Performance characteristics and specifications
Specifications and requirements

Section 4

Operator interface

- Bystem control center
Touch-screen monitot

+  Keyboard and pointing device

+  Processing module keypad (except for
i1000sR)

- Sample handler keypad (except for
¢4000/i1000sR)
Optional bar code scanner

Throughput ¢4000 stand alone:

+  Photometric assays only

+ ICT (integrated chip technolcgy)
assays only

«  Photometric and ICT assay mix

+  Individual assay time '

© o Warm-up time from cold start

Up to 400 tests per hour
Up to 600 tests per hour

Up to 800 tests per hour
Up to 10 minutes
Approximately 30 minutes

Throughput ¢8000 stand alone:

Photometric assays only
+  ICT {integrated chip technology)
assays anly
Photometric and ICT assay mix
+ Individual assay time
- \Warm-up time from cold start

Up to 800 tests per hour
Up to 600 tests per hour

Up to 1200 tests per hour
Up to 10 minutes
Approximately 30 minutes

Throughput ¢16000 stand alone:
Photometric assays only
ICT (integrated chip techinology)
assays only

+  Photomelric and ICT assay mix

- Individual assay time

+  Warm-up time from cold start

Up to 1600 tests per hour
Up to 600 tests per hour

Up to 1800 tests per hour
Up to10 minutes
Approximately 30 minutes

Throughput i2000 stand alone:

General
Time to first result

Up to 200 tests per hour
29 minutes {non-pretreatment)
36 to 43 minutes (pretreatment}

Throughput j2000sk stand alone:

+  @General
Time to first result

5

U t0"200 tests per hour
28 minutes (non-pretreatment)
"36 to 43 minutes (pratreatment)

*18 minutes estimated processing time
including sample handling
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16 minutes (STAT protocol)* (e sen

Throughput 11000sr stand alone:
- General

+  Time to first result

Up to 100 tests per hour for One step 11
STAT protocol -

29 minutes (non-pretreatment)

36 to 43 minutes {pretreatment]

15 minutes {STAT protocol)*
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Performance characteristics and speclfications
Specifications and requirements Section 4’

High-concentration waste bottle:
Volume 10L
< Weight '22 |bs. {10 ka)

i System processing module capacities

Capacities for an [ System processing modules are presented in the following ’
table.

Table 4.8: i System processing module capacities

Bulk sclutions:

Pre-Trigger Solution 975 mL
Trigger Solution 975 mL
Wash buffer reservoir volume (i2000/ |25 L
12000sR)
Wash buffer reservoir weight (i2000f | 55 lbs. (25 kq)
i20005R} )

. . Wash buffer reservoir volume 12L
(11000sR)
Wash buffer reservoir weight 30 lbs. {14 kg)
(11000sR)

éﬁ;;;éahﬁtféné';ﬁ\}éiiéi)fé ‘for loading
] )'or 500 testkits

*Does not include use of reagent Kits with
> three reagent bottles

** [2000/i2000sR only

Reagent carousel,
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Process path:

i2000/i2000sR 112 positiens (in both inside and outside
track)

i1000s# 23 positions

RVs (reaction vessels):
Total volume . 1000 pb
Maximum reaction mixture volume | 400 jiL

- RV hopper:
. j2000/i2000sR : 1200 RVs
- i1000sR 360 RVs
Solid waste:

Container capacity (i2000/i2000sR) 5 hours of operation at 200 RVs (reaction
' vessels) per hour {for a tolal of 1,000
RVs)

Waste chute capacity (i2000/i2000sR |15 minutes of run time when the waste
only) container is removed during processing
{holds 50 BVs)

. Container capacity (11000sR) 1000 RVs

Liquid waste container (i1000sA)
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¢4000

c3000

<16000

H000sx

Methods
Masimurn Throughpt
Sormple Types
Sample Tubes

Samp|e Cup
Samp|e Capaaty

Sample Barcode Typ-es

Sample Result Storage
Sample Volume

Automatic Dilution

Sample Prabe Carryover
Reagent Capacity

Raagent Type

Reagent Cnbaard Stability

Callbratmn Frequency
&5

Reagent Pressure
Monltur!ng

Sample Interference
Measurement

System Contre! Center

Chnboard Maintensnce
Records
Online Error Code Help

Hast Interface

Remote Diagnostics

Dimension (H x W x D}
Weight

Electrical Requirements
Woater Requirements

Heat Qutgut*

‘Sample Loading

el i rre
“Values, provided ropresent the typical output in“Running” mode for the sy

the Syszem Control Center (SCC) usingghs %‘?"ﬁ as BLANK rg @

Photermaetric, Potentiomatric,
Turbidimetric

Up to 800 testsfhour

Serum, Plasms, Whele Blood,
Uring, CSF

Height: 72102 mmn
Diameter: ©.6-18.) mm

Yes {30 pl dezd valume)
180

Cede 39,
Codabar,
Interleaved 2 of 5,
Code 128

50,000
1.5~35uL
Average: 6l
Yas

<1000 ppm WB to WB
£0.1 ppm WB to Serum
Up to 30 refiigernted positions
plus patented 1SE
{Na+, K+,and Cl-]

>85% Fquid ready-to-use
5-43 days
Average: 40 days

160 days
Average: 25d

Photametric, Potentiometric,
Turbidimatric
Up to 1,200 testshuour

Serurn, Plasma, Whole Bicod,
Urine, C5F

Height: 72-102 orm
Diameter: 9.6-161 mm
Yes (SO pk dead velume)
215

Code 39,
Codzbar,
tntarleaved 2 of 5,

Code128
50,000

1535,
A\retage: gyl
Yes

<1000 ppro WB to WB
£0.1 pprm WB te Serum

Up to 121 refrigecated pasiticns
plus patented 15E
(Na+, K+, and ClI-)

»95% liquid ready-to-use

5« &5 days
Auerage: 40 days

1-60 days
Average: 25 days

o .
O e S 0% 5 Gt vA AT (Lot and Botle  Tufection )
i [ Clotand ‘a‘ﬁ{)a‘w"ﬁ\ﬂﬂq ‘“Qhﬂﬂqc‘
'I:

7,399 Yes

‘&363":\9“:’}?

Yes
Yes, hamalysis, icterus,
and fipermia
15CC, with color touchscraen
manitar, keyboard, and mouse

Yes

Yes

Bidirectional, senal R5-232
interface, host quary
option availsbla

© Abhotlink

49" 63" % 36"
125 160 x 307 em

1)32lbs
513.5Ka
AC180-264V, 47-63 Ha,
2C smp
Dﬂzomzed wiater 15 fitersfhour

during narmal aperatien,
25 liters/hour maximum

3050 BTy, running mode

. ks
Cv‘l WY i5ia

No

Yes, hernalysis, icterus,
and lipemia

15CC, with color touchscreen

manitor, keybaard, and mouse .y .

* Yes

Yes
Bidiractional, sefial RS-232
interface, hast query
oplion avqilab!e
Abbottlink
AG"x 79" x 49"

) 1219x2006 %1245 em
1425Ibs
6454 Kg
AC180 204V, 47-63 He,
20 amp
Deionized watar

2Sliversfhour
during normal operztion

3400 BTU/hr, runnirg mods

&

m.ﬁ#’ai).

Phatometric, Porentismetric,
Turkidimetric

Up 01,800 tasts/hour
Serurn, Plasma, Uree, CSF
i'-'!eight: 72-10Z mm
‘ Diametgn 9.6-181mm
Yes (50 pl. dead volume)
215

Code 39,
Cedabar,
Interleaved 2 of 5,
Code 128

50,000

15-354L
Auerage: 6 pL

Yes
£0.1 parts per illioa
Up to 130 refrigerated positions
plus patented ISE
{Na+, K+, and CI-)

»95% liquid ready-to-use

5-65 days
‘ Averaga. 40 da)_ﬂs

1-60 days
Average: 5 days

Yes
Yas
Yas, hemolysis, icterus,
and lipemia

1 SCC, with calor touchscreen
monitor, keyboard, and mausz

Yes

Yes

Bidiroetondl, serial RS-232

interface, hest query
option available

AbbottLink
48"« 79" x 49"
12154 2006x%1245ecm

1,545 b
FOIKg
AC 180254V, 47-63 Hz,
20 amp
Deicnized watar
254 ftershour
during nonmal eperation

4730 BYUrhr, suning mode

AEATIUMSAIN SO
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g hestl kil o
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CHEMIFLEX

Up to 100 tests/hour

Sarum, Plasma,
Whole Blood, Urine

Height: 72-102 mm
Diatneter: 9.6-16.1 s

Yos (50 pldead voluma)
65

Code 39,
Cedabar,
Interleavad 2 of 5,
Code 128

50,060

10-150 pl.
Ayerage: 62 L

Yes

<01 parts permillion
25 refrigerated positions

100% liquid ready-ro-use

14-30 days

Calibrate with pewlot nurber,
if contrcls are out of range or if
specified otherwise within the
packageinsert

Yes
Yes

No
| SCC, with color touchsereen
mariter, keybeard, and mouse

Yas

Yes

' Bidirectiona, serial RS-232
interface, host query-
aption available

Abbattlirk
49" 59"x 30"
12452149276 2cm
6361y
288 Kg
ACT0-120V or 200-240V/,
£10%, 50 or 60 Hz self-adjusting

Purificd water to dlute buifer

concentezte
Exzomg
2400 BT'Ufhr, runping maede
RSH Z# M
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: 20005k i4000sn ci4100 ci8200 ¢i16200
CHEMIFLEX i CHEMIFLEX See c4000 and i1000SR i See cBOOO andi20005R See 16000 and i20005R
o o | : specificatians P specnﬁcal:cns o speqﬁcauons
Up to 200 teststhour % UD to 5400 testsihc.ur Up 2900 testsﬂ-nour ; Up to 1,400 testsrhour : Upta 2,000 testslhour
Serum, Plasma, ‘ Serum Plasma, Seec4000and H000SR ‘ See cB000 and 200058 1' See 16000 andi2000SR
_‘{fﬂlnle Bloed, Unre : Whole Blood Urine specifications | spacifications i specifications
Height: 724102 mm i Heu.ght. 72-102mm | chght. 72-102mm ; He ight: 72-102 mm ‘ Height: 72-102 mm
Diameter:9.6-161 mm Diameter: 9.6~ Blmm Diameter: 2.6~161mm Diarnater: 9.6-181 men Diameter: 9.6-161mm
Yes {50 pl dead volume) Yes (30 ul daad volume) Yes (S0 pL dead volume) i Yes (S0 pl dead voluma) Yes (S0 pl dead volurne}
135 285 180 I 365 365
Code 39, Code 39, Code 39, Code 39, " Code 39,
Codabar, Codabar, Codabar, Cedabar, Codabar,
Interlaaved 2 of 5, interleaved 26f5, Interleaved 2 of 3, Intedeaved 2 of 5, Intereaved 2 of S,
Code 128 Code 128 Code 128 Code 128 ) Cede 128
50,000 50,000 50,000 50,000 ‘ 50,000
10-150 pL " 10-150 o See <4000 and 1000SR |  SeccBOOO &nd2000SR See c16000 and i2Q0005R
Averaga: 57 pL Pverage: S7pL specifications specifications specifications
Yoz Yes s Yes Yas
£0.] parts per millien <011 parts par million £0.1 parts per million <01 parts per million 501 parts per million
Up to IS refrigerated posltmns l:lmp te 146 refrigerated positions  Up to 155 refiigerated positions
25 refrigerated positions 50 refrigerated positions plus patented {SE plus patented ISE plus patented ISE

