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ARCHITECT 20004,

= Fast Turnaround Time that delivers:
> High Productivity
> Up to 200 tests/hour
> 135 sample load up (35stat 100routine)
> 25 reagent positions refrigerated
= Confidence of Results:
> Chemiflex technology
> Pressure Diff - Clot detection
= Retest Sample Handler (RSH):
> Maximizes operator efficiency
> Multi-Dimensional Sampling

> Automated Rerun, Dilution
and Pretreatment

> Easy sample access
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Sample Carrier

Sample Cup

~ Sample Carrier

» 5 sample positions

~ Allows different tubes of
different sizes

» Primary or Aliquot tubes 125 L

1400 pL

500 pL

» Sample Cups
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Calibrators Controls
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Processing Module: Reagent Center

- Reagent Kits (100 & 500 test kits size)
* Color coded , 2-D barcoded reagents

° assay name

lot number

test size

expiration date

master cal curve info

- Septum is placed on regent bottles prior to loading on

the module

* Key Benefit: Easy inventory management
Easy to use....... simplify operations
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Chemiluminescent Mmicroparticle Immunoassay (CMIA)

A chemiluminescent label conjugated to the antibody or antigen, and it
produces light when combined with its substrate. This method is very
similar to MEIA, though the chemiluminescent reaction offers high
sensitivity and ease of measurement. A noncompetitive sandwich

format yields results that are directly proportional to the amount of
analyte present.

CHEMIFLEX Sulfupropyl Group
*Improves water solubility
I GD I k* I * *Leads to more efficient reaction
Patented Sulfonamide Group
Magnetic Sample Acridinium Derivative Basa/Acid "improves stability
Microparticle Conjugate




ARCHITECT® uses a pre-trigger/trigger reaction to both
enhance and generate light emission

101

(1

Pre-Tnggeris The light generatad
added is measured as
The Pre-Tngzer is Relative Lizht Umit
desined to relesse (RLIT)
the Pateniad
A cridinitam aveay
from the Solid Phase
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ARCHITECT HBsAg Assay Format (Qualitative)

RANNITILATIEH

Tananns 1-step Chemiluminescence Microparticle Inmunoassay (CMIA) Ltazizunﬁﬂﬁij%
dnnawlaai3ansanAwiiln Chemiflex™ Technology &1%3U A37970 HBsAg I3 SaLasna1aa

- 19819M329 , paramagnetic microparticle TILAADLUAIY Anti HBs uazﬂa%gmmﬁﬁ Anti
HBs 7l AnaanNA28 Acridinium zgniINLinsInnwlu RV HBsAg lualagneasindjizen nu Anti
HBs ﬁmﬁauagjuu paramagnetic microparticle Ltazﬂa%gmmﬁﬁuauauaﬁﬁia HBs (Anti HBs) fifiq
2a1nA28 Acridinium

- 91Nt WLAN ancillary wash buffer a9l Ka259819 UAZIANYNEN Pre-trigger MN@I81NEN
Trigger solution WA81WHA A28 ARCHITECT i optical system Tasdiniraiilu Relative Light Units
(RLUs) ANA&NRwS 32319150 maa9 HBsAg 2z 58was9AuAn RLUs 3 laannia3as

- 1@389 ARCHITECT i system 9@ 1%2:6%1@1 Cutoff (CO) 21nn1515Aaag RLUS 289n15¥11

Calibrator
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ARCHITECT HBsAg Assay Format (Qualitative)

nsudana
l7a s/CO Tuwnsudans lagiaIadfIul e baann

Cutoff (CO)
= [(Calibrator 1 Mean RLU x 0.083) x 0.1] + [Cal 2 Mean RLU x 0.6] + 69

Tasd
sedaaTanleen S/ICO < 1.0 Aad1 Nonreactive lag ARCHITECT HBsAg
sedaaTanleen S/ICO 2 1.0 fad1 Reactive lag ARCHITECT HBsAg
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ARCHITECT HBsAg Assay Format (Qualitative)-1-step
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HBsAg in -{
Patient Sample Addition of Polyclonal
Anfi-HBs Conjugate
HBsAg captured
mmidpl'mr_
Conjugate binds to Add

nq:t.red HBsAg. Pre-Trigger

1) Add Anciltary Wasp Buffer Tﬁr
2 ) Incubsate (4 min.)
3.) Wash [x3) Read
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ARCHITECT HBsAg Assay Format (Qualitative)

RESULTS

Calculations

« The ARCHITECT : System calculates the cutoff RLU from the mean RLU of
three replicates of Calibrator 2. The cutoff RLU is stored for each reagent lot
calibration.

