorized Europeaq Ref resent&tive

(Name and Addrcss)

NiA

Storagle of slte t€chnicsl
documentation (Ndme and Address)

Abbo lreland Diagnostics DiYision, Liinamuck, l-ongford, Co' Longford' Ireland'

Harmbnized St&ndards Listed in the Techn

21.6fni/, httLt



Ccntlfi !'rto Identillcttion:
LcgilM8nufstt rer'r Ncr|re:
Legtrl Manrfocturet rs Addre$t

Gl lnnor.t 

-
Declaration of ConformitY

st33o .-_
Abbolt Irclaltd Dingoosi0s Divbion

LisMrnuch, Longfod, 
-_co. t rg&4'E134,- _-

Wq, tfie undersigned, hseby declare that lIrc in vilrc diognostic medi( above

""J'f**i^g 
irctp ti*ling, conform *ithrhe opplicrble provisions r &nglEc

""1 
i""pirJ rrlrl neguti'iion s.l No lo4 of 2Oo I and to the Ec Di I is

tm lDosed into tho lawt oftlp m€-rnber states,

irti. i""fnirtfon fr..,l. {n n(lcordnnrenltb Anner I't o{thc tVD Dirocjve 8nd is issucd undsr t||clolo

re!po nslblllty of tbe m{nuftrcarrer.

sigfntumr

FullNfiro
(Drt{ed)i

Iloiilion: QunlityMtnegcr

6,rlta"1 i*, oar.:

Si8D[turE:

Full NrJne
(priNed)i

Position:

D6!?Issucd;

Placc lssucd

Supclledes:

EftativE (ln,l
numbor or clnl c)

Lolrr o wlritDeY

Rcgul*:ory Atfnif! Gmnp Lendet

Abbott lrclod Dagnostica Division'
Lisrrfttn rck, l,ongfod, Co Lolrgford, lrclaud

Declaration of Contormily
(Rl)

PaEe2 ol2

Llbt Nl||nbers
sntl Slt€ Codc

0f llcvicct

CMDN Cod. Nnnlcs srld Ddctlptioo ol Xrrvlccl Clnssltlcfitlorl

7K64-24

7K6+25

7K6+3O

30312 Architect Total Tr Reagent Kit Scll-d cclnrod

7K6,L0l 30504 Architert Total Tr C.olibratots Scll-declni €d

7K64-50 N/A Archlt€st Total T3 Msnual Dituorrl S6lf-dccltted

Aulhorlt4d llurupctll
Ro rcloDlrdve (no.me l|td nddr€$l

N/A

Stolego sf technlc0l documclrl$lion
(nrlnennd sddrcrt)

Abbotl lEland Disgnostics Division, Lisnamuck' Longford, Co-

Longford, kclnnd

ffiirrruli"rd Stnnrlnrds
-i,iGd-'iiGiEf, 

i-irolDocurnontntion

'al- '4/ntR r /)4fF/
st€fs Molilor

NIf1

-a!.-to l',1 2ao 6 
-

ARCHITEpT Total Tj
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s1330
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Declaration of Conformity
Certificate Iddntiflrcation:

L€gal Manufactuier's Name:

Legal Manufacturerls Address:

We, the undersigncd, h€.Eby declare that the in vito diagnostic medical devices descrilrcd above and bearing the CE marking,

confolm with the applicable provisions ofthe EC Directive 98/79lEC ofdre European l)arlianent and ofthc Council of2? October

1998 on In Vitro Diagnostic Medical Devices as they are tmnsposed into the laws ofthl member states.

Thls declaration is mado in accordance witl Annex III of the M Directive and is issued und€r the sole responsibility of the

manufacturer.

Signature:

Full Name:

Position:

Date of Approval:

Date Issued:

Full Nan€

Position

Date of Approval

Place Issued

Effective (Date or'

Lot Number)

s tv'

supersedes: 28 IuU Z4o U

Abbotr P8rk. IL 60064 USA

List Numbers
and Size Code

ofDevices

GMDN Code Names and Description ofDevlcLc ClEssification

2K47-20

2K41-22

2K47:25

2K4'7-27

58729 ARCHITECT Anti-TPO Reagent Kit Self-declared

2K4't-01 55210 ARCHITECT Anti-TPO Calibrato$ Self-declared

2K47 -10 5521| ARCHITECT Anti-TPO Controls Self-declared

Authorlzed Europeao
Rcpr€ientatiYe

(Name add Address)

Abbon GnbH & co. KG
Max-Ptanck-fung-2
65205 Wiesbaden. Germalv

Storage site 0f techtrical
documentation

(Name End Address)

Fisher Diagnostics
a division ofFisher Scientific Company LLC
a part ofThermo Fisher Scientific Inc-

8365 Vallev Pike. Middleton, vA 22645-l90rt USA

Harmonized Standardg Listed in the Technical Documentation

Qualiity Manager



DECTARAT]ON OF CONFORMITf

Manufacturer
Techno-path Manufacturing Ltd.

Fort Henry Business Park,

Ba llina,
Co, Tlpperary,
lreland

Product(s):

Product Name

Multichem lA Plus

Multichem lA Plus

Multichem lA Plus

Multichem lA Plus

Multichem lA Plus

Multichem lA Plus

Multichem lA Plus

Multichem lA Plus

Multichem lA Plus

Multichem lA Plus

Catalogue Number

lA310X
lA311X
lA312X
r4313X
rA314X

05P75-10
lA310A
lA3114
lA312A
lA313A

GMDN:
Classification:
Conformity Route:

Quality Management System:

QM5/CE Certification No.:
lssued By:

Notified Body Number:

47869
Annex ll List B

Annex lV

EN ISO 13485:20L2 | l;O !3485:2003
LRQ 4008261/B
Lloyds Register LRQA, 71 Fenchurch Street,
London EC3M 4BS United Kingdom

0088

Standards Applied: See attached list of standards for which documented evidence of
compliance can be provided.

Techno-path Manufacturing Ltd. hereby declares that the product(s) specified

above cormply with the requirements listed in European Union In'vitro Diagnostic

Medicaf Device Directive 98179lEC.

Signed for and on behalf of Techno-path Manufacturing Lt(|.,

ss, Head of Quality and Regulatory AffairsBen

DC007

lpath Manufacturing Ltd.