160% liquid ready=to-use

14-30 days

és \itrate with new lot number, T

if controls are cut of range or if
specified otherwise within the ¢
ckage insert

R
Lsonn Al migasRal vseemu. Ter

Ye

Yes

Mo

N 1SEC. with coh;' Ecud'\screen

monitor, keyhoard, and mouse
Yes

Yas

Bidirecrional, serial RS-232
interface, host query
option avalable

Abboltlink
48"x 61"« 48"
1219 x154.9x 1245 em

1081 1bs
4903Kg

AC180-264V, 47-63 H,

Pusifiad viater ta dilute buffer
concentrate

4280 BTUrhr, running mode

RSH

106% liquid ready-to-use
14-30 days

Calibrate with new lot nurber,

if controls are out of range ar if

specified otherwise within the
package insert

v\evamr CCloh ad c;ume deleghion \~Uapa s

Yes

No

1 SéC, with color touchscreen

moniter, keyboard, and mouse |
e TR L .
Yes

.

]

Yes :

 Bidirectional, serid R5-232
intarface, host query

option available
Abbottlink

A8« 12T x 49"

1219% 3226 x124.5em

2162 Ibs
980.7 Kg

AC180-264V,47-63 Hz

Purified water ko dlute buffer
concentrate

Sae i20005R specifications

" Saec4000 and 10008

(Na+, K+ and CI ]

specnﬁc:mons

" See cA000 2ndOO0SR

specifications

See c4000 andilO00SR

specifications

See c4000 and iICOOSR
specmcabons

Yes, hernclysis, lct::-;;s-,
and Fpernra

18CC, wﬂ’h color touch;;;é;.- '

monitor, keyboard, and mouse

Yes
Yes
Bidirectional, serial RS-232
interface, host quary
eption auaﬂab‘e

Abbor.thnk

49"x|‘i1 x36"
1251x281.2x90.7em

16771bs
760.7Kg

See c4000 and i1000SR
specificaticns

See c4000 2~diI000SR
specifications

See c4000 nd 1000SR
specifications

(N_a-" K+, and Cl-)

" Geec8000andi20005R

specifications

See cB000 and i20005R
ip“c'—ncauﬁns o

See cBOOO0 and i20005R
specifications

See cBO00 224 20005R
_ _spacifications
Yes, hemalysis, icl:erus,
and [ pe-rua

15CC, with cdlor mudﬁscreen

{Na+, K+, and‘CI -}
See c16000 andi20005R
specifications

See c16000and 120 OOSR
sPezuﬁc'aFons

See 16000 and i20005R
speclﬁcanons

gqp-\%ﬂ p’;qw!n’«f‘.ﬂir'}-\ a :aaéﬂ'ﬂ 0';1&

Yes

See 16000 and i20005R
specifications
Yes, hemelyss, ictenus,
and lipemia
1SCC, with color touchscreen
marnitor, keyboard, and mouse

moniter, keybaard, and mouse

Yes

Yes

Bidirectiondl, seriel RS-232
interface, host query
option avsilable
AbbottLink
48" % 127 x 49"
119x3226x1245cm
2447 1bs
099 Kg
See cBODD and i2000SR
sgec:iﬁf:aﬁons

See c8000 and i20005R

specifications

See 8000 and 120005R

spﬂcﬁcaums

‘ ﬂmvn'i'i;JHn'ﬁm*ﬁm g gg#n':ﬂﬂn'lmarm%g{u@c,m

o078 UseoTunsIuns
4 OW

08978, : 754NN
) :

0.l D.... Jﬁ“’\ NITUNTI

Yes

Yes

Bidirectional, seral R5-232
interface, host quary
i eption availatle
Abbottlink
48" 127" 2 49"
1219 x3226x1245¢em
2,6791bs
1215Kg

See 16000 and 2000SR
specifications

See 14000 and i20005R
specifications

See 16000 and i20005R
specifications
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Methods

i Phatametric, Potentiometric,
Turl: dimemc

Er A mnms‘z’;‘oﬁ 9\! ﬁ"‘;ﬁ 8

Maxim!;urﬁr'lr'hmughput

Sample Types

Sample Tubes

+, Sample Barcade Types

FW:% b 20080 Code28

Samp|e Result Storage
Sample Volume

Autnmatu: Dliutmn

Sample Prabe Carryaver i

Reagent Capacity

Reagen t Typ @

Reagent Qnboard Stabdlty

Calibration Frequency

Sample,“dot and
Euhble Detectmn

Reagent Pressure
Manitoring

‘Serurn Plasma W'nale Bloed,
Urine, CSF

) Helght 72-102 mm
D;ameter 9 0—16 1 rmm

Yes (50 pLdead valume)

L Upo 800 t-isty'}wu:

Co eaé,
Codzbar,
interleaved 2 of 3,

50 000

i

B T N e e

15 35pL
l}fraae Gul

Yas

d000 ppmWBtaWB
<01 ppea} WB to Serum

Up 1090 reFrlgerated positions

plus patented ISE
(Nal-, K+, and C1-)

PO T - s v A

»95% I-qwd ready-to-use

! 5 65 days
Average 40 days

1-60 days
Average: 25 days

H

Yas

Yes

Sample Interference
Measurement

Yes, hemelysis, icterus,
and lipernia

i Up l.o! ?00 testsfhour

Serum‘ Plasma Whoale Bloc;!-
Urlne CSF

N
§  Photometsic, Potentiemetsic,
i Turb d1metr|c

|

Codabar,
Interleaved 2 of 5,
Code 128

15435 ;;L )
N Average: 6L -

Yes

<1000 ppn WB WB
€01 ppm WB to Serum ~

' Up o121 rangerated posmons
: plus patented ISE
; (Nt Ktend CI)

»95% liquid ready-to-use

" 5-65days
Average: 40 days

1-60 days
Average: 25 days

Na

Yes hemolys&s, icterus,
and fipemia

E Photomatsic, Petentiometric,

.
{ Serum, Flasma, Urine, CSF

R [E——

Height: 72-102 mm
' Diaeter: 96-161mm

43

Code 39
Codabar;
lntarleaved 2 of 5,
C.ode 1 28

50,000

[ra— PN S,

15-35 pL
Average: Gyl

e S T

Yes

0| parts permillion

e

o ———

plus patented ISE
_(Naw K+, and Cl-)

Yes (50 pl dead volume)

;
1
b
;

: Up L'o 130 rangerated pusmons T

>

CHEMIFLEX

b = e

Up ta 100 testsﬂwur

Se. rum, Plasmn,
Whele Bload, Urine

Height: 72-102 mm
Diameter: 9.6 w'[é'l mm

Yes (50 pL dead vo‘ume)

Codabar,
Inrerfeaved 2 6f 5,
Cod=128

S0,000

Toasopl
Avarage: ég_EL
Yes

201 parts per millien

25 refrigeratad positions

>95% I'quxd ready-to usa

TSl6Sdays
) Average 40 days
; 1-60 days

Average: 25 days

100% I fqund reacly -to-use

14-30 days
) Ca!s‘bra..e with new lo!- number,
if contrals are out of range or if
specified atherwise within the
packageinsart

! Yes

( Yoy

e VYes, hemalysis, icterus,
% and fipernia )

Mo

System Contre! Canter

Ong;:a-rd Maiﬁtenanr_e
Reacords

1SCC, with coler touchscreen
morxtor. keybnard a'\d mouse

! Yas

Host Interface

Remota Diagnastics

Dimension (H =W x D)

We'lgh 3

Electrical Requiremnents

Water Requirements

Meat Output

Sample Loading

Yesl

Bldtrec.tlonal Senal RS-232
interface, hast query
) aption avaifable

1251x160 x?O?cm

11321

AC180—264V 47 63 Ha,
20 armp

Dﬂlcnlzed water 15 Ixterslhour
during normal aperation,
25 liters/haur masimum:
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Use or function
Sample handlers Section 1

Sample handlers

@3) Harmaneg sowple ok
,;J";b'e.;_s_a,;mpijeihgn‘?:l,l_egis a transport system used for foading calibrators, controls,
and patient samples and presenting them to the processing module(s).

A single primary sample handier transports samples through an ARCHITECT
System regardless of the number of processing modules and types.

NOTE: Unless otherwise indicated, the term sample handler is used generically
throughout this documentation to refer to all configurations.

