=

Certificate Identification:
L.egal Manufacturer’s Name:

Legal Manufacturer's Address:

Declaration of Conformity
7K62

Abbott Ireland Diagnostics Division

Lisnamuck, Longford

Co. Lengford
Ireland
List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
__of Devices
TK62-20 54386 ARCHITECT TSH Reagenl Kit Seli-declared
7K62-25
7K62-30
TK62-35
TK62-01 38272 ARCHITECT TSH Calibrators Self-declared
&(62—] 0 38271 ARCHITECT TSH Controls Self-declared

Authorized European Representative | N/A
(Name and Address)

_.

Storage of site technical
documentation (Name and Address)

Department: Regulatory Affajrs

Abbott [reland Diagnostics Division, Lisnamuck, Longford, Co. Longford, Ireland.

Harmaonized Standards

Listed in the Technical Docunteniation

—

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the spplicable provisions of the EC Directive 98/79/EC of the European Parliament and

of the Council of 27 October 1998 on In Vitro Diagnostic Medical Devices as they ar

the member stales,

This declaration is made in accordanece with Annex 111 of the IVD Directive anc!

the manufacturer.

e transposed into the laws of

is issued under the sole responsibility of

28 a2 b

B Ah {,(:?_L( (-\)Ll_fy‘;‘awn-} B

Lorraine Whitney

Senior Manager Regulatory Affairs

w

Abbott Ireland Diagnostics Division,
Lisnarmuck, Longford, Co. Longford,

{reland

Signature: l‘k _ "rf '--. 4 Signature:
S . 1\ P 5.\\ —--.\_3
Full Name: Kevin Cﬂ”ﬁg]mn , J FU" Namc:
Position;  Quality Mannger - Position:
Date of Y, - - ]
Approval: —== T x_j eEL T Date of Approval:
Date Issued: T< (Legn 2003 Place Issued:
‘,J'
Supersedes: s f}pm I 2etd




a ARBOTT

Declaration of Cnnfﬁﬁnity _

Certificate [dentification: K63
Legal Manjifacturer's Name: Abbott Ireland Diagnostics Civision
Legal Manpfacturer’s Address: Lisnamuck, Longford, Co. Lungford, Ireland.

List Numbers GMDN Code Names and Description of Devicos Classificstion
and Size Code )
of Devices I
;Ef“i 54417 ARCHITECT Free T3 Reagert St Self-declared
(G3-32
TK63-37 -
TR63-02 38261 ARCHITECT Free T3 Cabibrators Self-declared
7K63-12 54418 ARCHITECE #ee T3 Controls Self-declared
Authorized European N/A |
Representative (name and sddress) — e |
Storage of technical documentation | abhor Ireland Digneatics Division, Lisnamuck;Eongford. Co.
(name and address) ¢ | Longford, Irefand, b
I Harmonized Standards Listedin.the Technical Elosumentation

We, the undersigned, hereby declare thatthe in vitro di
bearing the CE marking. confony with the'agplicable.
European Pariiament afid of the Councit of 27 Octobet 31
as they are transposed into the lnws of the member states.

This declaration Is made in secordance with Annex IH of the IVD Directive and is issued under
the sole responsibility of the manufacturer.

| 1..' E _1I { F
7 t L ; i - . (M -
Signmiure! w_tj;,____‘__ Cliﬁ. i_;:___-__‘___ Signature: pptto . L Hrae s
Full Mt Kevin éni!m__:hrm ul Fult Nare: Lorraine Whimney
Position: Cuinlivy Maniger Position: Senior Manager Regulatory Affairs
Diate ol - e S by ™ . Q. e 93
Appraval: 05 A et 209 Date of 4pproval: |2 a/ it BV R

[ate lssued:

Supersedes:

2 ] 201

A [ {!J

Place [s;ued:

Effective (Date or
Lot Nuriber):

Abbort Ireland Diagnostics Division,
Lisnamuck, Longford, Co. Longford,
Treland

24 _tyril 2e1%




a Abbott

Certificate tdeptification:
Legal Manufacturpr’s Name:

Declaration of Conformity
TK65-22/-24(-27/-29/-32/-34/-35/-39, TK65-02, TKE5-10

Abbott Ireland Diagnoslics Division

Legal Manufacturer's Address: Lisnamuck, Longfard
Co. Longford
Ireland
List Numbers | GMDN Code Names and Description of Devices Classification
and Size Code
of Pevices
TK65-22 54413 ARCHITECT Free T4 Reagent Kit Seif-declared
TK65-24
TKG5-27
7K65-29
7K65-32
TK65-34
TK65-35
TK65-39 |
TK65-02 38259 ARCHITECT Free T4 Calibrators Sclf-declared
TK65-10 38258 ARCRITECT Free T4 Controls Self-declared
Authorized European Representative | N/A
(Name and Address)
Storagk of site technical | Abbott Ireland Diagnostics Division, Lisnamuck, Longford, Co, Longford, Ireland.

documentation (Name and Address)

| Harmobnized Standards | Listed in the Technichl Documantation

We, the undersigned, hereby declare that the in vitro diagnostic medical devices described above and bearing the
CE marking, conform with the applicable provisions of the EC Directive 08/79/EC of the European Parliament and
of the Council of 27 :QOctober 1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of
ihe member states.
This declaration is made in accordance with Annex 13§ of the FVD Directive aud is fssued under the sole responsibitity of
the manufaciurer.

." s ' /
Signature; /hwaﬂk N‘(}\‘LV Signature: .{é IR LW ey T |
3 & A prflag Tl O _

Full Name:

Position:

Date of
Approval:

Dale Issued:

Supersedes:

Siobhan Wright Rt Lorraine Whitney
Quality Manager Positior:  Senior Manager Regulatory Affairs
Lo - QU -1y Date of Approva: ¢ €1 (S
- -
Do AT A Abbott Ireland Diagnostics Division,
Place Issuet:  Lisnamuck, Longford, Co. Longford,
Ireland
_12 ANTL  2etY Effective (Date cr 2 CXT (e
T Lot Number:, — =




a ABBOTT

Declaration of Conformity

Ceiitificate Identification:
Legal Menufacturer’s Name:
Legal Manufactures’s Address:

S1330

Abboi! Ircland Dingnostics Divisien
Lisnamuck, Longlood,

Co. Longford, Ireland.