Rev 06

Date



TECHNOPATH

STANDARDS USED IN FUtt OR PART FOR CE MARKING AS PER IVDD 98/79lEC

DC007

Standar! Tirle

EN ISO L5223-r:2Dt2 Svmbols for use in the labelling of m edical devices

ISO 13485:2012 + AC:20!2 Medical devices - Quality management systems -
Requirements for regulatory purposes

EN 13612:2002 + AC:20O2 Performance evaluation of In vitro d iagnostic medical

devices
EN 13641:2002 Elimination or reduction of risk of iltfection related to in

vitro diaAnostic reagents

EN 13975:2003 Sampling procedures used for acceFtance testing of in in
vitro diasnostic medical devices - statistical aspects

EN ISO 14971:20L2 Medical devices - Application of risl: management to
medical devices

EN ISO 181L3- L:2011 In vitro diagnostic medical devices - Information supplied

by the manufacturer (labelling) - Part 1: Terms, definitions
and Reneral requirements

EN ISO 18113-2:2011 In vitro diagnostic medical devices - Information supplied

by the manufacturer (labelling) - Part 2: In vitro diagnostic

reagents for professional use

EN 13540:2002 Stabilitv TestinR of In vitro diagnostic reagents

Rev 06 Issue Daie:24'r'



Wc, the undcrsigned, hercby declare that lhe iI vitro diagnoslic mcdical devices describcd abovc and bcaring th,e CD

marking, confonil whh the appticabtc pmvisions dfthe EC Dircerive 98t19/[1C oftltc European Parliament antl trf the

Council of27 Oqtober 1998 on In Vitm Diag[ostic Medieal Devices as llcy are transposed into the la\Ys of thc Inenrber

states.
t'h is dcchm iion ib |rradc ir sccordaDrc $]th Antrer tll of lhe IVD Dir€cli]c r nd fu issucd uDdcr lhc solc rcapottsll,ilil) of I hc

mAnufsclurcr, Gp_A
SigMllre: 4-^---{

Full Namo: _Ninll phrnkett

Position: QualityManager

Datc of^pprov{rl: Cj * 3 r..r.u- | h

Cc.dlicrlc I dertills&aion:
lJgll lll ! Rq fsetu rc.'r NuDe:

l,€gnl Manufqcturor'i Addrcs8:

Declarafi on of ConfcrrmitY

Signatt'|rc;

Full Naore:

Posit;on:

l)alo ofAp )roval:

Place lssugd:

Effectiv€ (l)ete or
Lot N!nibcr):

_l{rnRine Whitncy

Scnior Monagcr Rcgulatory Aflhirs

e-t Jk LLl ?at+

AttlD SligoDate lssuod:

Supercedes: l5 Jun 20l2

d) JUL l\

Lfut Numbers
end Siue Codc

ofDcvlccs

GMDN Code Ncmcs {rd Dcssription ol Dsviccs Chsslflcntlon

rL56-40 Not Available ARCHITECT Frobe conditioning so lulion Sclf-dedrtud

6C54-58 Not Availsble ARCHITECT Corcentrated Wash Buffcr S.lf-d€{ Ir rsd

6C54-82 Nol Avaitable ARCHITECT Concenltated Wash Br,ffer Srlf-d€clsicd

6C54-88 Not Available ARCHITECT ARM Concentrat€d Wrsh Buffer Sol f-dec le red

6C55-60 Not Available ARCHITECT Triggcr Solution Sel f-dec ls rcd

6C55-82 Nor Availablc ARCII ITIICT 'I'rigger Solution Self-dcclsred

6E23-65 Not Available A RCFI ITECT Pre-Tri gger Solution Sclf-declsred

6823-82 Not Available ARCHITECT Pte-Ttigger Solulion S.lf:dcclarcd

7D82-50 Not Available ARCH ITECT Multl"AssEy Manual D'iluenl Sclf-dcclarod

Autlorizcd Europcao
ReprEscntnlive

(Nhmr snd Address)

N/A

Storlte site of tcchnicsl
documentallon

(Nhme nnd Addrcse)

Atrbon lreland Diag$ostics Division, Finisklin tlugincss Porh Sligo' Cotmty Sligo' 'lrcland.

Departmcnl; Reguhtory AlTBirs,

H{fldoolzed Slrndrrds Lisled ifl the Technic&l Docunettation



flnpott

Decla ration.of CqnformitY

tc Identificsrioo:
rrulhclurer't Nf,me:
|| fackrrar'r Addrcss:

l,ist Nu
{nd Sizr

of De\

r bers
Code
lcet

GMDN
Codq

l\emc! {nd Dcscliptlon of Drvicel Clsssifirati0n

4Dr 8"0 NA ARCIITIC'T SQturn Selt-dcchlrd

.tDr9-0 NA ARCLiITF.CT Rephoemenl Caps Srlf-dcclflrcil

7C r4-0 N..\ ARCHITII{'I Salrlple Cups Sclf-(lerlnftd

7('t5-0i NA ARCI ll'I tiCT Reactios Vessels Self-dechr{d

7C t5-0 NA ARCI-IITECT Reactio.s vesscls SPlf-dcclared

Abbott Laboratories

Diaenoslics Division

Abbort Park. IL 6006,t LrSA

Stofltge file of t(rht|ical
(name, d,lddress)

Signalurd

Full N,utc:

Posilio :

Ddtc r\t'4pJ)rolal

DAtc ls led;

S1|persedFs

_Lauren Sieber_

Product Qual ily Assurance
Mansger

,Sle-a i z,r rf
aa/azA,.Yf

June 13, 2O|'3

sitllaturc

Fr,rll Name:

Positiur

Drle of -.'lppror,f,l l

Placc tssurd-

Ellective (Date or
Lol Number)i

-Deborah 
l-linkie),_

Rsllulatory Affairs
Dircctor

5/*r/eor:-
Abbotr [-aboratories
Diagnosllcs Drwsroll

lL ()000't L SA



ARCHITECT

TSH Galibrators

@ zK62-ol
ffien

TSH
7K62

c6-2727 lRO4
s7K620

o

INTENDED USE
The ARCHITECT TSH Callbrators are tor th8 calibration of lhe

ARCHrECT iSystem whon used tor lh€ quantkatlve d€tornindlion

of humsn Thyroid SlimulFllng Hormone (TSH) In human serum and

plasma. Reler lo the ABCHITECT assarspeclfic r€agent package

insert lor addiional infofmation,

CONTENTS
2 Botlles 14 mL 6ach) ol AFCHITECT TSH Calibralors. calibrator

1 contaios THIS buffer with protoin (bovne) slabilizers; Calibrator

2 contains TsH (recomqinanu in TRls bulfer wilh protein (bovrne)

stabilizers, Preservative: sodium azida.

The caliblalors yield lhe iollowing concentrations:

TSH Concentration

callbrators (|Jlui mL) (mlui L)

6;irn 0 0

Faft

STANDARDIZATION

The calibrators are manulactured by addition of Recombinant Human

TSH oi known concenlr4tion to obtain a laroet concentlatlon. The

concentration is refer€noed againsl WHO TSH 80/558.

PRECAUTIONS
.@
. F.r in Yir.a Dadnoslic Use

Safety Data Sheels are available at www.abbottdiagnostics com or

contact your Iocal repreFentalivo.