Sample handler topics include:

RSH - robotic sample handier (¢8000/c16000/i2000sR), page 1-160
RSH - robotic sample handler (c4000/i1000sa/ci4100), page 1-165
+  RSH Extension (RSHXx), page 1-171
. SS8H - standard sample handler (i2000), page 1-173
+  LAS carousel sample handler (i2000), page 1-176

RSH - robotic sample handler (¢8000/c16000/i2000sR)

The RSH (robotic sample handler) is a transport system used for loading
calibrators, controls, and patient samples and presenting them to a ¢8000/
168000 andjor i2000sR processing madule. ]}pg&e;s_igq of the RSH aliows -

random and continuous access, dnd sarfple”positioning for.dutomatic fetestin
Two types of bays position samples for either routine or priority processing. Szm‘a\e, ol
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Figure 1.177: Robotic sample handler components (c8000/c16000/i2000sR) gv:f‘{icﬂ:a%f}‘vg, Palaay
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Performance characteristlcs and specifications
Specifications and requirements

Section 4

Operator interface

+  System conirol center
Touch-screen monitor

- Keyhoard and pointing device

- Processing module keypad (except for
1000sR)

+  Sample handler keypad (except for
c4000/i1000s8)

+  QOpticnal bar code scanner

Throughput £4000 stand alone:
- Photomnelric assays only

+  ICT (integrated chip technology)
assays only

+  Photometric and ICT assay mix
individual assay time
+  Warm-up time from cold start

Up to 400 tests per hour
Up to 800 tests per hour

Up to 800 tests per hour
Up to 10 minutes
Approximately 30 minutes

Throughput c8000 stand alone:

« Photomelric assays only
» ICT fintegrated chip technology)
assays anly
Photometric and ICT assay mix
» Individual assay time
»  Warm-up time from cold start

Up to 800 tests per hour
Up to 600 tests per hour

Up to 1200 tests per hour
Up to 10 minutes
Approximately 30 minutes

Throughput ¢16000 stand alone:
Photometric assays only

+ [CT (integrated chip technology)
assays only

»  Photometric and ICT assay mix

- Individual assay time

+  Warm-up time from cold start

“Up to 1800 tests per hour

Up to 1600 tests per hour
Up to 600 tests per hour

Up 1010 minutes
Approximately 30 minutes

. Throughput ;2000 stand alone:

+  General
Time to first result

Up to 200 tests per hour
29 minutes {non-pretreatrmant)
36 to 43 minutes (pretreatment)

Throughput 12000sh stand alone: *
« General
' Tirmé torfirst result’

i
¥l MenARnT os

! Sy “Lé o o
w&amﬂmﬂaﬂmm TR P T

36 o 43 minutes {pretreatment)

Up to 200 tests per hour
29 niinutes. (nan-pretreatment)

15 minutes (STAT protoco[)*

*18:minutes estimated processing time
lnc[udmg sample handling

Throughput i1000ss stand alone:
General

Time to first result

Up to 100 tests per hour for One step 11
STAT protoco!

29 minutes (non-pretreatment)

36 1o 43 minutes {pretreatment)

15 minutes (STAT protocol)*
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Customer Service: Contact your local representative or find country-specific contact information
on www.abbottdiagnostics.com ’ .. -

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

Key to symbols used

List Number CONTROL NO. Gontrol Number
g’e‘ﬁ: Diagnostic Medical  zEacTion VESSELS] Reacticn Vessels
Lot Number REAGENT LOT Reagent Lot
g Expiration Dats [REPLACEMENT CAPS| Replacement Caps
@ Serial Number SAMFLE CUPS| | Samp[e Cups
Warning: May cause an
i S .
Septum [waRniNG: SENSITIZER| allergic reaction
Contains Sodium Azide.
p 9'c . CONTAINS: AZIDE Contact with acids liberates
- j{ Store at 2-8'C . vety toxic gas.
Global Trade ltem Number
) N - ’ '
' Cansull instructions for use
[PRODUCT OF IRELAND| Product of Treland

[INFORMATION FOR USA ONL\'J Intormation needed for United

Manuiactursr States of Amarica only

See REAGENTS section for a full explanation of symbols used in reagent
component naming.
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WARNING: The concentration of alpha-fatoprotein (AFP) in a given
speclmen, datermined with assays.from different manufacturers, can vary
due to differences In assay melhods and reagent specificily. The results
reportad by the laboratory la the physician must include the [demtity of the
AFP assay used. Values obtained with different agsay methods cannot be
used Interchangeably. If, in the course of monitoring a patianl, the assay
methad used for determining AFP levels serfally is changed, additlonal
gequentlal testing should be carrled oul. Prior to changing assays. the
labaratory MUST:
1. For Cancer Managament - Confirm baseling values for patients being
serially monitored.
2, For Pranatal Testing - Establish a range of axpacted values for the new
assay based on serum or plasma and amniotic fluld from pregnant
wamen with confirmed gestalional age.

Caution: Unlted States Federal Law restricts thls device to sale and
distribution by or on the order of a physician, er to a gtinical laboratory;
and use 1§ restricted to, by, or on the order of a physician.

NAME
ARCHITECT AFP

INTENDED USE

The ARCHITECT AFP assay Is a chemiluminescent microparticle Immuncassay

(CMIA) for the quantitative determination of alpha-fetopratein (AFP) in:

1. Human serum or pfasma to aid in moniloring diseasa pragression during
Iha course of disease and trealment of palients with nonseminomatous
lestlcular cancer.

2. Human serum, plasma and amniatic fuld at 15 te 21 weeks gestallon
{o aid in the dalection of fatal apen neural tube defects (NTD). Test
rasults when used in conjunctian with ultrasehography or amnlography
are a safe and effective aid in the detection of {atal open NTD.

SUMMARY AND EXPLANATION OF TEST

The discovery of alpha-tetoprotain (AFP) In fetal sarum was first recorded.
by Bergstrand and Czar In 1956." Alpha-fetoprotelh is a single polypeptide
chain glycepratein with a melacular weight of approximately 70,000 daitons.
The physicochemical properties and amino acid gompaosition are similar Lo
thess of albumin.2* Synthests of AFP accurs primarily in the liver and yolk
sac of the fetus, It Is secrated into fetal serum, reaching a peak at about
13 waeks gestation and gradually declining thereafter. Elavated serum AFP
levels subsequently reappear during pregrancy and In conjunction with
several malignant diseases.

Cancer Management

Alpha-fetoprotein (AFP) was first described as a human tumar-asseciated
proteln In 1964 by Tatarinov.® Since then, it has been shown that
slevation of serum AFP abova values typically found in heaithy [ndhdduals
accurs in several mafignant diseases,>® most notably nonsetinomatous
testicular cancer and primary hepatocellular car¢inoma. In lhe case
of nenseminomatous testicular cancer, a direct refationship has been
observed between the incidence of elevated AFP levels and the stage
of disease.»1° Elavaled AFP levels have alss been observed In patlents
diagnosed as having seminoma with nonseminomatous elemants bul have
not been cbserved in patients with pure seminoma.®%12 Human charisnic
gonadotropin (hCG) and AFP are alse important prognosile indicators of
survival rate among patients with advanced nanseminomatous gsrm call
testicular wmars. ™

The usefuiness af AFP measurements In the management of patlents with
nenseminomaltaus testicular cancers has been wall documented.hIhi4
For patients in clinical remission following treatment, AFP levals generally
decrease.!! Post-operative AFP values which fall o relurn to normal
strofgly suagest the presence of residual tumer, 57! Tumor recurrence s
olten accompanied by a rise in AFP before progressive disease is clinically
- evidant.™? .

Grealer than 70% of patients with primary hepatocellular carcinoma have
been reported lo have elevated levels of serum AFPSOS Elgvated AFP
levels have cccasfonally been found in assoctation with gastreintestinal
ract cancers wilh and without fiver metastases'® and only rarely in
olher malignancies.® Serum AFP has been faund lo be elevaled
during pregnancy, Iin diseases such as atada telanglectasla, hereditary
tyrosinemla, teratocarcinoma and in benign hepatic conditions sugh as
acute vial hepatitis, chranle active hepatitis and clrrhosis.&1% 7 Elgvation
of serum AFP in benign hepatic diseases is usually transiant.?

AFP testing Is nat tecommended as a sereening procadure to delect

Prenatal Testing

Many studies have confirmed the utilily of AFP In the early datection
of fatal open neural tube defects (NTD).®2° In the US, NTD, primarily
ansncephaly and spina bifida, occur at the rate of between 1 and 2
per 1000 Eve births and ars among the most common major congeénital
mallormations, 23! The incidence of NTD varies geographically and across
raclal groups.24:28 .

Anencephaly Is incompatible with fife and accounts fer ene-third to ona-hall
of all NTD. Open spina bifida can vary widely in sevarity.

Reporls from the sclentific fMerature suggest additional faclors to be
consldered whan assessing the fisk of an NTD being present?# One
is the elfect of matemal waighl. Maternal blaod volume, as reflacted by
malarnal waight, has been raperted to aifect maternal serum AFP (MSAFP)
concentration in matemal circulation; the highar the matemal welght, the
tower lhe MSAFP concentration, 2328 Anather factor to cansider is maternal
diabetes, Insulin dependent diabetic women reporiedly hava MSAFP [avals
significantly lower Whan non-diabetic women and an Increased Incldsnce |
of NTD,278.30 patarnal serum AFP levels In the black population average
about 10% higher than MSAFP values in the non-black poputation. An
adjustment factor or use of an appropriate normativa data base have bean
suggested in the literature, 2525

Amnictic (luid AFP (AFAFP) levsls peak at aboul 13 wesks gestalion
after which they rapidly decline until about 22 weeks gestation and than
gradually decline unlil term, Transfer of AFP Into maternal circulation is
accomplished primarily through diftusion across the placenta,? If the
fetus has an apen neural tube defect, AFP Is thought to leak directty
inlo the amnictic Nuld (AF) causing unexpectedly high lavels of AFAFP.
Subsequently, the AFAFP reaches the maternal circulation, thus preducing
abnormally elevated lavels of MSAFP. Certaln fetal abnomalities such
as congenital ranal disease and esophageal alresia also show AFAFP
elevatlons 343 Other fetal distress situations such as omphalocale of
gastroschlals, defective kidneys, threatenad abartlon, prematutity and
sometimes fetal demise™7 may exhibit abhormatly high levals of MSAFR.
Incraased MSAFP values are also seen in multipls pregnancles® and
in normal singleton pregnancies In which the gestaitonal age has been
undarestimated. Low MSAFP valugs have heen asseclated with molar
pregnancy, missed abartion, pseudocyesis, overestimatad gestational age
and Down Syndrome, 29 ]

In a report on over 18,000 pregnancies, the UK. Collaboralive Study has
established multiples of the median (Moh) as the praferred way lo express
AFP rosults.® The median AFP value for each gestational wesk Is first
determined; then Individual AFP levels are reportad as multiples of this
value. This methed of expression facilitates comparison of AFP test results
across gostational weeks and between laboraterles.

AFP tasting during pregnancy is recommended as an alfective way to
determine those women potentialiy at risk of carrying a letus atfected with
an open NTD, Used in conjunction with other confirmatery procedures
such as ultrasonography or amnicgraphy, measurament of AFP serves as
an important ool in the care and management of thase palients.