Likt Numnbers GMDN Code Names and Description of Devlees Classifiention
and Size Code
of Devices
TK64-20 30312 Architect Totel Ty Reagent Kit Seif-declared
TKE4-25
TKe4-30
TKE4-01 30504 Architeet Total T Calibrators Sell-declnred
7K 64-50 NFA Archltest Total T; Manual Diluent Self-declared
Aufhorized Eurspean N/A
| Represcntative (name and address)

Storage of technical decumentation | Abbott Jreland Diagnostics Division, Lisnamuck, Longford, Co.
{name and address) Longford, Lrcland,

| Hatrmonized Standards

Listed in the Technical Documentati on

Wa, (he undersigned, hereby dechare that the in vilro diagnostic medicnl devices described above
and bearing the CE marking, conform with the spplicable provisions of the BC Directive "8/79/EC
and transposed Irish Regulation S.1. No 304 of 2001 and to the EC Di-ective 08/T9EC asilis

tramsposed into the laws of (e member states.
This deelaration is made in accordance with Annex I of the IV Dirce.ive and is issned under the sole

responsibility of the manufaetnrer.

!

Sigpature: ,{3—!’4,./5‘ ﬂf‘f-; Signature: it gt Lo B dm
Full Mameo "?W'“Mf Futl Name . . 4
(prited): Stefan Motiter (printed): Lorraine Whitney
Position:  Quality Manager Position: Regulaory Affairs Group Leader
Dinte: o5 @:ﬁ of Dale: £5 el dop { -
Date issued: ok "’-'f{yr.l 200€
Place Tasued Abbott (reland Diagnostics Division,
Lisuam ick, Longford, Co. Lengford, licland.
Supersedes: W[’ ¢4
Effeotive (Lol

ARCHITECT Total T
06 April 2006
51330 '

nuenber or dale}

TF 1056

o gy 2eo b

Declaration of Conformity
(R1)
Page 2 of 2



a Abbott

Declaration of Conformity

Certificate Identification: 02ZK47 LC IRIS W2
Legal Manufacturer's Name: Abbolt Laboratories
Diagnostics Division
Legal Manufacturer’s Address: Abbott Park, TL 60064 USA
List Numbers GMDN Code Names and Description of Devices Classifieation
and Size Code
of Devices
2K47-20 58729 ARCHITECT Anti-TPO Reagent Kit Self-declared
2K47-22
2K47-25
2K47-27
2K47-01 55210 ARCHITECT Anti-TPO Calibrators Self-declared
2K47-10 55211 ARCHITECT Anti-TPO Controls Self-declared

Authorized European

Representative

(Name and Address)

Abbott GmbH & Co. KG
Max-Planck-Ring-2
65205 Wiesbaden, Germany

Storage site of technical

documentation

{Name and Address)

Fisher Diagnostics
a divigion of Fisher Scientific Company LLC
a part of Thermo Fisher Scientific Inc.

8365 Valley Pike, Middleton, VA 22645-190;3 USA

Harmonized Standards

Listed in the Technical Documentation

We, the undersigned, hergby declare that the in vitro diagnostic medical devices described above and bearing the CE marking,
conform with the applicable provisions of the EC Directive 98/79/EC of the European 1arliament and of the Council of 27 October
1998 on In Vitro Diagnostic Medical Devices as they are transposed into the laws of ths member states.

This declaration is made in accordance with Annex III of the IVD Directive and is issued under the sole responsibility of the

manufacturer,

Signature:

Full Name:

Position:

Date of Approval:

Date Issued:

Supersedes:

WM%

M‘LMM_ m_—f_f_]_h (s Full Name

Quality Manager Position
Y | 2.01 Date of Approval

12 1S } 201y Place Issued

2 vl 200 b Effective (Date or

g j - Lot Number):

I“HEI.'[[H'I.'.‘ %\!} (‘Q _ﬁ\\‘[:_{ill!l "'E" '-,

T\kuc. EK_ fart ny 'i\-"";_h.\fr.l._._,-f__:lg_y

Regulatory Affatrs Manager

ia_'ii13c:!1—1

/k {-'-JU'H' l'f. é\l/;kl’rﬁmrg a-ﬁ?ﬂ?-ﬂ;"-"

bk #f It Geoey USA

I.E:/K% bar

D



T EC H WNWOP A& TH

DECLARATION OF CONFORMITY

)

Manufacturer
Techno-path Manufacturing Ltd.
Fort Henry Business Park,

Ballina,
Co. Tipperary,
Ireland
Product(s):
Product Name Catalogue Number
Multichem 1A Plus [A310X
Multichem IA Plus IA311X
Multichem IA Plus 1A312X
Multichem IA Plus 1A313X
Multichem IA Plus IA314X
Multichem IA Plus 05P76-10
Multichem 1A Plus IA310A
Multichem JA Plus IA311A
Multichem |A Plus IA312A
Multichem 1A Plus IA313A
GMDN: 47869
Classification: Annex It List B
Conformity Route: Annex IV
Quality Management System: EN I1SO 13485:2012 / 150 13485:2003
QMS/CE Certification No.: LRQ 4008261/B
Issued By: Lloyds Register LROA, 71 Fenchurch Street,
London EC3M 4BS United Kingdom
Notified Body Number: 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 comply with the requirements listed in European Union In-vitro Diagnostic
Medical Device Directive 98/79/EC.

Signed for and on behalf of Techno-path Manufacturing Ltcl.,

4 I'L_ LY=Tou - 2oty
Bernd"l—_%ss, Head of Quality and Regulatory Affairs Date i =
Techag*path Manufacturing Ltd. :

5 F
)?’

DC007 Rev 06 |ssue Dater24% fan 2014



TECHNZOPATH

STANDARDS USED IN FULL OR PART FOR CE MARKING AS PER VDD 98/79/EC

Standard Title
EN 1SO 15223-1:2012 Symbols for use in the labelling of medical devices
(SO 13485:2012 + AC:2012 | Medical devices — Quality management systems —

. Requirements for regulatory purposes
EN 13612:2002 + AC:2002 Performance evaluation of in vitro diagnostic medical

| devices
| EN 13641:2002 Elimination or reduction of risk of infection related to in
vitro diagnostic reagents
EN 13975:2003 Sampling procedures used for acceptance testing of in in
vitro diagnostic medical devices — statistical aspects
EN {50 14971:2032 Medical devices — Application of risk. management to
medical devices - |
EN ISO 18113-1:2011 In vitro diagnostic medical devices - Information supplied

by the manufacturer {labelling) — Part 1: Terms, definitions
i and general requirements B

ENISO 18113-2:2D011 In vitro diagnostic medical devices - Information supplied
by the manufacturer (labelling) — Part 2: in vitro diaghostic
reagents for professional use
| EN 13640:2002 Stability Testing of In vitro diagnostic reagents

DCO07 Rev 06 Issue Date:24" Jaia01d



a Abbott

Certificpte ldentification:
Legal Manyfacturer's Name:
1.epgal Manufaeturer's Address:

Declaration of Conformity
ARCHITECT Soluligns

Alibott Irgland Dingnostics Division

Finigklin Busingss Park

Shign
Irelnnd
List Numbers GMDN Code Nawmes and Description of Devices Classifiention
and Size Code
of Devices
1L.56-40 Not Available | ARCHITECT Probe Conditioning Solution Self-declared
6C54-38 Not Available | ARCHITECT Concentrated Wash Buffer Self-declaved
6 54-82 Not Available | ARCHITECT Concentrated Wash Buffer Seil-decinred
6C54-88 Not Available | ARCHITECT ARM Concentrated Wash Buffer Self-declared
6C55-60 Nat Available | ARCHITECT Trigger Solution Seli-declared
6C55-82 Not Available | ARCHITECT Trigger Solution Seif-declared
6E23-65 Not Available | ARCHITECT Pre-Trigger Solution Self-declared
6E23-82 Not Available | ARCHITECT Pre-Trigger Solution Self-declared
7082-50 Not Available | ARCHITECT Multi-Assay Manual Diluent | Self-declarcd
Authorized European | N/A
Representaiive
{Nanze and Address}
Storage site of technical | aApbon Ireland Diagnostics Division, Finisklin Business Park, Sligo, County Slige, ireland.
documentation i
{Name nnd Address) | Department; Regulatory Affairs,
Harmonized Standards | Listed in the Technical Documentation

We, the undersigned, hereby dectare that the in vitro diagnostic medical devices described above and bearing the CE
marking, conforr with the applicable provisions af the EC Birective 98/79/EC of the European Parliament and of the
Council of 27 October 1998 on in Vitro Diagnostic Medical Devices as they are transposed into the laws of the imember

states.

This declaration is made in accordance with Annex (1l of the IVD Directive and is issued under the sole responsibility of the

manufacturer.
Signature:
Full Name:
Position:

PDate of Appraval:

Date Issued:

Supersedes:

C_ =2

— d--'«A——g’- Signature: /&;“ RS ﬂbff{_ﬂ'-f,.,_, —

___ Niall Plunkett - Full Name: _ Lorenine Whitney_ .._q .

Quality Manager Pasition:  Senior Manaper Regulatory Aftairs
OF JTuw vl - Date of Aproval: e Fulny 2ot

_ oy 3wl Ik : Place Issued:  AIDD Sligo

~ 1Snz2012 Effecl et 03 Mk 1% S

Lot Number):




a Aq;bott

Declaration of Conformity

Certificate Identification: _ARCH SysAse LE RIS V3
Legal Manelacturer's Name: Abbol Leboratories -
Legal Manufactarer’s Address: Dingnstivs Division ) .

Abbor Park. 1L 60004 E'SA

List Numbers | GMDN Names and Description of Devices Classification
and Size Code | Code
of Devices — —
4D18-03 | NA ARCHITECT Septum Self-declared
14D19-01 | NA | ARCHITECT Replacement Caps Self-declared |
! 7C14-0] NA ARCHITECT Sample Cups | Self-dectared
| 701502 | NA | ARCIITECT Reaction Vessels . | Self-dectared
c1s-03 | NA ARCHITECT Renction Vessels - Self-dectared
[ Authorized European Abbom GmbH & Lo KG

Representative (name and nddress) | Max-Planck-Ring 2
65205 Wisshaden, Germany

Storage jite of technical Abbott Laboraiories
PCRINRERIoR-(namg aud jiddress) Diagnostics Divisien

Abbort Park. TL 60064 USA
Harmonired Standurds Listed In the Technical Doctmintition

We. ihe undersiuned, hereby declare that the in vitro disgnostic medical devices desoribed above
and beaving the OF murking, conform with the appliceble provisions. of the EC Direstive 98/7WEL
af the Buropean Parlinment and of the Couneil of 37 October 1998 ¢n 1o Vine Diagnosie Medical
Devices/ns they wre transposad into the bows of the member stales,

This declarntion is made in peeordopnce with Annex 111 of the IV Directive n.fui iy Issied pnder the sole

responsibility of the msgal . [ O S

! - / :
g - "‘/b'_\ Signature ,(*'-,' £ f}f‘ g W oF, A
Signature i ) ) A~ i Ll ' )

Full Namie: _Lauren Sicher_ Full Name: _Deborah Hinkley
Posilion: Product Quality Assurance Position gr':gulamr_v Affairs
IFeCtor
Manager i
Date of Approval’ Sleg | zos Date of Approval. 5/5)'?/;0/3
b st g Place [ssued. Abbout Laborataries
Date Haed: Mf%z@/r . Diagnostics Division

Ahbot Fark, IL 60004 LSA
c ,.__ # AT

Effective (Dale or S O2 S 0

Supersedps June 13, 2013 Lot Number): 4




ARCHITECT
TSH Calibrators

Read Highitghited Changes: Ravised Novam

INTENDED USE

The ARCHITECT TSH Calibrators are for the calibration of the
ARCHITECT 1System when used for the quantitative detsrmination
of human Thyroid Stimulating Hormone {TSH) in hurnan serum and
plasma. Reler to the ARCHITECT assay-specific reagent package
insert for additional infarmation.

CONTENTS

2 Bottles (4 mL sach) ol ARCHITECT TSH Calibrators. Calipratar
1 contains TRIS buffer with protein (bovine) stabilizers; Calibrator
2 containg TSH (recombinant} in TRIS buffer with protein (bovine)
stabilizers, Preservative: sodium azide.

The ¢alibrators yield thei following concentrations:

TSH Concentration

7K62-01 o

k&% en
TSH
7KG62

G6-2727/R04

S7K620

Callbrators (pIUjmL) {mlUjL)
[caL]+] 0 0
itk 40 |
"~ |[wironRmATion FGR U o» Y |
STANDARDIZATION

The calibraiors are manufactured by addition of Recombinant Human
TSH of known concentration to obtain a targset concentration. The
concentration is referang¢ed against WHO TSH 80/558.
PRECAUTIONS

.

= For in Vitro Driagnostic Use

The Jalliwing Wmamﬂmuﬂﬂmmiwﬂf@

Cantaris st aziise

ELiHgad | Gatithit Wit sadsfbates:vary 1ol gas:
PE01 Digatan ol Banianls | com=ne: in
scoordarca wih 1doal reguistions

Safety Data Sheets are available at www.abbottdiagnostics.com or
contact your local repregentative.

For a detailed discussioh of safety precautions during system
operation, refer lo the ARCHITECT System Operations Manual,
Section 8.