For a detailed discussioh ol salely preca!tions duting system

operation, reler to the AFCHmCT System Operations Manual,

Section 8.

STOFAGE
. Calbrators are slable until the expiration dals when slored and

handlsd as directed,
. Do not use pasl expiralion dale,

llrs'C
n.2'cJa

ABCHITECT is a lraderrark of Abbotl Laboralories in various

jurisdiclions.

I 
p|cri|EutEo rx YHE u6^ r!!l

abbon Park, lL 60064 USA

Customol Servlce: C(rfiact your local representatlve

or flhd countrFspeclllc contact Intormatlon on

wwlr.abbottdlagnosll :s.com

R6Vsed November 2015.

02004, 2015 Abbotl Lrboratoles

Abbott koland ( c
Diagnoslics Division \ \
Lisnamuck, Lonllord
Co Longford
lreland
+35$43-3331000

Fl Abbott

it"':

Key to symbols
Consult insuuc ons for use

T€mperalure lmilation

Uso by/Exprration dale

Callbnlor 1

Calibrator 2

Contains Sodium Azide. Contacl
wilh acids lib€rates v€ay lox c
gas.

Distribured in the lJsA by

Information ne€ded for Uniled

Stat€s of America only

/n \lro Dlagnostic Medical

Device

Lot Numbef

Prod!c1 ol lr€land

Lrst Number

For /n Yilro Dragnoslic Use

'raelt



ARCHITECT

TSH Gontrols

@ 7K62-10

ES en
TSH

7K62
G6-2728 lao4

c7K620

o

U

IN'IENDED USE
The ARCHITECT TSH Controls aro for lhe verliicalion of th€

accuracy and precision pf tho AFCHITECT isy$em when used for

the quantitative determination ot human Thyroid Stimulating Hormon€

{TSH) In human serum 4nd plasma. Befer to lhe ARCHITECT assay-

specific rcagent packagF jns€n for additional informa{on.

CONTENTS
3 Bottles l8 mL €ach) of AFCHflECT TSH Conlrols. Low Conlrol,

iredium Conlrcl, High Control contain TSH (recombinant) prepared

in TBIS buifer with protein (bovine) stabilizers. Pros€ryativ€: sodlum

The lollowing concenlraiion ranges may bs used tor indlvidual

replicale control speciligations on th€ AFCHITECT isystem:

STORAGE
. Controls are stable until th€ expiralion date ''\,hen slored and

handlod as directoll,
. Oo not use past exlirallon date

lJl.u'"i.2'cJa

ARCHIECT is a tradetnark of Abbolt Laboratories in various

iurisdictions.

Taqel
Concanlraton

Talget

Concenllalion

l6xrmif l 6

bo r-i lxI 30

Each laboralory should establish ils own concentralion ranges io.
new conlrol lols at each conlrcl level. Th s can be accomplished
by assayrng a mihimum of 20 replicales ov€r several (3-5) days.

Sources of variation lhal can be expected should be included in this

study in order to bo l€piesenlalivs of future system perlormance.

These may include:

. l\/rilliple slored cahbEtlons

. Multiple reag€nl lotq

. ,ultiple calibraror lots

. lilultipl6 processiog modules

. Data poinls collected al drlfsrent times ot lhe day

Those resrills should be apphed lo your laboratory's qualily conlrol

STANDARDIZATIOtr.I

The conlrols are manulActiired by addition oi Recombinanl Human

TSH ol known concenlBlion lo obtarn a laqet concenllalion. Thls

inlernally assigned conoenlration is eslablished t/sing calibralion
values referenced againsl WHO TSH 80/558,

PRECAUTIONS
.@
. For rn Y,?o Diagnosfic Use

Abbotl lr€tand , a
Diasnostics Divsion L e
Li6namuck, Lorgtord
Co. Longlord
lreland
+353-43.33310)0

3.9-8,1

1S 5 - 40.5

6 3.9. 8.1

30 195-405

DFTRIBUfED IX THE USr IIJ

Abbott Park, lL 60064 LSA

Customer Servlce: Crlntact youi local representatlve

or llnd coungFspeclllc contact Inlormatlon oh

www.abbottdlagnostlcs,com

Bovised November 2015.

O2004, 2015 Abbotl Labo.alories l- | AbbottSafely Data Sheels are avarlable at www,abbotldiagnoslics.com or

contact your local aeprgsentative,

For a delailed discussidn of safety preceutions dunflg syst€m

operation, reler to the ARCHnECT System operations Manual,

Seclion L

Key to Symbols
Consult instruclions lor use

Menulaclurer

Temperalure limitation

Use by/Expiration date

concentralion

Contains Sodi!m Azide contaci
wilh acids liberales very loxrc

gas.

control Lovv, l\,{edium, Hlgh

(L,r\,4,H)

Distributed n lhe USA bY

lnlormation n€edod tor United

Slates of America only

/n Ylro Diagnoslic Liedical
Devce
Lol Number

Prcduc! oi lreland

Bange

Lisl Number

,L-
;'



en
TSHo

77a

r#
ARChIITECT

TSH

@7K52-25
EEi 7K52-20

Elri 7K62-3s

@ 7K62.30

7K62
c6-2729l R06

87K620

Package ins€ri instructions must bB carotully tollowod. Reliability of

assay resulls cannot be guaranl€ed lf lhere are any devialions irom

lhe inslruclions in lhls packag€ insert.

T NAME
ARCHITECT ISH

I INTENDED USE
Ths ARCHTTECT TSH assay is a Ch€milumln€sc€nt l/icroparlrcl6
lrnmunoassay (CMLA) for tho quantilative delermination of hurnan

Thyroid Strmulal'ng Holmone (TSH) tn human serum and plasma.

I SUMMARY AND EXPLANATION OF THE TEST
Human Thyroid Stimulatlng Hormone (TSH) or thyrolropin is a
glycoprotein wilh a rhotecular weight ol approximately 28,000

daltons, synihesized by the basophrlic cells (thyrolrcp€s) ol lhe

anlerior pituilary,r TSH is composed oi lwo non-covalenlly linked

subunrts designaled alpha and bota. Although tho alpha subunit of

TSH rs common to the luternizing hormone (LH), (ollicle stimulating

hormone (FSH) and human chorionic aonadotropin (hCG), lhe beta

subunits of these glycoprotoins are hormone specific and confer

biological as well as immunological specificity. Bolh alpha and

beta subunils afe required tot biological aclivity.r TSH stirRulates

tha produclion and secrB on ol lhe m€labolically aclive thyroid

hormones, lhyroxine (Ta) and triiodolhyronine (T3), by inle.acling
wilh a specific leceptor on the thyroid cell surface 2I3 and Il are

responsible tor regulating div€rse biochemical proc€sses lhroughout

the body which alts €ssential for normal developmenl and melabolic

and neural aclivity.