Cutoff RLU = 0.012 x (Calibrator 2 mean RLU)

= The ARCHITECT ¢ System calculates the S/CO result for sach sample as
follows:

SfCO = Sample RLU/Cutoff RLU

Interpretation of Results
ARCHITECT HBsAg Initial Results
Instrument Interpretation Retest Procedure

Nonreactive (S/CO value < 1.00) Mo retest required.

Reactive (5/CO value = 1.00) Raetest in duplicate.
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ARCHITECT HCV-Ab Assay Format

nann193ta31ek ARCHITECT®Anti-HCV

T#wannis 2-step Chemiluminescence Microparticle Inmunoassay (CMIA) Ltazizuuﬁﬂﬁij%

%%ma%fﬂﬂﬁﬂﬂﬂuﬁ%ﬁ]% Chemiflex ™ Technology
- A2E1NATID Assay Diluent Lla& paramagnetic microparticle %Mﬂﬁﬂﬂéﬁﬂ Recombinant
HCV u,a%ﬁmuaxgnﬁwnﬁmwﬁu‘lu RV
- Anti-HCV Tw@na£19v111))i581 AU Recombinant HCV wan@tan
- 1A38992a79 U)N3e1 dmtiwaan ué’uﬁuwaugmmﬁﬁ wanAvafda Human conjugate 7l
fAaaaina28 Acridinium
- 27N3i% RV PNANEN TinaSonans La2591AN e Pre-trigger MN@IBUNEN Trigger
solution WA281WHA A28 ARCHITECT i optical system Taadiviubziilu Relative Light Units (RLUS)
- ANMATNRBEIEHI19USHIMBI Anti-HCV 22u1)5AwAs9 AT RLUs 190 laannta3as
Cutoff (CO) = Calibrator 1 Mean RLU x 0.074
S/CO Sample RLU / Cutoff RLU

S/CO < 1.0 = Nonreactive
S/CO 21.0 = Reactive
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ARCHITECT HCV-Ab Assay Format

CORE E1| E2 | NS2 | MNE3 | NSda | MNS4b | NS5a NSsb

301

1568-1831
c100-3

HCr43: The HCr43 protein is expressed in Escherichia coli (E. coli) and is composed of two noncontiguous coding
regions of the HCV genome sequence. The first region represents amino acids 1192 to 1457 (33¢) of the HCV sequence.
The second of the two regions represents amino acids 1 to 150 (core) of the HCV sequence. Because of the similarity of
the genomic organization of the flaviviruses, it is suggested that the first sequence is from the NS3 coding region and
the second sequence is from the core coding region of HCV.

c100-3: The c100-3 antigen is a recombinant HCV protein expressed in Saccharomyces cerevisiae (yeast). The genomic
organization of flaviviruses suggests that the cloned sequence is contained within the putative nonstructural (NS3 and

NS4) regions of HCV. The c100-3 protein is a chimeric fusion protein with 154 amino acids of human superoxide
dismutase (hSOD), five linker amino acids, amino acids number 1569 to 1931 of the HCV polyprotein, and the additional

five amino acid linker at the carboxyl terminus.




ARCHITECT HCV-Ab Assay Format

) » )
"Ov Sample containing
antibodies to HCV
is added

HC-43 and ¢c-100 coated Anti-HCV antibodies bind to the
magnatic microparticle magnatic microparticle

Aft hing, th }k ol

er washing, the '
{ *
“..-‘f-

After washing,
acridinium labelled

anti-human conjugate partented pre-trigge

solution is added

is added e p
R
The conjugate are binds to the Ag- The Ag-Ab bond is broken and the magnetic
Ab microparticle complex microparticles and pellet to the magnet
The partented trigger )-}é ,,‘r The generateql light is
solution is added measured without
L. = microparticle interferance

fﬁ;f
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ARCHITECT HCV-Ab Assay Format

SAMPLE CAPTURE

B

HC-43 coated paramagnetic S A (LT g

microparhicles =ntibodies 1o HCYW
’ + ThoLbats a
Assay Diluent
Ancillary Reagaent)