BIOLOGICAL PRINCIPLES OF THE PROCEDURE
The ARCHITECT AFP assay Is a wo-step Immunoassay for lhe quantiiative
measusement of AFP in huian sarum, plasma and amnlotic fiuld using

' CMIA tachnalogy, with flexible assay protocals, referred 1o as Chemiflex,

In tha first step, sampta and anti-AFP coated paramagnstic micraparticles,
are comblned. AFP present in the sample binds to the ant-AFP ceatad
microparticles. After washing, anli-AFP acridinium-labeled conjugate I3
added ta create a_reaction mixiure in the second step. Followirg another
wash cyole, pre-trigger and trigger solullons are added fo tha reaction
mixture. The resulling chemiluminescent reaction Is measured as relative
Hight units (RLUs). A direct relationship exists betwaen the amount of AFP
in tha sample and the ALUs detecled by the ARCHITECT / System optics.
For additional information on system and assay technology, refer 1o the
ARCHITECT System Operations Manual, Section 3.

REAGENTS
Reagent Kit, 100 Tests/500 Tests
NOTE: Scme kit sizes ara nct available in all countrias or for use on all
ARCHITECT { Systems. Please conlacl your lacal distributor.
Al gent 3P
. 1 or 4 Bouels) (66 mL270 ml) Anli-AFP
(mouss, monoclonal) coated microparticles in MES buffer with protein
(bovine) slablfizer, Minimum concentration: 0.1% solids, Preservative:

C\‘h’j?

cancer in the general popwation. - a ProCiln 300, ]
AEATIUATINIITUAN ASUSENIASIABLANVITDEEAIUGATEl 1 or 4 Bollis(s} (59 mL/26.3 mL} Anl-AFP (mouse,
4 monoclonal) acridinium-labelzd conjugate’in MES buffer with pml%
({bavine) stabilizer, Minimum goncentration: 400 ngfmL, Preservalives:d 5
®.0378 UITTWNITUN A scrabial agents and sadium azide. ) LABORATE’{%S
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Package insert insiructions must be carsfully followed. Reliability of
assay results cannot ba guaranieed if there are any devlatiens from
the Instructions in this package insert.

WARNING: The concentration of CEA in a given specimen,
datermined with assays from different manufacturers, can vary

due to differences in assay methods and reagent specificily. The
resulis raported by the laberatory te the physician must include

‘the idenlity of the CEA assay used. Values obtained with differant

assay methods cannol be used interchangeably, If, in the course of
meniloring a patient, the assay methed used for determining CEA
levels serally is changed, additional sequential testing should be
carried out. Before changing assays, the laboratary MUST centirm
baseline values for patients baing serially monitored,

CAUTION: United States Federal Law restricts this device {0 sale
and distribution by or on the order of a physician, or to a clinical
laboratory; 2nd use is restricted to, by, or on the order of a physician.

| NAME
ARCHITECT CEA (carcinoembryanic antigen)

£l INTENDED USE

The ARCHITECT CEA assay is a Chemiluminescent Microparticle
Immunoassay {CMIA) for the guantitative determination of
Carcinoembrycnic Antigen (CEA) in buman serum and plasma. The
ARCHITECT CEA assay is to be used as an aid in the pregnosis and
management of cancer patients in whom changing congentrations of
GEA are observed.

SUMMARY AND EXPLANATION OF THE TEST
Carcincembryenic anligen (CEA), first described in 1965 by Gold and
Freedman,! is a lumor assoclated antigen, CEA was characterized
as a glycoprotein of approximately 200,000 molecular welght with
a, B-electrophorelic mability. ® Subsequent development of a
radiolmmunoassay {RIA} by Thomsan, et al* made It possible to
detect the very low concentrations of CEA in blaod, other body fluids,
and also in rormal and dissasad tissues.> Two years later, Hansen,
st al® developed a modified RIA for CEA.

The result of clinical studias to date indicate that CEA, although
originally thought to be specific for digestive tract cancers, may
also be elevated in other mafignancies and in some nonmalighant
disorders 815

CEA testing can have signilicant value in the moenitoring of patients
with diagnosed malignancies in whom changing concentrations of
CEA are observed. A persistent elevation in circulating CEA following
treatment is strongly indicatlve of occult metastatic andfor residual
disease. 1620
A persnstently rising CEA value may be associated with pragressive
malignant disease and a poar therapeulic response.”*32 A declining
CEA value is ganerally indicative of a faverable pragnosis and a goad
response 1o rzatment 21- 2324 Patiants who have low pretharapy CEA
|svels may later show elevations in the CEA level as an Indication of
progressive disease. 2
Clinical relevance of the CEA assay has been shown in the
fallow-up management of patients with colarectal, gastric, breast,
lung, prostatic, pancreatic, and cvarlan carcinoma,!®: 24 2533
Follow-up studies of patients with colorectal, breast, and king
carcinoma suggest that the preoperative CEA laval has prognostic
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CEA testing is not recommended as a screening procedure 1o detect
cancer in the general population; however, use of the CEA test

as an adjunctive test in predicting prognosis and as an ald in the
management of cancer patients has been widely accepted.

§ BIOLOGICAL PRINCIPLES OF THE PROCEDURE

The ARCHITEGT CEA assay is a two-step immunoassay to determine
the presance of CEA in human serum and plasma using CMIA
technelagy with flexible assay pratocols, referred ta as Chemiflex.

1. Sample and anti-GEA coated paramagnetic microparticles are
combined. The GEA present in the sample binds ko the ant-CEA
coated microparticles.

2. After washing, anti-CEA acradimum labeled conjugate is added to
create a reaction mixture.

3. Following another wash cycle, Pre-Trigger and Trigger Selutions
are added to the reaction mixture,

4. The resulting chemiluminescent reaction ts measured as relative
light units {RLUs). There is a direct relaticnship between the
amount of CEA in the sampla and the RLUs detacted by the
ARGHITECT iSystem opties.

For additional information on system and assay teehnalogy, refer to

the ARCHITECT System Operations Manual, Section 3.

K REAGENTS

Kit Contents

ARCHITECT CEA 7K68

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

TKG827  7KE822  TKBBAS  TKEBA2

W 100 400 500 2000

[micropARmictEs] 1 x 6.6 mL  4x68mL 1x270mL 4 x 27.0 mL
1x58mL 4x59mL 1x263mL 4x263mL

anki-CEA (mouse, monoclonal) coated
Microparticles in TRIS butfer with protein (bovine) stabilizer. Minimusm
cencentration: 0.1% solids. Preservative: Antimicrobial Agents.

ami-CEA (mcuse, monoclenal) ¢ acrid:n[um-labe:ad‘ --. E’Dk‘&?&‘\é
Con]ugate In phoasphate buffer with protein (novme} stabilizer.

Minimum concentration; 0.8 pgfml., Preservative: Antimicrcbial "aﬁg‘-?n%n .?A Ma f)‘ﬂ
Agents.

Fowmaat roridate

ol emue

Other Reagents

cord
[ENALTYASSAY MARUALDILUENT] 1 x 100 ml. ARCHITECT Muli-Assay ~+ ©©
Manua) Giluent, (FE%] 7D82-50, containing phosphate buffered saline
solulion. Preservative: anlimicrobial agent.
ARACHITECT Pre-Trigger Solution cantaining
1.32% {wiv) hydrogen percxide.
ARCHITECT Trigger Solution containing 0.35 N
sodium hydroxide.

ARCHITECT Wash Buffer cenlaining pirosphate
puifersd saline solation. Preservatives: antimicrobial agents.

T

NOTE: Boltle and volume varies based on arder.
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{reF] 77025 ‘e Total PSA
7K70-20 7 7K70
[REF] 7K 70-35 j G47685R07
[FEF] 7K70-30 o B7K700

Package Insert instructions must be carefully followed. Refiability of
assay results cannot ba guaranteed if there are any devlations from
the structions in this package insert.

WARNING: The concentration of Total PSA in a given specimen,
determined with assays from different manufacturers, can vary

due 1o differences in assay methods and reagent spacificity. The
results reported by the laboratory to the physictan must includs the
Identity of the Total PSA assay used. Valuss obtained with different
assay methods, including Abbett PSA assays, cannot be used
interchangeably. If, in-the course of monitoring a patlent, the assay
‘mathod used for determining Total PSA lavels serially is ¢changed,
additional sequantial testing should be carried out. Prior ta changing
assays, the laboratery MUST confirm baseline values for patients
baing serially manitored. ’

NAME
ARCHITECT Total PSA {Prostate Specific Antigan)

INTENDED USE

The ARCHITECT Total PSA assay is a Chemilurninescent

‘Microparticle Immunoassay (CMIA) far the quantitalive determination

of Total PSA (both Free PSA and PSA complexed to alphia--

antichymotrypsin) in human serum:

1. As an 2id in the detection of prostate cancer when used-in
conjunction with digital rectal exam (DRE) in men 50 years or
older. Prostatic biopsy s required for diagnosis of cancer.

2.. As an adiunctive test to ald In the management of prostate
cancer patients.

SUMMARY AND EXPLANATION OF THE TEST

Prostate specific antigen (PSA), a member of the human kallikrein
gene family, is a serine protease with chymotrypsin-like activity.
The mature form of PSA Is a single chain glycopratein of 237
amino acids containing 7-8% carbohydrate as a single N-linked
ollgosaccharide side chain. PSA has a molecular weight of
approximately 30,000 daltons.! & 37. 38

The major site of PSA praduction is the glandular epithelium of the
prostata. PSA has also been found in breast cancers, salivary gland
naoplasms, periurethral and anal glands, cells of the male urethra,
breast milk, blood and urine.» 2 PSA preduced in the prostate is
secrated into the seminal fluid in high concentrations., A majar
function of PSA is the proteaiytic cleavage of gel-forming proteins in
Ihe seminal fluid, rasulling in Lhe liquefaction of the seminal gel and
Increased sperm mobility,' Low levels of PSA are found In the blood
as a result of leakage of PSA from tha prostate gland. Increasing
levels of serum PSA ars associaled with proslatic pathology, .
including prostalitis, benign prostatic hyperplasia (BPH), and cancer
of the prostate.’ 37

PSA occurs in three major forms in blood. The major
Immunodetaclable form Is PSA complexed with the sering protease
inhibitar, alpha-l-antichymotrypsin (PSA-ACT). Uncomplexad, or

Ftaa P8A, is the other immunadetectable form of PSA in serum,

The majority of Free PSA in serum appears to be an inactive form
that .canno! complex with protease inhibbitors and may be either a
PSA zymogen or an enzymatically- tnactw% cleaved form of a