The synthesis and secretion ol TSH is stimulaled by lhyrctropin
reloasing hotmone (TRll), the hypolhalamic vipepiide, in rosponse

lo low l€vels of carculaling ihyroid hormones.3 a El€vated levels

ot T3 and T4 suppress the produclion of TSH via a classrc

negalive teedback mechanism. Other evidence also indicales that

somatoslalin and dopamiho exerl inhibitory control over TSH rel€sse,

s.rggesting l\,rt the hypolhalamus may provids bolh nhrbilory and

stim!lalory influence on pituitary TSH produclion.s Failure at any

level oJ rcgulation of the hypothalamic-piluilary-lhyroid axis will

result ir eirher undeFroducion (hypolhyroidism) or overproduclion

(hyperthyroidism) of T.a and/or Ts.

l1 cases of prirrary hypothy,oidis.n, T3 and T4 levels ale low and

TSH lelels are signiiicanily elevated.6 In lhe case ot pituitary

dyslunclion, either due 10 intrinsic hypolhalamic or pituilary diseas0;

i.e., cenlral hypothyroidi6m, notmal ot marginally elevatsd basal TSH

levels are oft€n s€en dospte sBnificant teduction in T4 end/or T3

levels. Thes6 napproprialo TSH values aae due lo a reductlon In

TSH bioactivity which is froqu€ntly observed jn such cases. Foutine
TRH slimulalion is advised 10 conlirm the diagnosis in such cases.

Secondary hypohyroidiEm typically resulls in an impaired TSH

r€sponse lo TRH, while in terliary hypoihyroidism lhe TSH response

to TRH may be normal, prolonged or €xaggsraled.T_s

Primary hyporthyroidrsm (e.9., Grave's Dissase, nodular goile4 as

associaled 
'xilh 

high lovels of thyroid hormonos and depressed or

undelectabl€ levels ol TSH.10 The TRH slimulation tesl has been

!sed in diagnosis ol hyperlhyroidish Hypertbyroid palienls show a
subnormal response to the TRH lest.rr ln adddon, larg€ doses ol
glucocorlicoids, somalost6lin, dopamine and replacomenl doses ol
fiyro d hormones reduoe or totally blunt lhe TsH r€sponse to TRH ll

Earli€r assays for serurn TSH lacked lho sensitivity lo b€ used

as a primary lsst ol thlrold function,13 Sensilive TSH assays now

available, with Increased ablllty 1o clearly dlsllng!ish belwe€n

eulhyrcld and hyponhy oid populalions, are changing thyroid

function lesting. Analyl cal sensitivityi a5 a means ol ass€ssing low

concentralion accurac!, Is b6ing replacsd by lunctional sensitivtyr'
Ths American Thyroid Association has lormally r€commended th€

use ol functional sensiivily as the means lo quantify lhe sensilivily

of TSH assays,15 attholrgh analytlcal sensilivily is stlll widely

used. Thitd g€n€ration TSH assays exhibit 20% inlerassay CVs

al < 0.02 ulu/ml and i re useful in th€ disclimination ol palenls

with true hype hyroidism from those with TSH slrppression sesn in

subclinlcal hype hyrok ism and sorne non-thyroldal illn€sses 16 Other

thyroid lests (Fres T1 €slimatB, Total Tc, T-Uptake, and Tolal T3)

combinsd wilh the abilily to accurately |neasure low levels of TSH'

improvelhe efflci€ncy rl hyroid diagnosisrT

Th6 AFICHITECT TSH irssay is used as al ard in the assessrnenl ol

thyroid stalus, diagnosis of thyroid disease, and tteatment of thyroid

drsease,

T BIoLOGICAL F RINCIPLES OF THE PROCEDURE
The ARCHITECT TSH irssay is a lwo-slep mmufloassay l0 delermlne

the presence oi Thyroil Stimulaling Hormone (TSH) in human serum

and plasma using CI\rl,\ technology wilh llexrble assay proiocols'

referred to as Chemifl€x-

1. Sample, anti-F TSI{ antibody coated paramagnetic microparticles

and TSH Assay Di!enl aro combined. TSH p.esent m lhe

sample binds lo lhe antiTSH antibody coated micropanicles.

2. After washing, anli o TSH aclidinium-labeled conlugale is added

to creale a reaclion mlltule

3. Followinq anolher'/vash cycle, Pre-Trigger and Trigger Solulions

ars added lo llre nracnon ml{ur€,
4. The resulting chenlilumrnescent reaclion s measuted as Ielative

light units (RLlJs). There is a direct relationship between lhe

emounl of TSH in the sample and the RLUS detecled by lhe

ARGHITECT isYst€m optics

Fo. additional inlorrnat on on system and assay lechnology, ref€r lo

lhe AFTCHITECT Syslern Operalions Manual, Seclion 3.

I REAGENTS

Kit Contents
AFICHITEGT TSH 7K6:

NOTE: Some kit sizes are nol availabl€ in all countrios or for use on

all ARCHITECT isyslerrs. Please conlecl your local disvibulor.

7K82-25 7K62.20 7K62-35 7K52.30@
2000

ll'cRop inci,€] 1x66mL 4x66mL

|;;xJuarE-l 1x5.9mL 4x5.9mL

tGsAY prruEr.il 1x8.0mL 4x80mL

lMrcaoP^rnclEsl Anti-ll TsH (mouse,

l icropadcles in TFIIS buffer wilh

lVinimum conc6ntraticn: 0.07%

1 x 27-O mL 4 1 27,4 mL

1 x 26,3 mL 4 x 26.3 mL

1 x 40.7 mL 4 x 40.7 mL

agenls,



7K62+5 7K62.20 7K52-35 7K62€0

2000

@ entio tsl (mous6, monoclonal) acridinium'labeled

conjugate in MES buffer with prctern (bovine) stabihzsrs l\,{lnimum

concentalionr 60 ng/mL, Preservative: anlimicrob al agenl.

[EirY-6ElFl rsg a".ay Diluent h rRls buller Prcs€rvatve:

Other Reagents

lMtwr.rsriyrr^ru^!prlGFl 1 x joo mL AFtcHtTEcT Muhi-Assay

l\ranual Dilu€nt, l!!Il 7q82-50, conlalnlng phosphate butf€red saline

solution. Presewativ€i antlmicrobial ag€nt.

f piJ--rrtiiEiiiGEEii6urnotr'lAFCHITE6Tpre-Triggorsotutioncontainng

1.32% (w/v) hydrcgen pFroxide.

[F@@ encnnEcr rriggsr solulion contalnlng 0.35 N

sodium hydroride.

[wrsF;uFEi] At6H6Eqr Wash Butfer conrainrng phosphale

bulf€rod ssline solutlon. Pres6rvatves: animlcrcblal agenls.