STORAGE

» Calibrators are slable until the expiration dals when stored and
handled as directed.
» Do not use past expiration date,

Jﬁs.c
s 2°C

{fiva]

|
=
[PaBueT oF mELAND
|

Gonsult instructions for use

Manutacturar

Temperature limitaticn

Use by/Expiration date

Calibrator 1
Calibrator 2

Gontains Sodium Azide. Contact
wirh acids liberates very toxic
gas.

Distributed in the USA by

Information needed far United
States of America only

in Vitro Diagnostic Medical
Davice

Lot Number

Product of Ireland

List Number

ARCHITECT is a traderiark of Abboll Labarataries in various

jurisdictions.

Abbott Iraland

d Diagnostics Division
Lisnamuck, Longlord
Co. Longford
Ireland

+353-43-3331000

[DISTRIBUTED 14 THE UsA Y]

Abbott Laboratories
Abboit Park, IL 80064 USA

C€

Customer Service: Cuntact your local representative
or find country-speciilc contact Intormation on

www.abbottdlagnostizs.com
Revised November 20 15.

©2004, 2015 Abbott l.aboratories

] Abbott




B en
TSH

7K62-10 o
ARCHITECT 7K62
TSH Controls l G6-2728/R04
C7K620
- i 2 =g ;'ﬁ;- —

INTENDED USE STORAGE
The ARCHITECT TSH Controls are for the verification of the « Conircls are stable until the expiration date when stored and
accuracy and precision of the ARCHITECT iSystem when used for handled as directetl.

the quantitative determination of human Thyroid Stimulating Hormone « Do not use past exairalion date.
{TSH) In human serum and plasma. Refer to the ARCHITECT assay-

gc
specific reagent package insent for additional information. /Hf
CONTENTS + 2C
3 Bottles (8 mL aach) of ARCHITECT TSH Contrals, Low Control, Key to Symbaols

Medium Cerlrol, High Central contain TSH (recembinant) prepared

in TRIS buffer with protein (bavine) stabilizers. Praservative: sodium Consult instructions for use

azide, ]:I‘i]
The following concentration ranges may be used for individual ‘ Manufacturer
replicale control specitigations on the ARCHITECT iSystem:

Targel Target N s Temperaiure limitation

Concentratioh Concentration =
Gentral  QpWml)  Rapge (AWmk)  (edUA)  Range (mitA] Use by/Expiration date
| comTmOL L 0.1 065 - 135 i1 065 - (5135
[conTRoL[M] 6 39-81 6 3.9- 8.1 ICane! Congentration
a0 19.5-40.5 30 19.5-405 TCONTAIRE AZTDF | Caontains Sodium Azide. Gontact
. with acids liperates very loxic
Each laboratary should establish its own concentration ranges for gas
new control lots at each conirol level. This can be accomplished = ) . )
i ] Control Low, Medium, High
by assaying a mirimum of 20 replicates over saveral (3-5) days. -Eﬂ—'—'lﬂ (LDl:'IrI?I) um. e
Sources of variation thal can be expected should be included in this | ] D'll 'Ih led in the USA b
study in order to be represenlative of future system performance. SAMAUTID TN THE REANT istribuledjngine ¥
These may include: ﬁiﬁ“iﬁ.'ﬁ-.,_u_.. FOR URA oIy Infarmation needead for United
+ Mulliple stared calibrations States of America only
= Multiple reagent lotg = In Vitro Diagnostic Medical
«  Mulipte calibrator lots Device
= Multiple processing madules Lot Lot Number
= Data points collected at different times of the day [PRODUET OF IRELANE | Progluct of Ireland
These results should ba applied 1o your laboratory’s quality control nanacl Range
practices. . :
| BEF] List Number
STANDARDIZATION
The controls are manulactured by addition ot Recombinant Human ARCHITECT is a traderark of Abbott Laboratories in various
TSH of known concentration 1o obtain a target concentration. This jurisdictions.
internally assigned congentration is established using calibration Abhott refand
values referenced against WHO TSH 80/558., ‘ Diagnostics Divsion c €
PRECAUTIONS Lisnamuck, Lor glord
Co. Longlord
. Ireland
+ For In Vifro Diagnostic Use +353-43-33H030
ThE: [allsinia Wainifige @ad pracautions apply tor [commmac]E]y) [DISTRIBUTED IN THE UsA 3¥]
!|';U""lm-_ rgl|-|rh:nhm1.1u Abbott Laboratorias
Containe sodiim aros, Abbott Park, IL 60064 L'SA
Equ:']E' $¢nm_m it s ibaralss valy toxic gas Customer Service: Contact your local representative
PED T m@gﬁflﬁ,ﬁmx container or find courtry-spechc contact informatlon on
| aeardiHos wih ncal regulatior. www.abbottdlagnostics.com

Safely Data Sheets are available at www.abbottdiagnostics.com or Revised November 2015. _ El Abbott
contact your local reprasentative. ©2004, 2015 Abboll Laboralories

For a detailad discussian of safety precautions during systam

uperation, refer o the ARCHITECT System Operations Manual, [

Section B. TP A
ion B f.‘::_"-f'Tt._.'”' J




ARCHITECT
TSH

iy 2018,

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

B NAME
ARCHITECT TSH

B INTENDED USE

The ARCHITECT TSH assay is a Chemiluminescent Microparticls
Immunoassay (CMIA) for the quantilative determination of human
Thyroid Stimulating Hormane (TSH) in human serum and plasma.

J SUMMARY AND EXPLANATION OF THE TEST
Human Thyroid Stimulating Hormone (T8H) or thyrotropin is a
glycaprotein with a molacular weight ot approximately 28,000
daltons, synthesized by the basophilic cslls (thyrolropes) of the
anterior pituitary,’ TSH is composed of two non-covalently linked
subunits designated alpha and beta. Although the alpha subunit of
TSH is commen ta the luteinizing hormone (LH), follicle stimulating
hormane (FSH) and human chorionic gonadotropin (hCG&), the beta
subunits of these glycoproteina are hormone specific and confer
biological as well as immunslogical specificity. Beth alpha and

beta subunits are required for biological activity.! TSH stimulates
the production and secretion of the metabolically active thyraid
hormenes, thyroxine (T4) and triicdothyronine (T3), by interacting
with a specific receptor on the thyroid cell surface.2 T3 and Ta are
responsible tor regulating diverse biochemical processes throughout
the body which are essential for normal development and metabolic
and neural activity.