TUHANTTEMATIAB S rmsadivk m‘i@f’»%

Equimolar-response P8A assays have an equivalent response o
both Free PSA and PSA-ACT.! The ARCHITECT Total PSA assay is
an equimalar assay. A third form of PSA, a complex with alpha-2-
macreglobulin, is nol detectable with current Immunoassays for PSA
due to lha engulftnent and subsequent masking of PSA epltopes by
the alpha-2-macroglobulin malecule, " 8 #

Prostate cancer is the most frequently diagrosed cancer and

the second leading cause of cancer deaths in man in the United
States.!® Eayly diagnosis of carcinema of the prostate is hindsred
by the lack of symptams in men with localized tumors. Therefore,
early detection requires a simple, safe, and inexpensiva test for the
disease in asymptomatic men, The traditicnal method for detection
of prostate cancer Is the digital rectal examination (DRE). However,
anly 30 to 40% cof cancers detected by DRE screening are expacted
to be confined to the prostate. The fraquent finding of lacaly
advanced prostate cancer in screened patients may be due to the
inability of DRE to detect lumers of small volume that are most likely
to he confined to the prostate.!! Since patients with small tumors are
believed to have the best prognasis, it can be concluded that DRE
has limited sensitivity in detecting those tumors with the greatest
potential for cure,'2

In a 1990 publicatian by Cooner et &l., data was presented
regarding the clinical use of other diagnostic modalities such as
prostate ultrasanography and serum prostate spacilic antigen for
early detection of prostate cancer. This study found that there

was a significant increase in predictability for cancer when the

DRE and PSA tests were abnormal.R® Several other studies have
shown that the measuremant of serum PSA concentralions offers
several advantages in the early detection of prostate cancer. The
procedure Is more acceptable to patients, the result is objective and
quantitative, and is independent of the examinars skill. In sevaral
recent studies.of healthy men 50 years or clder, serum PSA levels
had the greatast ahility to predict prostate cancer. These studies
cancluded that not enly is serum PSA measurement a useful
addition to rectal examination and ultrasonography in lhe detecticn
of prostate cancer, but that it is also the most agcurate of the three
tests for ihis purpase. 5 In January 1992, the American Urslogical
Assoclation endersed annual examination with DRE and PSA, far
sarly detecllon of prostate cancer, beginning at age 50.'% This was
reaifirmed by the American Cancer Seclety in November 19927
The combined use of DRE and PSA has bsen shovm to result in an
increased detection of early stage prostate cancer; however, the
benefit of early detection on palient cutcame has not been proven
and Is the subject of ongaing clinical trials, 7 1345, 18, 19

PSA lasting can have significant value in detecting metastatic or
persistent disease in patients [ollowing surgical or medical treatment
of prastate cancer. Persistent elevation of PSA following treatment,
or an increase in a post-treatment PSA level is indicative of recutrant
ar resldual disease. PSA testing is widely accapted as an adjunctive
lest in the management of prostate cancer patients,37
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‘H BIOLOGICAL PRINCIPLES OF THE PROCEDURE

The ARCHITECT Total PSA assay Is a two-step Immunoassay 1o

determine the presence of Total PSA (both Free PSA and PSA

complexed to alpha-1-antichymoliypsin) In human serum using CMIA

technology with flexible assay protocols, refarred to as Chemiftex.

1. Sample and anti-PSA coated paramagnelic microparticies are
‘combined lo create a reaction mixture. The PSA present In the
sample binds to the anti-PSA coated microparticles.

2. After washing, antl-PSA acridinium-labsled conjugate is added. ~

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

3. The resulting chemiluminsscent reaction Is measured as relative
light units (RLUs). There is a direct relationship between the
amount of Totzl PSA in liie sample and the RLUS detected by
the ARCHITECT iSystem optics, -

For additional Information on system and assay technolagy, refer to

the ARCHITECT System Qperations Manual, Section 3.

REAGENTS

Kit Contents

ARCHITECT Total PSA 7K70

MOTE: Soeme kit sizes are nat available in all countries or for use on
all ARCHITECT iSystems. Please contact your local distributar,

[ner] 7K70-25  7K7020  7KT035  7K70-30

W 100 400 500 2000

[raicroparmcLes] 1 x 66 ML 4 xB6mL 1 x270mL 4x2720mL
1x59mL 4x56mL 1x263mk 4x263mL
Anti-PSA (mouss, menoclonal) coated

Microparticles In TRIS bufler with protein {boving) stabilizer,
Prasarvative: antimicrobial agents.

W Anti-PSA {mouse, monoclanal) acndmrum Iabelad

c njugate in MES buffer with protein (bowne) stabihzer Minimum

cancentration: 10 ng/mL. Praservative: antimlcrobial agents.

Other Reagents

[tuiTi-ASSAY MANUAL DILENT| { ¥ 100 mL ARCHITECT Multl-Assay
Manual Diluent, 7082.50, containing phesphale buffered saline
salution, Preservative: antimicroblal agent.

[PRESRIGGER SOLUTION] ARCHITECT Pre-Trigger Solution contalning
1.32% {wfv) hydrogen peroxide.

(TRIGaER SOLUTION] ARCHITEST Trigger Solution containing 0,35 N
sadium hydroxide,

ARCHITECT Wash Buffer containing phosphate
bufferad saline solution. Preservatives: antimicrabial agents.

NOTE: Bottle and volume varies based on ordar.

Warnings and Precautions.
.

» Forin'Vitro Diagnostic Use
Safety Precautions

CAUTION: This praduct requlres the handling of human- specimens
It is rscommended thal all human-sourced materials be considered
potentially infectious and handled in accordance with the QSHA
Standard on Bloodborne Pathogens. Biosafely Level 2 or other
appropriate biosafety practices should be used for materials that
contain or are suspectad of containing infectious ageris.29-23
Safely Data Sheels are available al www.abbottdiagnostics.com or

. cantact your local representative.

For a detailed discussfon of safety precautions during system
operation, refer 1o the ARCHITECT System Operaliens Manual,

' Reagent Handling

« Do not use reagent kits beyond the sxplration date.

* Dg'not peol reagents within a kit or between kits.

= Before loading the reagent kil on the system for the first lime, the
microparticle bottle requires mixing te resuspaend microparticles
that may have settled during shipment. For microparticle mixing
instruclions, refer to the PROCEDURE, Assay Pracedure section
of this package insert.

+  Septums MUST be used to preven{ reagent evaporation and
contamination and to ensure reagent ntegrity. Rellabllity of
assay results cannot be guaranteed [f septums are not used
accarding to the instruclions in this package insert.

* To avold contaminalion, wear clean gloves when placmg a
septum on an uncapped reagent boltle,

« Once a septum has been placed on an open reagent bottle,
do riot invert tha bottle as this will result In reagent leakage
and may comprornise assay resuits.

« Qver tima, residual liquids may dry on the septum surface.
These are typically dried salts and have no effect on assay
officacy.

For a detalled discussion of handling precaulicns during system

cperation, refer 1o the ARCHITECT Systern Operations Manual,

Section 7.

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

Storage Maximum  Additianal Storage
Temperature  Storage Time Instructions
Unopened] 2-8°C Until May be used immadiately
Cpened* explration  after removal from 2-8'C
date storage.
Store in upright position.
Onboard  System 30 days Discard after 30 days.
lemperature For intormation on tracking
enboard time, refer to
tha ARCHITECT System
Operalions Manual,
Section 5.

* Reagents may be slored on or off the ARCHITECT iSystem. If
reagents are removed from the system, store them at 2-8'C (with
septums and replacemant caps) In an upright position. For reagents
stored off the system, it is recommended that they be stored in
their atiginal trays and boxes to ensurs they ramain upright. If the
microparticle bottle does not remain upright (with a septum
instafled). while in refrigerated storage off the system, the reagent
kit must be discarded. For information cn unloading reagsnts, refer
to the ARCHITECT System Operations Manual, Section 5.

[ndieatians of Reagent Deterioration .
When a conlrol value Is oul of the specified rangs, it may indicate
delericration of the reagents or erors in techniqua. Associated lest
resulls are Invalid, and samples must be retested. Assay recalibraticn
may be necessary, For troubleshocting information, refer to the
ARCHITECT System Operaticns Manual, Section 10.

INSTRUMENT PROCEDURE

The ARCHITECT Total PSA assay file must-be installed cn the
ARCHITECT iSystem from an ARCHITEGT iSystem Assay CO-ROM
prior to performing the assay.

For detailed information on assay file installation and viewing

and editing assay parameters, refer to the ARCHITECT System

Operations Manual, Section 2. o]
Fer information an printing assay paramelers, rafer lo the o f“ -5:‘5;'{'{?

ARCHITECT System Operations Manual, Saction 5.
For a datailad description of system procedures, refer to lhBLABQRA‘r

Section 8.
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ARCHITECT
¥ Free PSA

B4 en

TK71-25 Free PSA
7K7120 " K71
G27497R06

B7K710

Package insert instructions must ba caretully followed. Reliability of
assay results cannot be guaranteed if there are any devialicns from
the Instructions in this package insert.

WARNING: The concentration of Free PSA in a given spacimen,
determined with assays from different manufacturers, can vary due
to dilferences in assay methods and reagent specificily. The results
raported by the laboratory to the physician must Include the Idantity
of the Frae PSA assay usad. Valuss obtained with different assay
mathods cannot be used interchangeably.

NAME
ARCHITECT Free PSA (Prostate Specific Antigen)

INTENDED USE

The ARCHITECT Free PSA assay is a Chemiluminescent
Microparticle Immuneassay {CMIA) for the quantitative detenminatian
of Free Prostate Specific Antigan {(PSA) in human serum. The
ARCHITECT Fres PSA assay is Intended to be used in cenjunction
with the ARCHITECT Total PSA assay in men aged 50 years or
alder with Total PSA values between 4 and 10 ng/mL and DRE
nen-suspicious for cancer 1o detarmine the % Free PSA valua,

The ARCHITECT % Free PSA value can be used as an aid in
discriminating between prostate cancer and benign disease.

E SUMMARY AND EXPLANATION OF THE TEST

‘Prosiale specific antigen (PSA), a member of the human kaflikrein

gene family, is a serine protease with chymotrypsln—like activity.”
The mature form of PSA Is a single chain glycoprotein of 237
aming acids cantaining 7-8% carbohydrate as a single N-linked
dligosaccharide side chain, PSA has a molecular weight of
approximately 30,000 daltons, s34

Tha major site of PSA production is the glandular eplthelium of the
prostate, PSA preduced by the prostate is secreted inlo the seminal
fuid in high concentrations. PSA is also present in urine.and serum?
The function of PSA is the proteciytic cleavage of gel forming
proteins in the seminal fuid resuiting in liquefaction of the seminal
gel and increased sperm mability.3 5 Low levels ot PSA are found
in the blood as a result of leakage of PSA from the prosiate gland.