NOTE: Bottlo and voluma va.les basod on ord€r.

Wamlngs and Precautions
. u!91

. For rn Yilro Diagnostic use

safety Precautlons

CAUTION: Thrs product requires ths handling ol human specLmens.

11 is recomm€nded that all human-sourced malerials be considerad

potentially inf€ctiol.is and handled in accordance wilh the OSHA

Standard on Bloodborne Palhogens. Siosafev Level 2 or othgr

app.opriat biosaiety prEctic€s sholld bo ussd for hal

contain or re suspected of containing infeclious a

Saf€ty Data Shools ale available al wlvw abbolld agnostics.com or

contact yolr local rep(rsentalivo,

For a d€tail€d discussi(rn of sal€ty pr€caulions during system

oporation, r€ler to lhe IfiCHITECT System Operalions iranual,

Section 8.

Reagent Handllng

. Do not use rsagenl klts beyond lhe explrallon dale

. Do not po(t reage tls wlthin a klt or between klls.

. Before loading the €egenl kil on th€ system lor lho fir$ lime lhe

mlcrcpa icl€ bottle requires mixing to r€suspend microparlrcles

that may have setrlod during shipment. For microparlicle mixing

insvuclions, reler lr) the PFOCEDURE, Assay procedure secllon

of this Packag€ inserl.
. soDtums MusT blr used to prevehl rcagent evaporation and

contamlnalion an( to ehsure reagent integrlty. Reliablllty ot
assay resulls cant|ot be guaranteed il septums are nol used

accotdlng to the lrrstructlohs In this package Insefl.
. To avoid conlamination, wear clean gloves when placing a

septum on an Lrncapped reagent boltle
. Onco a seplurr has been placed on an open reag€nt boltle,

do not ihvert lhe bottle as lhis will resull in reagent leakage

and may comIromis€ assay r€sulls.

. Over ftme. res dual liqulds may dry on the septum sudace

These are lypi3ally dried salts and have no eltect on assay

6lficacy.

For a delailed discussi)n of handling precaulions durlng system

operation, reler to the ,\FCHfrECT System Operalions l\,lanLlal,

Section 7

Reageht stora9e

500100

slorage Maximum AddilionalStolage

Unopened/ 2-8'c
Opened'

May be used immedialely
aftgr romoval kom 2-8'C
storage,

lJntil

exprralron
dale

On board System 30 days

l€mperalll16

Discard aller 30 days.

For infohatron on lrackhg
onboard lime, refer lo
rhe ARCHITECT Syslem

Opelations Manual,

Seclion 5.

" Feagonts may be sk r€d on or off the ARCHITECT isystem. It

reag€nts are removod frorn tho system, siore th6m al 2'8"c (with

sepllifts and replacenent caps) in an uptighl position. For reagonts

stored otf the sysleh, I s lecommended thal they be slor€d In

their orlginal trays and boxes lo ensure they remain uprighl. If the

micropsrtlcle bottte dres not remain upright (wlth a septum

lnsialled) whlle in relr geEted storage otf the syslem, lhe reagehl

klt must be dlscarded. For lnformation on unloadjng rcagens' reler

to the AftCHtIECT Sy!lem Operations Manual, Seclion 5

Indications ot Reagent Delerloration
When a conlrolvalue is oul ot the specilied range, it may indicale

d6l€rioration of th€ reirgonts or €rrors in lBchnlqu€ Associaled lesl

results are invalid. and samples musl be retested Assay recalibration

may be necessary. Fo troubleshooling to Ine

ARCHITECT Sysl€m Op€ralons Manual,

:1u



I INSTRUMENT FBOCEDURE
The ARCHrrECT TsH a$say file nusl be inslalled on the AFCHITECT

isystem lrom an ARCHITECT isystem Assay CD-FIOM prior to

perlorming lhe assay,

For detailed inlormalron on assay flle inslallation and viewing

ehd editing assay pararnet€rs, ref€r lo the AFICHITECT Syst€m

Operations l\,ianual, Seotlon 2.

For inlormation on prinihg assay paramoters, refer to lhe
AFCHITECT System OpBrarions Manual, S€chon 5.

For a dalailed description ol system procedures, leler lo lhe

ARCHITECT Syslem opprations l\ranual.

Alternate Result Unlts
Edil assay parametel "Fesull concentration units" lo select an

allernate unrl,

conversion lormula:
(Concenlralion in Defauh result unit) x (Convorsion faclor) -
(Concentradon in Allernale result unlt)

Delault result uhlt Converslon tactor Altarhato rccufi unlt

!lU/ mL 1 mlU/L

I SPEcIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Specimen Types
Validated specimen lyp@s to be used wilh this assay:

Coll€cllonTubes

Human seruTn Serum

Serum separator tubes iSST)

Prepa6tioh lor Ana ysis
. Follow theEe packrge lhs6rt InsFucllons as well as lhe

sDeclmen collectkrn tubg manulacturcrrs Instructlons lor
sp€ctmen colleclkrn and preparstlon fot analysls. Refer to
the 6Feclmen colft)ctlon tube manutaoturer's Instructlon6 lor

centrlfugallon tlmrl dnd speed.
. Insuffclent procer6lng of sample, or disruptlon ol the samPle

durlng trsnsporlat on rnay c6use depressed results.

. Mix thawod specln ens thoroughly by low sp€€d vo(exing or by

Inverting 1O limes, yisually inspecl th€ specimens. Il layering or

stlallflcatlon ls observed, contnue mlxlng unlil sp€cim-afls are

vlsibly homog€nsoris.
. Prsoare lrozen sp6cimens as lollows:

Frozen specimens must be completely thawed before mixirg

l ix lhawed specim€ns thoroughly by low speed lortexng
or by inv€rting 10 limes, Visually inspect the speclmens ll

layering or strElification is observ€d, continue mixing until

sp€cimens ar€ visibly homogeneous lf samples are n01

mix6d thorouglrlt Inconsistenl resulls may bs obtaifed

centrifuge milsd specimens as descibed below

. To ensure consisl€ncy in resulls, centrifuge specimens beforc

lesting if
. lhey conlaln ticrin, red blood cetls, or olher particlrlat€

mallol or
. they wore frozen and thawed.

. Inspect all specimcns tor bubbles. Remov€ bubbles with an

applicator stick be'ore analysis. Use a new applicator slick lor

each specim€n lo prev€nl cross conlamlralio'l

specimen storage
sDeclmen TvDe Skraoe Tempe6lure Marimum storage Tlme

Humen plasma Lilhium heparh

Sodium heparin

Potassium EDTA Serum/Plasma 2-8'C < 7 days

. Oiher anlicoagulanls havs not been validated lor use wilh lhe

ARCHITECT TSH assay.
. The lnstrument doe6 not provrde lhe capabilily to velify specimen

type. ll is the responsibility ol the operator lo verify lhat the

correct specimen types aro used in the assay.