Sample Wolume 100
Azzay Dilue-t 900l
FiCropticle SOl

c100 coated paramagretic
microparicles

SAMFLE DETECTION

'“"”if'ijt

“"sa =2 :» .= :»
Incubate Fre-Triccen Tricder

Acrdinium Labesled
anti-Hurman Conjugate
{ant-lglis and ant-lghT

Conjugste = 500l

mOZmMOOmMZ-ZCr—EMIO
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ARCHITECT HCV-Ab Assay Format

RESULTS
Calculation
* The ARCHITECT i System calculates the cutoff RLU from the mean
chemiluminescent signal of three Anti-HCV Calibrator 1 replicates and
stores the result. The cutoff RBLU is determined by multiplying the Anti-HCV
Calibrator 1 mean RLU by 0.074.
Cutoff RLU = Calibrator 1 Mean RLU x 0.074
* The ARCHITECT i System calculates a result based on the ratio of the
sample BLU to the cutoff RLU (S/CO) for each specimen and control.
S/C0O = Sample RLU/Cutoff RLU ratio

Interpretation of Resuits
Initial ARCHITECT Anti-HCV Results

Initial Result

(S/CO) Instrument Flag Interpretation | Retest Procedure

= 1.00 REACTIVE Reactive Mo retest required.
0.80 10 0.99 GRAYZONE Grayzone Retest in duplicate.
0.00 10 0.79 NONREACTIVE MNonreactive No retest required.
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ARCHITECT HIV Ag/Ab Combo Assay Format (1)

> A :
RANNIIIILAINSK
DNAYUANNIS 2-step Chemiluminescence Microparticle Immunoassay (CMIA) Ltazizuuﬁﬂ‘mj%

dwnawn Tag 13unsunwsluChemifiex™ Technology &1%3U 5297aU301a HIV p24 uazuandvanaa HIV-1
(Group M k&g Group O) uag HIV-2 Tudsa waznalaan

- M12819AID Assay Diluent LLa paramagnetic microparticle %amﬁau@’f'm HIV-1/HIV-2 Lanh@tan
waz wan@vafea HIV p24 (Monoclonal , mouse) zgniiani@nsannnlu RV

- wawdvafaa HIV-1/HIV-2 uaz HIV p24 uawdtanlunarad1sasrindjizen au HIV-1/HIV-2uan@ianw
uaz wanfuadaa HIV  p24 21Ntk LA3agazans UnIgrantinaan Ltﬁatﬁuﬂa%gtﬂmﬁﬁ HIV-1/HIV-2
WAL (Recombinant), Synthetic prptides LazianAuaana HIV p24 ( Monoclonal , mouse) 17'; Aanaainaly
Acridinium

- RV azgné’f'\mﬂ%ﬂ%ﬁaaa WALANUNEN Pre-trigger AMNAIHUNEN Trigger solution WA2B1WHA
@18 ARCHITECT i optical system laaidinit811)w Relative Light Units (RLUs) @@ ®»a3enI19U30 a9
HIV p24 uawdawn uazuawiuan azuilsiwassnual RLUs N9 laantaas

Cutoff (CO) = Calibrator 1 Mean RLU-1 x 0.40
S/CO = Sample RLU / Cutoff RLU

S/CO < 1.0 = Nonreactive
S/CO 21.0 = Reactive
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ARCHITECT HIV Ag/Ab Combo Assay Format (2)

Anti-HIV Antibody Detection

Conjugate

Microparticle {%% rHIV-1 Group M Envelope Protein Conjugate

rHIV-1 Group M Envelope Protein
rHIV-2 Envelope Protein ﬁ HIV-2 Peptide Conjugate
rHIV-1 Group O Envelope Protein
(‘%’i HIV-1 Group M Peptide Conjugate

Cg% rHIV-1 Group O Envelope Protein Conjugate
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ARCHITECT HIV Ag/Ab Combo Assay Format (3)
HIV p24 Antigen Detection

Y

Microparticle Conjugate
Monoclonal Ab Monoclonal Ab
(Gonformational) (Conformational)
100 pL Sample . Pretrigger
50 uL Specimen Diluent —18MIN__ . p — > Add 50 pul Conjugate —in_ Wash —>  Trigger
50 pL Microparticle Incubation Incubation Report Result




 ARCHITECT

ARCHITECT HIV Ag/Ab Combo Assay Format (4)