The synthesis and secretion of TSH is stimulaled by thyrotropin
releasing hormone (TR#), the hypoihalamic ripeptide, in response
to low levels of circulating thyroid hermanes.® 4 Elevated levels

of Ty and T4 suppress the production of TSH via a classic

negative feedback mechanism. Other evidence also indicates that
somatcstatin and dopamine exert inhibitory control over TSH release,
suggesting that the hypethalamus may provide both inhibitory and
stimulatory influence on pituitary TSH production.® Failure at any
level of regulation of the hypothalamic-pituitary-thyroid axis will
result in either underpraduction (hypothyroidism) ar overproduction
{hyperthyroidism) of T4 and/for Ts.

In cases of primary hypothyroidism, Tz and T4 levels are low and
TSH levels are significantly elevated.S In the case of pituitary
dysfunction, either due to intrinsic hypothalamic or pituitary disease;
i.e., central hypothyroidism, normal or marginaliy elevated basal TSH
levels are often seen desnite significant reduction in T4 andfor T
levels. These Inappropriate TSH values are due to a reduction in
TSH bioactivity which is frequently observed in such cases. Routine
TRH stimulation is agvised 1o confirm the diagnosis in such cases.
Secandary hypothyroidism typically results in an impaired TSH
rgsponse to TAH, while in tertiary hypothyroidism the TSH response
to TRH may be normal, prelongad or exaggerated.’®

Primary hyperthyroidism (e.g., Grave's Disease, nodular goiter) is
associated with high levels of thyroid hermones and depressed or
undetectable levels of TSH." The TAH slimulation test has been
used in diagnosis of hyperthyroidism. Hyperthyroid patients show a
subnormal response to the TAH test.!! tn addition, large deoses of
glucocorticoids, somatastatin, dopamine and replacement doses of

thyroid hormones redune or totally blunt the TSH rasponse te TRH,!'-
12

[ en

7K62-25 o

7KB2-20 7K62
7K52-35 Z G6-2729/R05
7K62-30 B7K620

Earliar assays for serurn TSH lacked the sensitivity (o be used

as a primary lest of thyrold function,”® Sensitive TSH assays now
available, with increased abllity 1o clearly distinguish betwean
authyrold and hypartny oid populations, are changing thyrotd
function testing. Analyt cal sensitivity, as a means of assessing low
concentration accuracy, Is being replaced by funclional sensitivity,™
The American Thyroid Associalion has fermally recommended the
use ol functional sensiivily as the means 1o quantify ihe sensitivily
of TSH assays,' although analytical sensitivity is still widely

used. Third generation TSH assays exhibit 20% interassay CVs

al < 0.02 plUfmL and zre useful in the discrimination of palienls
with true hyperthyroidism from those with TSH suppression seen in
subclinleal hyperthyroiclism and some non-thyroidal illnasges.'® Other
thyroid 1ests (Free T4 estimate, Total Ty, T-Uptake, and Total Ti)
combined with the ability to accurately measure low levels of TSH,
improve the efficiency of thyreld diagnosis."

Tha ARCHITECT TSH ussay is used as an aid in the assessment of
thyroid status, diagnosis of thyroid disease, and treatment of thyroid
digease.

B BIOLOGICAL FRINCIPLES OF THE PROCEDURE
The ARCHITEGT TSH assay Is a two-step immungassay lo determine
the presence of Thyraid Stimulaling Harmone (TSH} in human serum
and plasma using GMIA technalogy with tlexible assay pratocaols,
referred to as Chemiflex.

1. Sample, anti-B TSI antibody coated paramagnelic microparticles
and TSH Assay Diluenl are combined. TSH present in the
sample binds to the anti-TSH antibody coated microparticles.

2. After washing, anii-a TSH acridinium-labeled conjugale is added
lo ereate a reaction mixiure

3. Following another 'wash cycle, Pre-Trigger and Trigger Solutions
are added lo the niaction mixiure,

4, The resulting chemiluminescent reaction is measured as relative
light units (RLUs}). There is a direct relationship between the
amount of TSH in the sample ang the ALUs detected by the
ARCHITECT iSyslem optics.

For additional information on system and assay lechnology, refar 1o

the ARCHITEGT Systern Qperations Manual, Section 3.

W REAGENTS
Kit Contents
ARCHITECT TSH 7Ka:

NOTE: Some kil sizes are not available in all countries or for use on
all ARCHITECT iSystaris. Plaase contact your local distributar.

7KG2:25  7K62-20  7TKE2-35  7KE2-0
L

Ly 10 400 500 2000
1x6.6mL 4xG6mL 1x270mL 4 x270mL
1x50mL 4x59mL 1x263mL 4x263mL
1x8.0mL 4x80mL 1x407mL 4x 407 mL

W Anti-[} TSH {mouse, mong
Microparticles in TRIS buffer with nr-::-,gﬁﬂd.hémm,@nuffm,s‘
Minimum concentraticn: 0.07% mhgﬂ Prgﬂvaua ﬁhh_mb 3l

agents. Ly
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R | 76225 TKG220  TK6235  7K62-30
=
\&/ 100 400 560 2000

Anti-a TSH (mouse, monoclenal} acridinium-labeled
Conjugate in MES buffer with protein (boving) stabilizers. Minimum
concentratian: 60 ng/mi. Preservative: artimicrobial agent.

TSH Assay Diluent in TRIS buffar. Preservative:
anurmorablal agents.

Other Reagents

[MULTASSAY MANUAL BILUENT| | x 100 mL ARCHITECT Mulli-Assay
Manual Diluent, 7082-50, contalning phosphate buffered saline
solution. Preservativa: ahtimicrobial agent.

ARCHITEGT Pre-Trigger Solution cantaining
1.32% (w/v) hydrogen peroxide.

[FRiGaER SOLUTION] ARCHITECT Trigger Solution contalning 0.35 N
sodium hydroxide.

ARCHITEGT Wash Buffer containing phosphate
butferad saline solution. Preservatives: antimlcrobial agenis.

NGTE: Bottle and volume varies bassd on order.

Warnlngs and Precautions
.

* Far In Vitro Diagnostic Use
Safety Precautlans

CAUTION: This product requires the handling of human specimens.
It is recommanded that alf human-sourced materials be considersd
potentially infectious and handled in accordance with the QSHA
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 agenis. T
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Safely Data Sheets are available al www.abboltdiagnostics.com or

contact your local reprusentative.

For a detailed discussion of safety pracaulions during system

operation, refer to the ARCHITECT System Operations Manual,

Saction B.

Reagent Handling

« Do not use reageni kits beyond the expiration dale,

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

« Before loading the -eagent kit on the system for the first time, the
microparticle bottle requires mixing to resuspend microparticles
that may have setilad during shipment. For microparticle mixing
instructions, reter to the PROCEDURE, Assay Procedure section
of this package inserl.