Specimen Conditions
. For optlmal rosults, serum and plasma specimens should

be tree ot fbrin, red blood cells, or olher panioulate matter.

C€ntrlfuge specimens containlng fbrin, red blood cells, or
particulale malter pdor to use to ensurc conslstency In the
results.

. Ensure that gl!!pl?!g clot lormatioh in s€rum specimens
has taken place prlor to centritugation. Some specimens,
especially those from patients recelving anllcoagulant or
thrombolytic tharapy may ethiblt Incroased clottihg tlme ll
specimehs are centrltuged before a complete clot forms, the
prcsence ot fblin 9l particulate matter may cause erroneous
resulls. Cenlrlfuge specimene contalnlng fbrin, r€d blood
c€lls, or panlculate matter. Note that Intertering levels of fibrin
may be present In samples that do not have obvious or visible
Darticulate m6tter.

. lt proper specimen collectlon and preparation cannot
be verified, or i{ samplcs have been disrupled due to
transportation or sBmple handllng, an additional cenlrilugation
step ls recommended. Centrilugalion condltions should be
sutficient to remov€ particulate matter. Allquots poured versus
pipett€d lrom speolmen tube types that do nol Include serum
separators €16 et hlgher risk ol including panlculat€s and
generating d€pres$ed resulis.

. Failure to follow these Instructions may result In dePressed
specimen results-

. To prevenl cross can(aminalion, uso ot disposable pipettes or
pipene lips is recommended-

ll testing will be delay€d more than 24 houas, remov€ sorum or

plasma kom the clol, risrum ssparator or red blood cells

lf testing will be delayed more than 7 days, specimens sho!ld be

hozen at -10'G or cold?r. Specimens stor€d ffozen al '10 C or colder

for 6 monlhs showed r o periormanca diff€r€nce

Specimens must be m xed thoroughly after thawing lo ensure

consislency of the res llts.

Avoid mulllple f reezell raw cycles.

Speclmen Shlpplng
. Package and label spocimens in cornpliance with applicable

stata, federal, and inlernallonal fegulalions covering lhe lranspori

of clinlcal specim€ ns and Infectious subslances.
. Do nol exceed th€ storaqe limitalions lisled abovo

T PRoGEDURE

Materials Provided
7K62 ARCHITECT TSfl Fleagent Kil

Materials Required bul not Provided
. AFCHITECT TSH /\ssay file oblarned f.om the ABCHITECT

isystem e-Assay (;D-Rol,4 Jound on www.abboltdiagnoslics.com
. 7K62-01 AFCHITECT TSH Calibrators

. 7K62-i0 ARCHITETIT TSH Controls

. 7D82-50 AFCHITECT l,4ulti-Assay Manual Diluenl

. AtrICHITEoT Pre-T iggef solulion

. AFICHITECT Trtggrr Solulion

. AFTCHITECT Wash Euiler

. AFICHITECT Reac ion Vessels

. AFICHmCI SamFle Cups

. AFCHrIECT SeptLm

. ARCHTTECT R6pIE

. Pipeltes or Pipetl€

!a

on the palrenl 0r

specified



For informalion on matedals requ red fol mainlenanca procedures,

refer to lhe ABCHITECT System Operations Manual, Sectlon 9.

Assay Procedure
. Betore loading the reagent kil on the systam for the first lim€' lhe

mrcropa(icl€ boltle r€qulr€s mixing lo resuspend microparhcles

rhal may have setlled during shipm€nl. A116r tho lirst tlm€ the

microparlicles have been load€d, no funher mixing is required

. lnvert the mlcroDarllcle bottle 30 tlmes.

. Visually Inspacl th6 bottle to ensule mlcropalticles are

resuspended. lf micropatlicles ar€ stlll adhored 10 lhs bollle,

continue to inven the boltle until lhe rnicropan!cles have

be6n complel€ly rosuspended,
. It the mlcropa4lcles do not resuspend, Do NOT USE.

Contact your lqcal Abbott represenlatlve.
. once lh€ microparticles have boen resuspended, place a

s6ptum on lhe boltl6, For inslructlons about placlng seplums

on bottles, refer lo the Reagent Handllng section of thls
package insert.

' Load lhe reagent kt on lhe AFIoHITECT isyslem
. Veaity lhal all n@cessary reagents arB presenl.

. Ensur€ that seplums are prosent on all reag€nl bolll€s.
. Order callbralon, ii nBcessary,

. For information on ordering calibralions, refer to the

AFCHITECT Sy6tom operalions Manoal, Section 6.

. Order tests,
. For informalion on ordering palient specimens ano

controls ano lor general operallng procedures, '610r lo lhe

ARCHITECT SyEtem Operaions N{anual, Section 5
. l\,{inimum sampls cup volume is calculat€d by thB syst€m

and printed on the Oderlist repon. To minimizs lhe eflects ot
evaporalion, verlfy qdequale sampl€ cup volume ls presenl prior

10 runDing lhe l€sl,

l\,1aximum numbsr qf replicat6s sampled from the same samplo

cup: 9

samDle volum€ lor lirst tesl: 200 !L
Sanple volum€ lor each additional test kom seme sample

cuor 150 uL
. < 3 hours on board:

Sample voluma for first tesl: 200 LiL

Sarnpl6 volume tor each additlonal lest from same sample

CUD: 150 UL

. > 3 hours oh bpardr Addilional sample volume is required.

Be{er lo lhe AFICHITECT System Operations Manual, Seclion

5 for informalioh on samDle evaDoralion and volumes.

. ll using pnmary or aliquot lubes, use lho sampl€ gauge lo

ensure sufticient patienl spacimen is preseni.

' Prepare ARCHITECT TSH Caliblators and Conlrols.

. lrix calibralo(9) and conlrcls by gentlo inversjon befole use.

. Hold botlles veltically and drspense recommended volumes

inlo each respeclive sample cuP.
. Fecomm€nded volumesl

Jor each calibretori 6 drops

lor each control:4 drops
. Load samoles,

. For information on loading samples, refer lo lhe ARCHITECT

Sysrem Operallons lManual, S€cllon 5.

. Press RtlN.

. For additlonal inlonnation on pinciplos ot operalion, rofor to the

AFCHrECT Syslerl Operations Manual, Ssction 3.

. For oolimal DerlornBnce, i1 is imporlanl lo perlorm rolltlne

malnlsnance as d€scribad In th€ ARCHITECT Syslem op6ralions

Ivtanual, Section 9. Perform maintenancE more lrequently when

requircd by laborai ny procedures

SDecimen Ollution f trocedures

Specimens lrlth a TSH value excooding 100 0000 ulu/mL are ilagged

with th€ code '>'100,0c00" ard may b6 diluted using eilher the

Automated Dilulion Protocol or the Manual Dilulon Proc€dure

Automated Dllutlon Ptotocol

The systam performs E 115 dilulion of the sp€cimon and

aulomatically calculates lhe concentration of the daluted specimeo

and reporls lhe re6ult.