Note: The two types of HIV coated microparticles are blended during manufacturing and filled into the
microparticle reagent bottle. The five conjugate types are also blended during manufacturing and filled into the
conjugate reagent bottle.
STEF1 STEP 2
Two types of HIW coated microparticles Addition of five conjugate types (acndinium-labeled HIV Ags.
and patient specimen incubate. peptides, and Ab) followed by signal generation.
T A
f= A, '}- s
=
33 D
& A x
g
E
<L
Microparticle coated with HIV Abs in sample Four Ag-labsled conjugates bind to Fra-trigger and
rHIV-1 Group M, rHIV-2, kind to their antibody on microparticle: Conjugates are: HIV-1 Trigger sclutions
rHIV-1 aroup 0wl respective Group M {round - rAg, diamond - synthetic are added to
capture various HIV Abs HIV Ags on the peptide), HIV-2 (diamond - synthetic peptide), generates the
in sample microparticle. HIV-1 Group O {round - rAg) chemiluminescense
light emission
- e ® 3
=+
[=] ,_4
2 =
T g ® ]
=L
Microparicle coated HIV p24 &g in HIV p24 Ab-labeled conjugate binds
with HIV p24 Ab sample binds to to HIV p24 Ag.
willl capture HIV p24 Ag HIV p24 Ab on
in sample microparticle
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ARCHITECT Syphilis Ab Assay Format

RANNIIIAIIZHA

lEnanniy 2-step Chemiluminescence Microparticle Immunoassay (CMIA) LLazizuuﬁﬂ‘mju
duaaulagizonsautwinChemifiex™ Technology #%5u asatalsinmuanauadds TP Tudsuuas
WRFAN

- luﬁu@ﬂumﬂ §288190337 | Assay Diluent a2 paramagnetic microparticle G'fiomﬁauﬁm
Recombinant TP Antigens (TpN15, TpN17 ez TpN47) azgﬂﬁﬁwﬁLawiﬁuﬁulu RV

- Anti-TP 1w fet199:7UfAT81 U Recombinant TP Antigens 91Ntk 1a3adazd19 UGATeN
RIWLAUAAN LLﬁaLamaugmmﬁﬁ wauGuadda Human IgG Laz IgM 7 feas1n@2y Acridinium

- RV ﬁ]:gﬂé"ml,ﬂuﬂ%ﬁaad a3 adusinen Pre-trigger BN Trigger solution W&281%
Na @28 ARCHITECT i optical system lasfiniaaiiu Relative Light Units (RLUS) ANNENWUEITWIN9
U5 miue9 Anti-TP 2zudsiiuaseniudn RLUs 13 ldainiadas

Cutoff (CO) = Calibrator 1 Mean RLU x 0.20
S/CO = Sample RLU / Cutoff RLU

S/CO < 1.0 = Nonreactive

S/CO 21.0 = Reactive
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ARCHITECT Syphilis Ab Assay Format

Calculation

The ARCHITECT Syphilis TP assay calculates a result based on a cutoff determined by
the following calculation.

e Cutoff (CO) = Calibrator 1 Mean RILU x 0.20
* S/CO = Sample RLU / Cutotf RLU

* The cutoff RLU is stored for each reagent lot calibration.

Interpretation of Results

* Specimens with S/CO values < 1.0 are considered nonreactive by the ARCHITECT
Syphilis TP assay.

* Specimens with S/CO values > 1.0 are considered reactive by the ARCHITECT
Syphilis TP assay.
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ARCHITECT Syphilis Ab Assay Format

Assay Schematic

- ‘h -
Q Sample containing
antibodies to Syphilis
is added

Recombinant TP Antigens Syphilis antibodies bind to the
(TpN15, TpN17, TpN47) magnatic microparticle
After washing, . b "
acridinium labelled pfter washing, the Jf o3¢, axd
anti-human conjugate parttlentt_ed pre-;glgdge { 3
is added solution is adde .
R
LY
The conjugate are binds to the Ag- The Ag-Ab bond is broken and the magnetic

Ab microparticle complex microparticles and pellet to the magnet

The partented trigger ;ié ,;‘r
solution is added — 3
X

The generated light is
measured without
microparticle interferance




ARCHITECT Syphilis Ab Assay Format

ARCHITECT Syphilis TP Assay Format

‘ + \C{%% Im:uhat;' Wash

- h—
Particle coated
with recombinant 1

S le contaimin
Treponema Pallidum (TP) Ag anat]:E:dies to antigl"P
(TpN15, TpN17, TpN47)
+ -.k Im:nhatﬂh- Wash >
Acndimmm labeled

anti-human Conjugate
(ant1-IgG and anti-Ighd)

Pretrigger/Trigger Chemiluminescense
P  Light Emission

ARCHITECT