¢ Septums MUST be used to prevent reagent evaporation and
contamination anc to ensure reagent integrity. Reliabllity of
assay results cannot be guaranteed if septums are not used
according to the instructions in this package insert.

« To avoid contamination, wear clean glovas when placing a
septum on an uncapped reagent bottle,

« Once a sepiury has been placed on an open reagent boltle,
do not invert the bottle as this will resull in reagent leakage
and may compromise assay resulls.

«  Ovaer time, residual iquids may dry on the septum surface.
These are typizally dried salts and have no eftect cn assay
efficacy.

For a detailed discussian of handling precautions during system

operaticn, refer to the ARCHITECT System Operalions Manual,

Section 7.

Reagent Storage

Storage Maximum Additionai Storage
Temperatue  Storage Time Im-:rguv;tlons
Unopened/ 2-8'C Until May be used immediaiely
Opened* expiration after removal [rom 2-8°C
date storage.
On bhoard  System 30 days Discard after 30 days.

temperaiure For information on tracking
snboard time, refer to

the ARCHITECT System
Operations Manuai,

Section 5.

* Heagents may be stered on or oft the ARGHITEGT iSystem. If
reagents are removed from the system, store them al 2-8°C (with
septums and replacen ent caps) in an upright position, For reagents
stored off the systern, 11s recommended that they be stored in
their original trays and boxes lo ensure they remain upright. If the
microparticle bottle dses not remain upright {with a septum
Installed) while in refrigerated storage off the system, the reagent
kit must be discarded. For Information on unloading reagenis, refer
to the ARCHITECT System Operations Manual, Section 5

Indications of Reagent Deterioration
When a contral value is cul ot the specitied range, it may indicare
datsrioration of the re:igents or arrors in tachnique. Associaled test
results are invalid, and samples must be retestad. Assay recalibration
may be necessary. Fol troubleshooting informatic




B INSTRUMENT PROCEDURE

The ARCHITECT TSH assay file must be installed on the ARCHITECT
iSystem from an ARCHITECT iSystem Assay CD-ROM prior lo
perlorming the assay.

For detailed information on assay file inslallation and viewing
and editing assay parameters, refer 1o the ARCHITECT Systemn
Operations Manual, Saction 2.

For informalion on printing assay parameters, refer to the
ARAGHITECT System Operations Manual, Section 5.

For a detailad descriptian of system procedures, refer to the
ARCHITECT System Opegrations Manual.

Alternate Result Units

Edit agsay parameter "Hesult concentration units” 1o select an
alternate unil.

Conversian fermula:

{Concentration in Default result unit) x {Conversion factor) =
{Concentration in Alternate result unit)

Alternate result unlt
mlUjL

Default result unlt Converslon factor
uluf mL 1

B SPECIMEN COLLECTION AND PREPARATION
FOR ANALYSIS

Specimen Types
Validated specimen types to be used with this assay:

_Specimen Types Collection Tubes

Serum
Serum separator tubes {SST)

Human serum

Human plasma Lithium heparin
Sodium heparin

Potassium ECTA

*  Other anticoagulants have nat been valigated for use with the
ARCHITECT TSH assay.

s The Instrument does not provide the capability t¢ verify specimen
type. It is the responsibility of the operater to verify that the
correct specimen types are used in the assay.

Specimen Conditions

s For optimal results, serum and plasma spacimens should
be tree of fibrin, red blood cells, or olher particulate matter.
Centritfuge specimens containing fibrin, red blood cells, or
particulale matter prior to use to ensure consistency in the
results.

s Ensure that complete clot tormation in serum specimens
has taken place pricr to centritugation. Some specimens,
especially those from patients recelving anticoagulant or
thrombolytic therapy may exhibit Increased clotting time. If
specimens are centrifuged before a complete clot farms, the
presence of fibrin pr particulate matter may cause erroneous
results. Centrifuge specimene contalning fibrin, red biood
cells, or particulate matter. Note that interfering levels of fibrin
may be present in samples that do not have ohvious or visible
particulate matter.

* |t proper specimen collection and preparation cannot
be verified, or if samples have been disrupted due to
transportation or sample handling, an additional centrifugation
step Is recommended. Centrifugation condltions should be
sufficient to remove particulate matter. Aliguots poured versus
pipetted irom spegimen tube types that do not include serum
separators are at higher risk of including particulates and
generating depressed resulis.

+ Failure to follow these instructions may result in depressed
specimen results.

s To prevenl cross centamination, use of disposable pipettes or
pipette tips is recommendsd.

Preparation for Analysis

s Follow these package Insert instructions as well as the
specimen collectlon tube manufacturer’s Instructions for
specimen collectlon and preparation for analysls. Refer to
the specimen colluctlon tube manuiacturer’s instructions for
centrifugatlon tim: and speed.

s Insufficlent processing of sample, or disruptlon of the sample
during transportation may cause depressed results.

s Mix thawed specirr ens thoroughly by low speed vortexing or by
inverting 10 limas. Visually inspect the specimens. If layering or
stratlflcallon 1s observed, continue mbeng untll specimens are
visibly homogeneous.

* Prepare frozen specimens as follows:

+ Frozen specimens musi be completely thawed belgre mixing.

s Mix thawed specimens tharoughly by low speed vortexing
or by inverting 10 limes. Visually inspect the specimens. It
layering or stretification is obsarved, continue mixing until
spacimens are visibly nomogeneous. If sampies are not
mixed lhoraughly, Inconsistent resulls may be oblained.

+ Centrifuge mixed specimens as described below.

= To ensure consistency in resulls, centrifuge specimens before
1esting if
« they contaln fiorin, red blood cells, or other particulata

marer or
* they were frozsn and thawed.

s Inspect all specimens for bubbles. Remove bubbles with an
applicator stick he’‘ore analysis. Use a new applicator stick for
gach specimen to pravent cross contamination.

Specimen Storage
Strage Temperature  Maximum Storage Time
=< 7 days

2-8°C

Specimen Type
Serum/Plasma

It tesiing will be delayed more than 24 hours, remove serum or
plasma from the clot, serum separator or red blood cells

If testing will be delayed more than 7 days, specimens should be
trozen at -10°C or coldar, Specimens stored frozen at -10°C or colder
for 6 menths showed r o periermance differance.

Specimens must be m xed thoroughly after thawing 10 ensure
consistency of the results.

Avoid mulliple freezeflaw cycles.

Specimen Shipping

e Package and label specimens in compliance wilh applicable
state, federal, and inlernatlonal regulations covering the transport
of clinical specime ns and infectious substances.

« Do nol excead the storage limitations lisied above.