Manual Dllutlon Proce dure

Suggested dilollon: 1:11)

It is recommended thaj dilutions not exceed 110

L Add 30 pL ol th€ falienl specimsn lo 270 !L ol AFICHITEcT

l,lulti-Assay lvlanuiLl Diluenl.

2. The operator musl enler the dilution tac(or ln lhe Palienl or

Conlrol order screrrn. The syslern will use thrs dilution taclor

to a!tomatically cElculate lhe concentralion of lhe sample

before dilulion and ropon lhe result, The resuh should be

> 0.0100 llu/mL belor€ lhe dilulion faclor is applied

3, il the operalor do€s not enter the dilltion faclor, the reporled

resuli will be that ol the diluied sample This result should be

> o.o10o !llJ/mL telorB the dilution tactor is applred

For detalled infolmaiio 1 on orderrng dllutions, reter to lh€ ARoHITECT

System Op€rations Mrnual, Section 5.

Calibiation
. Test Calibrators 1 lnd 2 in dupticate. The calibrators should be

priority loaded.

A sngle sample ol each conlrol level must be tesl€d l0 evaluale

the assay calibrati)n. Ensure lhal assay conlrol values are wilhin

the langes speciti,)d in th€ lespective control package inserl

. Cahbralion Range: 0.0000 - 100.0000 plu/mL

. Once an ARCHITECT TSH callbration is accspted and slor€d' all

subsequent sampl>s may be tost€d without further calibration

unl€ssl
. A reagent kit \tith a new lol number is used or

. conllols are out ol range,

. For deiailed infofna(on on how to perlorm an assay calibra on'

r€ler to the ARCHIrECT syst€m operalions Manual, Seclion 6

Ouality Cohtrol ProDedures
The recommended co ruol requirement for the AFCHITECT TSH

assay is lhal a slngl€ replicals ol €ach conlrol levsl bs tesled once

every 24 hours each cay oi use, ll the qualily control plocedures ln

your laboratory requke more frequent use of conlrols lo veify tesl

rgsulls, follow your lab talo+specitic procedures

Ensure that assay conlrolvslues are within lha concenllalion ranges

specill€d in thB packale inserl.

Vcrlflcallon ol Assry l:lalms

For protocols lo verily package inse( claims, refer lo the ARCHmCI
Syslom Operalions Milnual, Appsndlx B

The ARCHTTECT TSH assay belongs lo method group 1

The lower llmil of the jynamic rango is defined as lhe lunclional

sensilivity ol lhe assa)l



T RESULTS

Calculalloh
The ARCHITECT TSH assay utilizes a 4 Pa@metet Logistic curve In

dala reduclion method (4PLC, Y-weighted) to gonerate a calibralion

For intormation on alternate result unlts, retel lo the INSTRUMENT

PROCEDURE, Alternatq Re6ult ljnlts sectjon of lhis package inserl

Flags
Some results may conlain informalion io the Flags field. For a

descriptjon of tho flags that may appear in this field, refer lo lhe

ARCHITESI synem oporations Manual, Section 5

I LIMITATIoNS oF THE PBOCEDURE
. Spsclmens run on rhs AFCHITECT TSH assay MUST bg

proc€ss€d according lo lhe specimen t€sl tube manufactur€r's

inslruction. Insufilclgnt processing Including devialions from

recommended clollihg llfi€s, centrilugadon tlm6s, centtlfugalion
spoed and sample pr6paralion t€chnlquos may cause lnaccuralg
results,

. Rgsults should bo used In conjunction wth other dala; 9.9.,

symptoms, results ot oth€r lesls, and clinical impressions

. lf lhe TSH results are lnconsist€nt wilh clinical €vidence,

addilional testing is recommended to confirm the r€sull.
. Suspect€d hyperlhyroidism based on low or undel€ctable TsH

tevels should be cohtirmed with additional lhyrold functjon tGsting

along with oth€r clinical Information.
. Specimens frofi palienls who havo roceived prepalalions of

mouse monoclonal antibodies for dlagnosis or lhsrapy may

contain hunan anti-mouse anlibodies (HAMA). Such sp€cimens
may show elther falbely olevaled or depressed values whon

r€sled with assay kits such as ABCHITECT TSH that omploy

mous€ monoclonal antibodies. Additional intormation may be

requir6d lor diagnosis.z2 23

. Heloaophilic antibodres in human serum can react wlh reagenl

immunoglobulins, inledering with ,h v ro inmunoassays. Palienls

roulinely exposod to animals or to animal serum products can

be pfone lo this inlederence, and anomalous values may 0e

observed, Addilional inlormation may be roquired for dragnosis.2a

T EXPEGTED VALUES
A normal range ot 0.35 plu/mL 10 4.94 UIU/mL (99% confidonce
lnlervat) was obtained by testing serum speclmens from 549
ndividlals dsfln€d as normal by the AXSYM Ultrasensitive hTSH ll

and A(SYM F€e T4 as$ays. lt rs recohmended lhal each laboralory

establish its own normal range which may be unique ro the
popuLalion it s€rv6s deE€nding upon geographlcal, patiBnt, dietary, of

environmental faclors,

T SPEcIFIc PERFoBMANCE CHARACTERISTICS

Precision
The ABCHITECT TSH a6say ls deslgned to have a precision of < 10ol

(lotal CV). A sludy basod on guidance lrom Clinical and Laboralory

Standards Inslilule (CL$|, formerly NCCLS) documenl EP5-A25

was pedormed lor the ,ABCHITECT TSH assay. Three bufier based
panel members (1, 2 and 3) and lhree paocessed hlman serum

bas6d panel members (4,5 and 6) wer6 assayed, usrng two lols of

reagenls, in replicates of h o al two separat€ times pet day for 20

tesling days. Data from this sludy are summarized in lhe lollowing

lable,'