Total PSA has been proposed as a way to improve the discrimination
between BPH and prostate cancer, espacially in those men with
intermediate levals of total serum PSA.Y 1247 :

B BIOLOGICAL PRINCIPLES OF THE PROCEDURE
The ARCHITECT Free PSA assay is a two slep immunoassay 1o
determine the prasence of Free PSA in human serur, using CMIA
technology with flexible assay protecols, taterred to as Chemifex.

1. Sample and anti-Free PSA coated paramagnetic microparticlas
are combined. The Free PSA present in the sample binds to the
anti-Free PSA coated microparticles.

2, Alter washing, anti-PSA acridinium-labeled conjugate Is added to
create a reaction mixture.

3. Following ansther wash cycle, Pre-Triggsr and Trigger Solutions
are addad to the reaction mixiure.

4. The resulting chemiluminescent reaction Is measured as relative
light units (RLUS). There is a direct relationship between the
amount of Free PSA in the sample and the RLUs detectad by the
ARCHITECT iSystem opties.

For additional information on system and assay technology, refar o

the ARCHITECT System Operations Manual, Section 3.

REAGENTS

Kit Contents

ARCHITECT Free PSA 7K71

NOTE: Some kit sizes are not available In all countries er for use on
all ARCHITECT ISystems. Please contact your [ocal distributer.

7KT1-25 7K-20
W 100 400

1 %65 mL 4x 68 mL
1x59ml 4x 58 mL

Anti-Free PSA {mouse, monoclonal) coated
Microparticles In TRIS buffer with prole{lﬁL bovme) stabilizer. » - .
Preservative; antimicrobial agents. f) dnwey cbnqa“wa’\w f}‘ SHERR

Sncreasing Ievels. of PSA are associated with prostatic pathology; @?ﬂ Anti-PSA (mouse, manoclonal) 'a(:ri dinium-l a.bele q .-
including prostaengs. benign prastatic hyperplasia {BPH), and cancer Ganjugate In MES buffer with protein (bovin <} stabilizer, Minimurn B endiniow
of the prosta}e. ) . concentration: 10 ngfmL. Preservative: antimicrobial agents.
PSA occurs in three majer forms in blood. The major
immunadetectable form is PSA complexed with the serine protease Other Reagents
Inhibitor, alpha-i-antichymotrypsin (PSA-ACT). Uncomplexed, of @ ARG . Soluti .
Fras PSA, Is the other immunodetectable form of PSA in serum, HITECT Pre-Trigger Solution containing
The mejority of Frae PSA In serum appears lo be an inactive form 1.32% (wlv) hydrogen peroxide.
thal cannot complex with protease inhibitors and may be either a ARCHITECT Trigger Solution containing 0.35 N
PSA zymagen or an enzymatically-inactive, cleaved form of PSA, sodium hydroxide,
A third form of PSA, a comglex with alpha-2-macroglobulin (AMG), ARCHITECT Wash Buffer containing phosphate
Is nok delectable with curcant Immfmoassays Iur. PSA due a the buffered saline solution. Praservaiives: antimicrobial agents.
enguliment and subsequtent masking of PSA epitopes by the alpha-
2.macroglobulin molacute,® 3 10 NOTE: Botlle and volums varies based on order.
Immunoassays have been designed to datect Fres PSA, PSA-ACT Warnings and Precautions
complex, and Total PSA (imrmunodetectable forms: e.g., Fres PSA o
and FSA-ACT).Y*2 Using these types of assays, the ptopartion . )
af Frae PSA in the serum was found to be significantly higher * For in Vitro Diagnostic Use .
in patients with BPH than in patients with prostate cancer (p mﬁ:m
< 0.00001).2 The proportion, or percent, 9 PSA delermined o ey
by compating ihe concentration of Free W eRlamanTaman sEnInTmsAmmsotng e L +MED
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5 CA19:9XR"

T

Package insert instruclions must be carefully {ollowed. Rellability of
assay results cannot be guaranteed if there are any deviations from
the instructions in this package insert.

WARNING: The Abbott ARCHITECT CA 15-9XR CMIA assay ulilizes
an antibody/antigen system based on the 1116-NS-19-9 antibody.
The unique reagent formulation employed in the ARCHITECT

[CA 19-9XR assay may return elevaled concentrations when
compared to other methads for samples expressing high levels

of 1115-NS-19-9 reactive determinants. 2 Additionally, there is

ne internationally recognized standard for CA 18-9, which can
contribute to diierences between assay methods. The ARCHITECT
CA 19-9XR assay is standardized to a reference staridard prepared
by Fujirebio Diagnostics, Inc. Performance characisristios of the
‘Yanbatt ARCHITECT CA 15-9XR assay are NOT transferabile to other
diagnostic kits.

The concentration of 1116-NS-19-9 reaciive determinants obtained
with diffiarent assay methods cannot be used interchangeably due
lo difierences in assay methods and reagent specificity. The results
reporled by the laboratery ta the physiclan must include the identity
of the CA 18-9 assay used. I} in the course of monitoring a patlent,
the assay method.used for determining serial 1116-NS-19-9 reactive
detarminant levels is changad, additional sequential testing shoutd
be carried aut. Prior to changing assays, the [aboratory MUST
confirm baseline values for patients being serially monitored.

WARMIMG: 1116-NS-18-8 reactive determinanis are shed naturally
in saliva and other body Huids.? Conlamination of the samples or
the ARCHITECT iSystem disposables with saliva or aeroscls (e.g..
as a result of sneezing) may cause falsely elevated CA 12-9 assay
values. It is recommended that all elevated values be reviewed
and lesting repeated as appropriate. Gloves should always be
worn when handling samples, samnple cups, reactian vessels, and
seplums. Face raasks are also recommended.

B NAME

ARCHITECT CA 19-9XR

INTENDED USE

The ARCHITECT CA 18-9XR assay is a chemiluminescent
microparticle immunoassay (CMiA) for the quantitative determinaticn
of 1116-NS-19-9 reactive determinants in human serum or plasma on
the ARCHITECT ISystem. The ARCHITECT CA 19-9XR assay is lo be
used as an aid in the management of pancreatic cancer patienls in
canjunction with other clinical methods.

B SUMMARY AND EXPLANATION OF THE TEST
The ARCHITECT CA 19-9XH assay delects a tumor-assaciated
antigen, which occurs In tissue as a monosialogangfioside and in
serum as a high molecular weight, carbehydrate-rich glycoprotein
known as a muein 47

=

% en

2K91-24 CA 19-9XR

2K91-32 , 2K91

[REE] 2K91-39 . 613-031 11/16/R03
* B2K9YO0

The ARCHITECT CA 19-9XR assay is based upon a monoctonal
antibody, 1116-NS-19-9, which reacts with a carbohydrate antigenic
determinant expressed on the circulating antigen.*®

The results of published research studles®! indicate that the

CA 19-9 assay value is frequentiy elsvated In the serum of subjects
with various gastrointestinal conditions, such as pancreatic,
colorectal, gastric, and hepatic carcinomas. No data exist 10 support
the use of CA 19-9 in screening for malignancies.” 1 The role of
CA 19-0 is to be used as an adjunct with other diagnostlc information
in ths management of patients with pancreatic cancer.! Increased
serum CA 19-9 assay values have also been observed in patients
with metastases and in nonmalignant cenditions such as hepatitis,
cirhosis, pancrealitis, and olher gastrointestinal disease, 1. 1720
Elevated levels have also been seen in cystic fibrosls. 2?4 Research
studies demonstrate that CA 19-9 assay values may have utility

in manitaring subjects with the above-mentioned diagnosed
gastrointestinal malignancies.?>2® [t has been shown lhat a persistanl
elevation in CA 19-5 assay value following treatment may be
indicative of ocoult metastalic andfor residual disease. A persistently
rising CA 19-9 assay value may be assccialed with progressive
malignant disease and poor therapeutic response. A declining

CA 13-9 assay value may be indlcative of a favorable pragnosis and
a good response to treatment. 2998

Testing for 1116-N8-19-9 reactive determinants must not be used

as a screening procedure for malignancy. 1116-NS-19-9 reactive
daterminants ate presant as a normal constiteent in serym and’
plasma of individuals witheut gestrointestinal carcinomas or having
certain aforementioned non-cancer related conditions.

K BIOLOGICAL PRINCIPLES OF THE PROCEDURE
The ARCHITECT CA 19-9XR assay is a two-step immunoassay for
the quantitalive dstarmination of 1116-NS-19-9 reactive delerminants
in human serurn or plasma using CMIA technology with flexible assay
protacols, referred to as Chemillex.

1. Sample and 1118-N5-19-9 coated paramagnetic microparticles
are combined, The 1116-NS-19-9 reactive determinants present
in the sample bind to the 1116-NS-19-9 coated microparticles,

2, AMter washing, 1116-MS-18-9 acridinium-labeled cenjugate is

added to create a reaction mixture.

Following ancther wash cyele, Pre-Trigger and Trigger Sclutions

are added to the reaction mixtura,

The resulting chemiluminescent reaction Is measured as relative

light units {BLUs). There is a direct relationship between the
amount of 1116-NS-19-9 reactiva determinants in the sample and
the, ALUs detected by the ARCHITECT iSystemn optics.

For additional informaticn on system and assay technology, refer o
Ihe ARCHITECT System Operations Manual, Section 3.
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REAGENTS

Kit Cantents

ARCHITECT CA 19-9XR 2K91

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

Disposal

P501 Dispose of contents / container. In

accordance with local regulations.

The following warnings and precautions apply to:

aKa1-42 IK91-24 2K91-39
W a5 400 500
[MicAopaRTICLES] 1 x 6.6 mL 4x 6.6 mbL 1% 270 mL
1x59ml  4x59mL  1x263ml

1116-N$19-9 (mouse, monoclonal) coated
microparticles in citrate buffer with protein (boving) stabilizer.
Minimum cancentration; 0.08% salids. Presentahves sodium azide
and PraClin 300. @ Fadvohey p.lédﬁwmﬁqu‘gw
[JETHIUGATE! 1116-NS-19-9 {mouse, monaclonal) acridiniuim-jabe )

ahele'd

con;ugate in phosphata butter wilh protein (bovine) “Stabliizer, Ac_néfm\fp

Minimuen concentration: 0.5 pgfmL. Preservatives: sodium azide and
ProClin 300.