B PROCEDURE

Materials Provided
7K62 ARCHITECT TSH Reagent Kil

Materials Required but not Provided

s ARCHITECT TSH sssay file obtained from the ARCHITECT
iSyslem e-Assay ¢‘D-ROM found on www.abboitdiagnoslics.com.

e« 7K62-01 ARCHITECT TSH Calibrators

s 7K62-10 ARCHITEIST TSH Cantrels

¢ 7D82-50 ARCHITECT Multi-Assay Manual Diluent

«  ARCHITECT Pre-T igger Sclution

s ARCHITECT Trigger Sclution
ARGHITECT Wash Bufier

*  ARCHITECT Reac'ion Vessels

+ ARCHITECT Samgle Cups —

+ ARCHITECT Septum =% TRTEA L r'

+  ARCHITECT Replace; {;,épttw

= Pipettes or pipetie fips (aftienal| o .Jul-l.nﬁr'lliﬁ '.-p'h.l'r
on the patient or ¢ ﬁm-#n?ﬁ-ﬁew.

£ specified
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For information on materlals required for maintenance procecures,
refer to the ARCHITECT System Operations Manual, Section 8.

Assay Procedure

= Befare leading the reagent kit on the system for tha first time, the
microparticts bottle reguiras mixing 1o resuspend microparticles
that may have settled during shipment. Afer the first time the
micropariicles have been loaded, no further mixing is required.

* Invert the microparticle bottle 30 times.

= Visually inspact the battle to ensure microparticles are
resuspended. If microparticles are still adhered 1o the botlle,
continue to invert the bottle until the microparticles have
been completsly resuspendead,

¢ [t the micraperticles do not resuspend, DO NOT USE.
Contact your local Abbott representative.

« Once the micraparticles have been resuspended, place a
septum on the bottle. For insiructions about placing seplums
on bottles, refer to the Aeagent Handllng section of this
package insert.

» Loac the reagent Xt on the ARCHITECT iSyslem.

 Verify \hat all necessary reagents are present.

* Ensure that seplums are present on all reagent boliles.
« Order calloratlon, if necessary,

« For information on ordering calibrations, refer to the
ARACHITECT System Operalions Manual, Seclion 6.

+  Order tests.

« For informaticn on ordering patiert specimens and
conlrols and for general operating procedures, refer to the
ARCHITECT System Operalions Manual, Section 5.

s Minimum sample cup volumae is calculated by the system

and printed on the Orderlist report. To minimize the efects of

evaperation, verlfy agequate sample cup volume is presen prior

to running the test.

Maximum number of replicates sampled from the same sample

cup: @

= Priority:

Sample voluma for first test: 200 pl
Samgple voluma for each additional test irom same sample
cup; 150 pL

* < 3 hours on board:

Sample volume for first tast: 200 yL
Sample voluma for each additional test from same sample
cup: 150 pL

= > 3 hours on bpard: Additional sample valume is required.
Refer 1o the ARCHITECT System Operations Manual, Section
5 for information on sample evaparation and volumes.,

« | using primary or aliquot tubes, use the sample gauge 1o
ensure sufficient patient specimen is present.

» Propare ARCHITECT TSH Calibrators and Controls.

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

* Hold botties vertically and dispense recommendad volumes
into each respeclive sample cup.

* Fecommended volumes:
for each calibrator; 6 drops
for each contrgl: 4 drops

* Load samples.

= For information on loading samples, refer to the ARCHITECT

System Operatlons Manual, Section 5.
*  Prass RUN.

« For additional inforimation on principles of operation, refer to the
ARCHITECT Syster1 Operations Manual, Section 3.

s For optimal performance, i is important to perform routine
malntenance as described In the ARCHITECT Sysiem Operations
Manual, Seclion 9. Perform maintenance more frequently when
required by laboratary procedures.

$pecimen Dilution Procedures

Specimens with a TSH value excaeding 100.0000 plU/mL are flagged

with the code ">100,0C00” and may be diluted using either the

Automated Dilution Pratocol ar the Manual Dilution Procegure

Automated Dilution Protocol

The system parforms z 1:5 dilution of the specimen and

automatically calculates the concentration of the diluted specimen

and reparts the result.

Manual Dllutlon Procedure

Suggested dilution: 110

It is recommended that dilutions not exceed 1:10.

1, Add 30 pL of tha patisnt specimen to 270 pL of ARCHITECT
Multi-Assay Meanuzl Diluent,

2. The operator must enter the dilution facter in the Patient or
Control order screnn, The system will use thrs dilution facter
to autematically celcutate the concentration of the sample
pefore dilution and report the result. The rasult should be
> 00100 ulU/mL Eefore the dilution factor is applied.

3, It the operator does not enter the diluticn factor, the reporied
result will be that of the diluted sample. This result should be
> 0.0100 plUfmL kefore the dilution factar is applied.

For detalled information on ordering ditutions, refer to the ARCGHITECT

System Operations Manual, Section 5.

Calibration

» Test Calibrators 1 and 2 in duplicata, The calibrators should be
priority loaded.

A single samgle of each control level must be tested lo evaluate
the assay calibration. Ensure thal assay conirol values are within
the ranges specifiz¢ in the respective central package insert.

=« Caltbration Range: 0.000C - 100.0000 plUfmL.

e«  Once an ARCHITECT TSH calibration is accepted and stored, all
subsequent samplss may be tested without further calibraticn
unless:

+ A reagent kit with a new lot number is used or
¢ Gontrols are out of range.

« For detailed inferrration on how to perform an assay calibration,
reter to the ARCHITECT System Operations Manual, Section 6.

Quality Control Procedures

The recommendad canlrol requirement for the ARCHITECT TSH
assay is hat a single Jeplicate of sach conlrol level be tesied ance
every 24 hours each cay of use. If the quality control procedures in
your laberatery vequire more frequent use of contrals lo verify test
results, follow your laboratory-specific procedures.

Ensure thal assay control values are within the conceniration ranges
specified in the packaje insert.

Verification of Assay IZlalms

For pretocols 1o verify package insert claims, refer 1o the ARCHITECT
System Operalions Manual, Appendix B.

The ARCHITECT TSH assay belongs to method group 1.

The lower limit of the dynamic range is defined as the functional
sensitivity of the assay.




B RESULTS

Calgulatlon

The ARCHITECT TSH assay utilizes a 4 Parameter Logistic Curve fit
dala reduction method (4PLG, Y-weighted) to generate a calibration
curve.

For information on alternate result units, refer 1o the INSTRUMENT
PROCEDURE, Alternatg Result Unlts section of this package insert,

Flags

Some resulis may contain information in the Flags field. For a
description of the ftags that may appear in this field, refer to the
ARCHITECT Syslem Operations Manual, Section 5.