uoan conc. wl!!14!!
Mamhrr hstrumlnl n {UlU/mL} SD 9(cV S0 %cV

R€ag€hl

Lol

1

1

1

1

'1

l
2

2

I g0 00q0/ 0n0 60 18 00n2'0 ,J
2 80 0.0879 000121 .4 0.00121 1.9

I 80 0.0876 000135 1s 000225 2b

2 80 0.0888 0.00440 5 0 0 00460 5.3

2

2

2

2

r B0 5.7062 0.08187 1.4 012181 2. I

2 80 5.4150 0.09115 './ 0'2751 23

I 80 5.5153 008122 ) 0.'10!E ?l-

2 80 5.s320 0.08176 1 s 0 12501 2 3

3

3

3

3

1

1

2

2

80 28.4388 0.44471 1.6 0.82863 2I
80 27.0155 0.75S16 2.8 103i41 3.8

80 27 2486 0 58176 2.1 C 75194 2.8

80 28.0434 0.55278 2.0 C 92480 3.3

80 0.5217 0 00655 1 3 0.00S94 1.7

80 0,5024 0.00751 r.5 0.01128 2.2

80 0.4998 0.00653 r,3 0.009?3 1.s

80 0.507c 0.00562 11 001156 23

1

1

2

2

80 2 0057 0 02380 1.2 0 03367 I 7

80 1.9318 0.02579 1 4 0.03342 2 0

80 r.9060 0.03844 20 004405 21

80 19359 0.02747 14 0.03499 18

6

6

6

6

l
1

2

2

1

2

2

80 l6 5485 0.288s5 1.7 0.3817s 2.3

80 158935 027310 1.7 011341 26

80 15.994/ 0 25055 1.6 0 38375 2 4

80 16 3532 0.23302 r.4 0.41631 2 5

' Represenlative dala; results in individual labotalories may vary trom

these dala.

Recovery
Th6 AFCHITECT TSH ,tssay is designed lo have a mean rscov€ry ot

100 +/- 10% wh€n anayzing samples spiked wilh known amoLinls ol

TSH. TSH (spanning llre dynamic range) was added lo 10 alquoLs

of human serum. The :oncentatlon ol TSH was deletmined using

the AFCHITECT TSH assay and the resulting percenl recovery was

calculaled.' The percenl recovery of the ARCHITECT TSH assay

rsnged from 91.8% to 04.3% with an aveEge ol 99 4%.

' Rapresenlative dala; fesulls in indlvidual labotatoriBs may vary from

thesa oala.

Sensitivity
Functional

Functional s€nsilrvily ir delined as lhe concentralion of TSH lhal can

be measured with an irterassay cV ol 200l".6 The ARCHIIECT TSH

assay ls designed to have a luncllonal sensitivly of < 0.01 !lu/mL
r,rhich meels th€ r€qui€ments ol a lhird gene6tion TSH assay.

In a representalive stu ty, lhe funcllonal sensllvny was calculated lo

be i 0.0038 plu/mL {Lrpper 95% conlid€nce limit ol 0.0042 plu/mL),

In addition, a total %C\/ was calculated from lhe pooled dala

genBfaled uslng rwo lcls oi reagents and Mo Instruments. The

data exhibiled a (uncticnal s€nsilivity ol < 0 0036 plu/mL (uppsr

95% contidence limit ( f 0.0038 ulu/mL). This was delomired by

tosting human serum ;Lnd processed human selum samples rangmg

fiom 0.0007 llu/ml tc 0.2355 plu/ml. Each sample was tosled

ov€r 35 to 42 days on each of two ARCHrTECT isystems using two

reagent lots with at leE st 10 replicales per lot per insvument The

lotal and inlerassay %,lvs were calculalEd and plotled aganst lhe

mean concenlralron. I reciprocal curvs was litted thtough lhe dala

and the tunclional sensilivjly was estimated as the concenlralion

cofiesponding to the 20% CV on th€ fillgd curve
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AFCHITECT TSH
Funclional SBnsltivity by Precision Molhod

Both lnstrumsnls and Eolh Lots

Abboit ARCHITEGT fSH vs. Abbolt AXSYM lllttasensltive hTSH ll
Corrshlio,l
CoolliclBnlMolhod

llJmb€r ol
qEGilntns Inlarcipl Slopo

Isast Squares Lrnoar

flogrcssion

Passlng.Bahtok Unear

ReEesslon*'

0 s87

096534

534 0 0098 0,s1

d

E

0 0001 0,00i0 0 0100 0,1000 I 0000

M6an c.ncontErion (ulU/nL)

-.-- 2o%Cv - Fift.d Cure - - - - 95% confd6nc. LimiE ol Fifi€d Curv6

Mod€llor lhe C!p6: R€clp@c.l - xY - a + b/x
Funchon.l s€nsirM+ 0.0036, and 9s% Cli (0,0034, 0 0033)

Anal\4ical

Th€ ARCHITECT TSH a6say is designed to havs an analylical
sensitivity ol < 0.0025 UllJ/mL.
Analytlcal sensi vLly ls defined as Ihe conc€ntratlon calculated
as the mean plus two slandard deviatlons of replicates of the

ARCHITECT TSH Mastercheck L€vel 0 (0.0 !lU/mL). The analylical
sensllMty (low-lineariry) is derined rn lhe ARCHITECT TSH assay
palam€rers as 0.0025 flU/mL.

Ahalytical Specificlty
The ARCHTTECT TSH essay is designed to have an analytical

specrficily ol < 10% cross roactivity with the following substances, al

lhe concenlraljon levels llsl€d, in human serum samples containlng

TSH in lhe normal range.

Hemoslobin

EiLrubin

Accuracy by Corelatioo

s 500 mlll/ml

5 500 mlu/mL

S 200,000 mllrml

lnterference
The ARCHITECT TSH assay is designed to have a potenlial

ihtederence from hemoglobin, bilraubin, tnglycerides and prolein ol
< 10% at the lgvols indicated below.

< 500 m6/dL

S 20 mg/dL

S 3000 rng/dL

s 2 g/dL and 12 q/dl

The ARCHmECT TSH assay is designed lo have a slope ol 1.0 +/-
0.2 and a correlalron coeificienl (r) of z 0.95 when compared to the
AXSYM Ullrasensjtive hTSH ll assay.

A study was performed where specimens wete tested t/sing the

AFCHITEGT TSH assay and AxSYlvl Ultras€nsitive hTSH ll assay.

Data faom lhis sludy were analyzed using least squares and Passing-

Bablok26 regr€ssion melhods and are summarized in the following
1able.'

In lhls 6valualion, s6rurn sp€clmens l6s1ed rang€d lrom

o.o1os plu/ml to 127s816 plu/mL with lhe AFICHITEoT TSH assav.
* Repre6enlative dala; variables such as differences in sampling

size and sample populalion may impacl the correlalion ot lhe assay;

therefore, 16s!lls in incividual laboratories may vary frorn these data
*' A lin€ar regression Inelhod wilh no special assurnplions regardlng

the distribution of the lEmples and lhe measuremenl earors 20
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Assay Dilu€nt
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Control Number
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Stetes ol America only

/n lrtlo Diagnoslic Medical
Device

Lot Number
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Multi.Assay I\,ianual Diluonl

Pre-Trigger Solution

Product ot lreland

Reagehl Lot

List Numbor

Replacemenl Caps

Sampl€ Cups

Ssplum

Serial number

Trigger So[i1ion

Warningi Severe krilanr

Wash Bufi€r