A

Other Reagents

{autTr-assay MANUAL DILUENT| { ¥ 100 mL ARCHITECT Muiti-Assay
Manual Diluent, 7D82-50, containing phosphate buffered saline
solution. Preservative: antimicrobial agent.

ARCHITECT Pre-Trigger Solution containing
1.32% {wfv) hydragen paroxide.

ARGHITECT Trigger Solution coataining .35 N
sodium hydroxids.

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

Warnings and Precautions
.

s For in Vitro Diagnostic Uss
Safety Precaufions

CAUTION: This product requires the handling of human specimens.
It is recommended that all human-sourced materials be considered
potentially infectious and handled in accordance with the OSHA
Standard on Blacdborne Pathogens, Biosafaty Level 2 or ather
appropriate biosafety practices shauld be used for materials thal
contaln or are suspected of conlaining infectious agents. 3833

DANGER : polye!hy[ene ghycal-oclylphenyl:
ether methy}isoth:aznrunes and sadium
azide.

H37 May cause an allergic skin reaction.

Haig Causes seriols.eje daimage.

Hg12 Harmful to aquatic life with fong [sting
effects,

EUH032 Contact with acids liberates very toxic gas.

Prevention ‘

(P261 Avaid breathing mist | vapors / spray,

P280 Wear protective gloves | protective
clothing / eye protection.

p272 Contaminated work clothing should nat be
allowed aut of tha workplace.

P273 Avold release io the environment.

Response

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

P333+P313 If skin frritation or rash accurs: Gat
medical advice [ attention.

P305+P351+P338 IF IN EYES: Rinse cautiously with water for
several minutes. Remove contact lenses, If
present and easy to da. Centinue rinsing.

P310 Immediataly call. A"POISON CENTER or
doctor / physisian.

Pa62+P364 Take off contaminated ¢lothing and wash
it before rause.

Disposal

P501 Dispose of contents | container in
accordance with local ragulations.

Safaty Data Sheets are available at www.abbottdiagnostics.com or
contact your local representalive,

For a detailed discussion of safety precautions during system
operation, refer to the ARCHITECT System Operatians Manual,
Section 8.

The following warnings and precautions apply to; [MISROPARTIGLES] fieagent Handling
s 1118-NS-18-9 reactive determinants are shed naturally in saliva
and other body fluids.® Contaminatian of tha samples or the
@ ARCHITECT ISystem disposables with saliva or aerosols (&.9.,
k as a result of sneezing) may cause falsely elevated CA 19-3
WARNING Contains melhyfisathiazolones and sodium assay values. It Is recommended that all elevated values be
azide, reviewed and testing repeated as appropriate. Gloves should
Hawr May cause an allergic skin reaction. always be worn when handling samples, sample cups, reaction
EUHO32 Contact wilh acids liberates very toxic gas. vessels, and septums. Face masks are also recammeanded.
Prevention s Do hat use reagent kits beyond the expiration date.
P261 Avoid breathing misl / vapors | spray. = Do not poal reagents within a kit or betwean kits.
p272 Contaminated work clathing should notbe |« Bafare loading the reagent kit en tha system for the first ime, the
allowed oul of the workplace. micropariicle bottle requires mixing to resuspend microparticles
£280 Wear protective gloves | protective that may have saltled during shipment. For microparticle mixing
clothing [ eye protection. instructions, relfer to the PROCEDURE, Assay Procedure section
Response of this package insert.
P302+P352 IF ON 8KIN: Wash with plenty of waler. «  Septums MUST be used to prevent reagent evaporation and
P333+P313 If skin irritation or rash occurs: Get contamination and to ensure reagent integrity. Reliakbifity of :
) medical advice / attention. assay results cannot be guaranteed if septums are not used @ L
P3G2+P354 Take off contaminatad clothing and wash accarding to the instructions in this package Insert. e i
it belore reuse. gﬁﬁszs
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{additional sequential testing should be carrfed oul. Pricr 1o changing
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AT A ey

Package insert instructions must be carefully follewed. Reliability of
assay resulls cannot be guaranteed if there are any deviations from
the instructions In this package insert.

WARNING: CA 15-3 assay values obtained with different assay
methods cannet be used inlerchangeably dus lo differences in
assay methads and reagent specificlty. The results reported by

the laboratory to the physician must include the ldentity of the CA
15-3 assay used. If, [n the course ol monitoring a patient, the assay
metirod used for detarmining serial CA 15-3 levels is changed,

assays, the iaboratary MUST confirm baseline values for patients
baing serially monitored,

NAME

ARCHITECT CA 15-3

INTENDED USE

The AACHITECT CA 15-3 assay Is a chemiluminescent microparticle
immunoassay (CMIA).for the quantitative determination of DF3
dafined antigen in human serum and plasma on the ARCHITECT
iSystem.

The ARCHITECT CA 15-3 assay is to be used as an aid In the
management of Stage ([ and Il breast cancer patienis. Serlal testing
for patient.CA 15-3 assay values should bs used in cenjuaction with
other clinical methods for monitoring breast cancer.

H SUMMARY AND EXPLANATION OF THE TEST

The ARCHITECT CA 15-3 assay values are defined by using the
11508 and DF3 monoclonal antibodies.! 2 Menoclenal antibody
11808, raised agalnst human milk-fat globule membranes; and
menaclonal antibody DF3, ralsed against a membrane enriched
fraction of metastatic human breast carcinoma, react with epitopes
expressed by a family of high molecular weight glycoprateins
designated as polymorphic epithelial mucins (PEMs). 38

Research studies have indicated that CA 15-3 assay values are
frequently elevated in patients with breast cancer.™7 These studies
have suggested that the CA 15-3 assay may be of clinical value for
manitoring the response of patients undergoing therapy because

BE en

2K44-21 CA 15-3
2K44-27 ; 2K44
2K44-37 614-001_Ro02

: B2K4V0

| BIOLOGICAL PRINCIPLES OF THE PROCEDURE

The ARCHITECT CA 15-3 assay Is a two-step Immunoassay for the
quantitative delermination of DF3 detined antigens in human serum
and plasma using CMIA technelogy with Hlexible assay protocals,
referred to as Chemiflex,

1. Sample, wash bufier and 115D8 ¢oated pararnagnelic
microparticles ara combined. The DF3 defined antigen present in
the sample binds to the 115D8 coated microparticles.

2. After washing, DF3 acridinium-labeled conjugate is added to
create a reaction mixture.

3. Following anather wash cycle, Pre-Triggsr and Trigger Solutions
ara added lo the reacticn mixiure.

4, The resulting chemiluminescent reaction is measurad as relative
light units {RLUs). Thers is a direct relationship between the
amount of DF3 defined antigen in the sample and the RLUs
detected by the ARCHITECT iSysiem optics.

This assay Is unlque In that the callbrators are supplled

prediluted. The ARCHITECT System dilutes all cantrols and

specimens by the same final dilution factor as the prediluted
calibrators during the course of the assay.

For additienal information an system and assay lechnolagy, refer to

the ARCHITECT System Operations Manual, Saction 3.

REAGENTS

Kit Contents
ARCHITECT CA 15-3 2K44

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

2K 4427 2Ka4.21 IKAIBT

W 100 460 500

[raicRoParTicLES) 1x68mL 4 %66 mL 1x270mL
1%59mL 4x59mL 1263 ml
11508 (mouse, monoclenal) coated microparticles

in TRIS bustar with protain (bovine) stabilizer. Minimum concenteation:

increasing and decreasing values correlated with disease pragression  0.09% solids. Preservatives: sodium azide and PreClin 3090. 1 .a'.atmi'm 0l 40y
and ragression, respectivaly.® 7+ %0.1515 Additional publishad studies DF3 (mouse, monoclonal) actidinium-labeled conjugate 5 ., , h
have suggested thal increasing CA 153 assay values in patianis in phosphate buffer with pratein (bovine) siabilizer, Minimum s Enidn
at risk for breast cancer recurrence after primary therapy may be concentration: 0.05 pgfmL. Preservatives: sodium azide and ProClin v
indicative of recurrent disease before it can be detected elinlcally.® 300 Py 3%

{5, 16, 19

Elgvalions of CA 15-3 assay values have been reparted.in ﬁ cridigig
" individuals with nonmalignant cenditians such as cirrhosls, hepatitis,
autoimmune disorders, and benlgn diseases of tha ovary and
breast,™ 8 Non-mammary malignancies in which elevated CA 15-3
assay values have been reported include lung, celon, pancreatic,
primary liver, avarian, cervical, and endametrial.7 22 CA 15-3 assay ARCHITECT Pre-Trigger Solution cantaining
vajues are not elevated In most normal individuals.” 1.32% (wjv) hydrogen peroxide,

Tha CA 15-3 assay Is not recommendad as a screening pracedure o AFCHITECT Trigger Solution containing 0.35 N .
delect cancer in the general population; however, use of the CA 15-3 sodium hydroxide.

assay as an aid in the management of breas\ cancer palients has !

beenyrepo .19 ARCHITECT Wash Buifer cantaining phosphate i - _
butfered saline solution. Presarvalives: antimicrobial agents. ME D

LABORATORIES

COUPARY LIITED

Other Reagents

{MULTI-ASSAY MANUAL DILUENT] 4 y 00 mL ARCHITECT Multi-Assay
Manual Difuent, 7D82-50, containing phosphate buffered saling
salution. Preservative: antimicrobial agant.
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:Read Highlighted Changes

M ARCHITECT
| CA 12501

Package Insert instructions must be carefully followed. Reliability of

assay resulls cannol be guaranteed if there are any deviations from
the Instructions in this package insest.

WARNING: CA 125 assay values obtained with differant assay
methads canno! be used Inlerchangeably due to differencés in
assay metheds and reagent specificity. The results reported by

{the faboratory to the physiclan must include the Idantity of the

CA 125 assay used. I in the course of monitoring a patient, the
assay melhod used for detennining serial CA 125 levels is changed,

|additional sequential testing should be carried oul. Pricy to changing

assays, the laboratery MUST confitm baseline values for patlents

baing serially monitorad.

H'NAME

ARGCHITECT CA 12511

INTENDED USE

The ARCHITECT CA 125 H assay is a chemiluminascent microparticle

immunoassay (CMIA) for the quantitative determination of OC 125
dafined anligen in human serum and plasma on the ARCHITECT

1System.