B LIMITATIONS OF THE PROCEDURE

¢ Specimens run on lhe ARCHITECT TSH assay MUST be
procassed according to the spacimen test tube manufaciurer's
instruction. Insufticignt processing including devialions from
racommended clatting times, centrifugation times, centrlfugation
speed and sample preparation techniques may cause inaccurate
results,

* Aesults should be used In conjunction with other data; e.g.,
symptoms, resulls of other tests, and clinical impressions.

» |f Ine TSH results are inconsistent with clinical evidence,
additional testing is recommended to confirm the result.

« Suspected hyperthyroidism based on low or undelectable TSH
lavels should be confirmed with additional thyroid function testing
along with other clinical information.

e Specimens from patients who have received preparations of
mause monoclonal antbodies for diagnosis or therapy may
contain human anti-mouse antibodies (HAMA). Such specimens
may show either falsely elevated or depressed values when
tested with assay kits such as ARCHITECT TSH thai employ
mouse monoclonal antibodies. Additional information may be
requirad tor diagnoais.?2 22

+ Helerophilic antibodies in human serum can react with reagent
immunaglebulins, interfering with int vitro immunoassays. Patients
routinely exposed ta animals or to animal serum preducts can
be prone 1c this interference, and anomalous values may be
observed, Additional information may be required for diagnosis.®

N EXPECTED VALUES

A normal range of 0.35 plfmL to 4.94 plU/mL {89% confidence
Imerval) was obtained hy testing serum specimens from 548
individuals defined as normal by the AxSYM Ultrasensitive hTSH Il
and AxSYM Free T, assays. It is recommended that each laboratory
establish its own normal range which may be urigua 10 the
population it serves depending upen geographical, patient, distary, or
environmental factors.

B SPECIFIC PERFORMANCE CHARACTERISTICS

Precision

The ARCHITECT TSH assay Is designed to have a precision of < 10%
{lotal CV). A study based an guidance from Clinical and Laboratory
Standards Inslitute (CLSI, formerly NCCLS) document EP5-A25

was perfarmed for the ARCHITECT TSH assay. Three buffer based
panel members (1, 2 and 3) and three processed human serum
based panel members (4, 5 and &) were assayed, using lwo 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
able.*

Tetal

Pans!  Reagent Mean Cong, __ Within Aun

Member Lot Instrumeni 0 {plW/mL} S0 %cy 8D %CY
1 1 1 80 00907 0NODYED 18 0ODYID 23
1 1 2 B0 00878 D021 1.4 D001 149
1 2 1 80 00876 DOD13S 1.5 000225 26
1 2 2 B0 0.0888  0.00440 50 0.00459 5.3
2 ! 1 B0 57062  0.08187 14 012184 21
2 1 2 B0 54750 0.09116 1.7 012781 23
2 2 1 80 55153 0.08122 13 D11008 2¢C
2 2 2 B0 55320 0.0@175 15 012501 23
3 1 1 BC 25,4388 044471 1.6 0.82863 29
3 1 3 B0 27.0156 076816 2.8 103741 3.8
3 2 1 B0 2702486 058176 23 65194 2.8
3 2 i 80 2B.0434 055278 2.0 092480 33
i 1 1 80 05217 000655 1.3 0.00894 1.7
4 1 2 80 05024  0.00751 1.5 001128 2.2
i Z 1 B0 04998 000653 1.3 Q00973 19
i i : B0 05070 0.00362 11 001185 23
5 1 T80 20057 002380 1.2 003367 17
5 1 2 80  1.89318 0.02679 14 0.03842 20
] 2 1 80 19060 003844 20 004405 23
1 2 2 B0 19360 002747 14 003459 18
6 1 1 80 16.5485 028056 1,7 0.38175 23
[} 1 2 B0 158935 02730 1.7 041347 26
8 2 3 80 159847 025055 1.6 O03BI7S 24
b 2 2 50 163632 023302 1.4 Q.41631 25

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

Recovery

The ARCHITECT TSH assay is designed io have a mean recovary of
100 +{- 10% when analyzing samples spiked with known amounts of
TSH. TSH (spanning the dynamic range) was added 1o 10 aliguols
of human serum. The -oncentratlon of TSH was determined using
the ARCHITECT TSH assay and the resulting percent recovery was
calculated.” The percent recovery of the ARCHITECT TSH assay
ranged from 91.8% to  04.3% with an average of 99.4%.

* Representative dala; resulis in individual laboratoriss may vary from
these data.

Sensitivity

Functional

Functicnal sensilivity is: dsfined as the concentration of TSH that can
be measured with an itterassay CV of 20%.% The ARCHITECT TSH
assay Is designed to have a funcilonal sensitivity of < 0.01 plujmL,
which meets the requirements of a third generation TSH assay.

In a represemative siwty, the funcllonal sensitvity was calculated 1o
be = 0.003B plUml- {uppar 95% contidence limit of 0.0042 plUfmL).
In addition, a total %CY was calculated from the pooled dala
generated using Two lcis of reagents and two instrumenis. The

data exhibited a functional sensitivity of < 0.0036 plUfmL (upper
95% confidgence limit of 0.0038 plUmL). This was delermined by
testing human serum and processed human serum sampies ranging
from 0.0007 plU/mL tc 0.2385 plU/mL. Each sample was tesled
ovar 35 to 42 days on each of two ARCHITECT iSystems using two
reagent lots with at lez st 10 replicales per lot per instrument. The
total and interassay %CVs were calculaled and plotted against the
mean concenlration. A reciprocal curve was fitted through the dala
and the functional sensitivity was estimated as the concentration
correspanding to the 20% GV on the filted curve,
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ARCHITECT TSH Abbott ARCHITECT TSH vs. Abboll AxSYM Ultrasensitive hTSH i

Functional Sensilivity by Precision Methad N Jmber of Correlalion
Bath Instruments and Both Lots Method Spacimens Inlarcapt Slope Coedliciont
ap] Least Squares Linear 534 7138 096 g7
Ragression
i Passing-Bablok Linear 534 0.0098 0,91 0987
oH Regression™*
In this evalualion, serum specimens tesied ranged [rom
" 0.0109 plU/mL to 127.6816 plU/mb with the ARCHITECT TSH assay.
* Representative dala; variables such as differences in sampling
5 i size and sample population may impact the correlalion of the assay;
5 ! therefore, results in incividual laboratories may vary from these dala.
- = “* A linear regression method with no special assumplions regarding
g 1 the distribution of the samples and the measurement errors.?®
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