Tha ARCHITECT CA 125 | assay is to be used as an aid in_
manitoring response to therapy far patients with epithelial ovarian
cancer, Serial testing for patient CA 125 [l assay values shouid be
used in conjunction with other clinical methods used for maonitering
ovarian cancer.

SUMMARY AND EXPLANATION OF THE TEST

GA 125 [I'assay values ara defined by using the OC 125 monoclonal
antibady. OC 125 was generated {hrough the hybridization of

mouse myeloma cells ta spleen cells from a mouse immurized

with a human serous eystadenacarcinoma call line called OVCA
433.} ARCHITECT CA 125 Il is a second-generation assay for the
detection of OC 125 defined antigen, The assay utilizes the OC

125 monaclonal antibody, as the capture antibody coated onto
paramagnetic microparticles that bind molecules containing OC

125 defined antigen. These defined antigens are quantified using
acridinium-labeled M11 antibody. The OC 125 maonoclonal antibedy
Is reactive with repeating OC 125 defined antigen expressed by

a high percentags of nonmucinaus ovarian carcinomas (serous,
endometrioid, clear cell, and undifferantiated histelogies) and
epithelial ovarian carcinoma cell lines.: 2 OC 125 defined antigens
wers originally detected in normal paritonsal, pleural and pericardtal
tissues of bath felus and adull. [n the fatus, OC 125 defined antigens
have baen localized in amnlctic and umbilical epithellal and Millerian
epithelial tissues. In thé adult, localization has been identified in
andocervical and endomelrial tissuas and ovarian inclusion cysts and
papiltary excrescences, However, OC 125 defined antigens were not
detected in fetal ovarian tissue or other normal adult ovarian tissues
or benign mueinous ovarian lumers.® In serurn, the OC 125 defined
antigens are associated with high molecular welght glycoproteins
heterogeneous in size and charge. The structure of the CA 125
molectle, including closely situated repeating epitapes for OC 125
and M11 antibodies has been proposed.?

B en

2K45:24 CA 125 Il
2K45-29 . ‘ 2K45
2K45-39 1, 615-001_R02

B2K4FO0

Serurmn CA 125 |l assay values are useful fer monitoring the gourse
of disease in patients with invasive epithelial ovarian cancer [n
a review of nlne published studies, the overall correlation reported
between CA 125 sarum levels and the course of the disease was
87%.5 Persistently rising CA 125 assay values may be asseclated
with malignant disease and paor raspense ta theragy, whareas
decreasing CA 125 assay values may indlcate a favorabls respense
to therapy.51%
A sacond-look, exploratory laparotory may have been performed
previously to.assess response o therapy. The benefit has recently
come into question because of high morhidity and low sensitivity in
delecting rasidual or racurrent carcinoma.’® In women with primary
epithe!ia['ovarian carcinoma wha had undergone first-line therapy
and were candidates for diagnostic second-loock procedures, a
CA 125 assay valuz greater than or equal to 35 UfmL was found to
be indicative of the presence of residual tumar® % 1113 However, a
CA 125 assay value below 35 W/mL daes no! indicate the absence
of residual ovarian cancer because patients with histopathologic
evidence of gvarlan carcinoma may have CA 125 assay values within
the range.of normal individuals.” &
Elevatlans of CA 125 assay values have baen reported in
appraximately 1-2% of hea'finy individuals,® 7 and in individuals
with' nenmalignan eonditions such as cirhosis,'®: ¥ hepatitis,”™ '
endomatriosts, 924 first irimester pregnancy 2527 avarian cysts? 22
and pelvic inlammatory disease,'? 25 Elevations of CA 125 assay
values during:the menstrual cycle have also been reported % 22
Mon-ovarian malignancies in which CA 125 assay values have been
raparted include endocendzal® liver, ¥ pancreatic,'® ¥ lung,'®
calon,'® 41 stomach,™® 3! bilary tract,'® 3! uterine,7 fallopian lube,?
breast,? and endometrial carcinomas.®® 3 The CA 125 assay is
not recommended as a screening procedurs to detect cancer In
the general population; however, the use of CA 125 assay values
as an aid in the management of ovar:an sancer patients has been
reported.7i4

B BIOLOGICAL PRINCIPLES OF THE PROCEDURE
The ARCHITECT CA 125 i assay Is a two-step immunoassay for the
quantitative determinatien of OG 125 defined antigen in human serum
and plasma using CMIA technalogy with flexible assay protecols, !
referred to as Chemiflex.

1. Sample and OC 125 coated paramagnetic microparticles are
combined. The GG 125 defined antigen present in the sample
binds to the OC 125 coated micraparticles.

After washing, M11 acridinium-labsled canfugate is added to
create a reaclion mixure, )
Following another wash cyels, Pre-Trigger and Trigger Solutions
arg added to.the reaction mixture,

The resulting chemiluminescent reaction is measured as relative
light units (RLUs). There is a direct relationship between the
amount of GG 125 defined antigen in the sampla and lhe RLUs
detactad by the ARCHITECT iSystam optics.

For additional information on system and assay technology, refer to

the ARCHITECT System Operations Manual, Section 3.
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E REAGENTS
Kit Contents
ARCHITECT CA 125 | 2K45

NOTE: Soma kit sizes are nol available in all countries or for use on
all ARCHITECT iSystems; Please contact your local distributor.

2K45-29 2K45-24 2K45-39
W 160 400 500
MICROPARTICLES 1x66mL 4% 6.6 mL 1%x27.0mbL
CONJUQATE 1x5.9mL 4x59mL 1x263mL

MICROPARTISLES| anti.CA 125 {mouse, monoclonal) coated
micropartictas In TRIS buffer with protein {bovine} stabilizers.

Minimum concentration: 0.09% solids. Presirvaﬁves: So‘dlum Azide,
and ProClin 300, 3‘3%7_\3; fizs :ﬁ.ga‘*.-ﬂqngﬁ‘a’;"\‘m aaG e
‘ anti-CA 2
conjugate In phosphate buffer with protein (bovine) stabllizers.
Minimum concentration: 0.076 pg/mL. Preservatives: Sodium Azide
and PraClin 300, '

Other Reagents

[MOLTIASSAY MANUAL BILUENT] § 'k 100 mL ARCHITECT Multi-Assay
Manual Diluent, 7D82-50, containing phosphate bufferad safine
solutlon. Preservative: antimicrobial agent.

ARCHITECT Pre-Trigger Solution contalning
1.32% {wiv) hydrogen peroxide.

ARCHITECT Trigger Sofution cantaining 0.35 N
sodium hydroxide,

ARCHITECT Wash Buffer containing phesphate
buflered saline salution. Preservalives: antimicrabial agents.

Warnings and Precautions

.

» For Jn \iiro Diagnostic Use

Safety Precautions

GAUTION; This product requires the handling of human specimens.
It is recommanded that all human-sourced materials be considered
patentially infectious and handled in accordance with the OSHA
Standard on Bleodborne Pathogens, Biosafaty Level 2 or othar
appropriate biosafety practices should be used for materials that

Disposal
P501

Dispose aof contents [ container in
accordance with local regulations.

Safaly Data Sheats are avallable at www.abbottdiagnostics.com or
contact your local reprasentative, -

For a detailed discusslon of safely precaulians during system
aperation, refar to the ARCHITECT System Operations Manual,
Sectlon 8.

Reagent Handling

» Do nol use reagent kits beyond the expiration data.

= Do not pool reagents within a kit or betwaen kits,

« Bafore loading the reagest kit on the system for the first tima, the
microparticle balile requires mixing to resuspend microparticles
that may hava sattled during shipment. For microparticle mixing
instructions, refer 1o the PROCEDURE, Assay Procadure seclion

(mouse, monoclonal) aafdinkim:lahelsd Pesdnniog! this package insert.

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

« To avold contamination, wear clean gloves when placing a
septum on an uncapped reagent bottle.

+ Once a septum has.been placed on an cpen reagent boltle,
do not lnvert the bottle as this will result In reagent leakage
and may compromise assay results,

«  Qvar tima, residual liquids may dry on the septum surface,
These are typically driad salts and have no effect an assay
efficacy.

For a detailed discussion of handling precautions during system

cperation, rafer lo the ARCHITECT System Operations Manual,

Sectlon 7.

Reagent Storage
When stored and handled as directed, reagents are slable until the
axpiration date.

Maximum

Storage Additlonal Storage
Temperature Storage Time Instructions
Uneopenedf 2-8°C Until May be usad immediately
Opened* gxpiration  after ramaval from 2-8°C
data storage,
Store in upright position.
Onbhoard System 30 days Discard after 30 days.

contaln or are suspecied af containing infactious agents. 3338 temperature For Information on tracking
i wani acaution: to; onboard Ume, refar to
1‘:: following warnings and precautions apply \he ARCHITECT Syste
Cperations Manual,
‘? Section 5.
v * Reagents may be stored on or aff the ARCHITEGT 1System. Ir
WARNING TCantalns mefbylisothiazalones and sodlum reagents are removed fram the system, stors them at 2-8°C {with
azide. septums and replacement caps) in an upright position, For reagents
3T May caase an allergic skin reaction stored off the system, it is recemmendad that they be stored in
- = - their origina! trays and boxes to ensure they remain upright, If any
EUHo32 Cqmact with acids liberates very toxic gas'. reagent bottle does not remain upright (with a septum instaltad)
Prevention while In refrigerated storage off the system, the reagent kit must
P26 Avoid braathing mist | vapors { spray. be discarded. For informatien on unloading reagents, refer to the
pa72 Contaminated wark clothing should not be | ARCHITECT System Operations Manual, Section 5,
xcwe‘j out o_f the workptace. Indications of Reagent Deterioration
P280 cl:lah::gn;tz:gv:rg::;zz; protective When 2 coniral value is out ¢f the specified range, it may indicate
- deterioration of the reagents or errors In tachnique. Associaled test
Response - results ara invalid, and samples must bs ratested. Assay recalibration
P302+P352 IF ON SKIN: Wash with plenty of water. may be necessary. For troubleshogting infarmation, refer to the
Pa33+P313 If skin irtitation ¢r ragh occurs: Get ARCHITECT System Cperations Manual, Section 10, ‘éﬁ
medical advice { attentlon, e =
P362+P354 Take off contaminated clathing and wash 'E/ﬂ' MEDES
it hefore reuse. o ' LAB%RA&L%
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