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1 General Information

1.0 Infroduction

This manual contains the procedures to operate, maintain and troubleshoat
the ACL System.

Personnel responsible for operating and maintaining the instrument should

read and understand the included material prior to use. This manual should

be kept near the instrument or in a suitabie location for reference as
required,

This section includes a general description of the Instrumentation
Laboratory ACL. Covered material includes product use, methodology,
additional features and procedural [imitations.

1.1 Product Use

Instrumentation Laboratory’s ACL System is a fully automated, high
productivity analyzer for specific clinical use in coagulation and/or
fibrinolysis testing.

Results include both direct hemostatic measurements and calculated

parameters.
ACL System: Front View —
~.r——-—__-'_.-— S
mi e e i —
= =
= =
S
= = \
S : :
N
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1.2

1.2

Measured Parameters
The ACL system is capable of performing the following tests;

Note: An asterix (%) indicates that a test is not currently available in the
United States,

Coagulimetric Tests
PT-FIB (Prothrombin Time and Fibrinogen Level)

APTT (Activated Partial Thromboplastin Time)
PT-FIB/APTT (three tests run simultaneously)
TT (Thrombin Time)

TT/APTT (twe tests run simultanecusly)

Single Factors (VII, X, V, I, XII, X1, IX, VIII: high curve and low curve
factor assays: simultaneous calibration and sample analysis).

Double Tests

A double test facility for PT-FIB, APTT, TT and PT-FIB/APTT is also
provided.

Absorbance Tests
Antithrombin 111

Heparin Xa

Heparin (high curve and low curve)
a-2-Antiplasmin

Plasminogen

Fibrincgen - C

Pro - Chrom

D-Dimer

Special Tests
Pro - IL - Complex*

Hepatocomplex*
ProClot

Protein - 8
APCR-V

Profiles
Itis also possible to run the following profiles on a random access basis:

PT-FIB/APTT
PT-FIB/APTT/TT
PT-FIB/FIB-C

instrumentation Laboratory
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s APTT/FIB-C

e TTI/FIB-C

s HPX*YPCX*

e PCXYAPTU/TT”
o HPX*APTI/TT*
s PCXYFIB-C*

¢ HPXYFIB-C*

* Not available in the US,

1.3 Expression of Results
The ACL system displays and prints results in:

s s(seconds)

e R (ratio)

+ INR (Intemational Normalized Ratio)
s % (percent activity)

« U/mL (units/mL)

¢ mg/dL or g/L {Fibrinogen level)

+ ng/mlL {D-Dimer)

The ACL measures the parameters at 37°C+1°C (98.6°F+1.8°F) at an
ambient temperature from 15°C to 32°C (59°F to 89°F).

At a constant ambient temperature, the ACL measures the parameters at
37°C+0,25°C,

ACL System: Components Description

Reference Emulsion
Dilutor

internal Printer
VDU

Cover

Rotor Compariment
Keyboard

Rotor Housing
Sampling Arm
Rinse Reservoir
Reagent Reservoirs
Sample Tray

NI R LD

G Y
N o W
[
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1.4

1.4

1.4.1

Instrument Description

The ACL is a fully automatic microcomputer-controlled, microcentrifugal
analyzer. The ACL™ system incorporates a video display unit (VDU) that
continually displays the status of the instrument and gives instructions on
how to proceed. Instructions are entered into the ACL system via a
membrane keyboard. When a sampling cycle is initiated, the samples and
reagents are sequentially pipetted into a 20 polystirene (loading). Sample
and reagents are mixed via centrifugal force (rapid acceleration and
braking to blend reaction mixture). Measurements are made while the rotor
is spinning (acquisition). In batch mode the results are displayed on the
VDU and printed by the thermal printer. The ACL performs an automatic
calibration, offers a series of utility programs for the operator and is
capable of carrying out a system precision quality assurance program.

Principal Components
The instrument is composed of the following functional parts:

body structure

sample tray (for cups and primary tubes)

reagent reservoir group (macro and micro reservoirs)
waste system

sampling/dispensing system

needle camying arm assembly

Sensors

rotor housing/measuring chamber

rotor compartment

optical measuring system (clotting and chromogenic)
microprocessor and electronics

thermal printer

video display unit (VDU)

keyboard

RS232C interface

internal cooling system

bar code reader

Sample Tray

The autosampler uses a rotating sample tray with 20 positions each of
14.2 mm diameter (for sample cups of 14 mm and primary tubes of
13 x 75 mm).

Instrumentation Laboratory
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Optical sensors confirm that the plate is positioned and centralized
correctly. The optical sensor also detects the presence of cups/primary
tubes.

Empty position (no cup/primary tube) will stop the loading operation of the
instrument to maximize saving of rotor cuvettes.

The ACL is provided with two sample trays (type 1 and 2) according to the
different kind of primary tube used.

1. Sample tray for cups (0.5, 2 or 4 mL) and primary tubes (1I3mmx 75
mm) with a total filling volume of 5 mL.

2. Sample tray for cups (0.5, 2 or 4 mL) and primary tubes (13 mm x 75
mm) with a total filling volume of 3.5 mL.

Glass Anticoagulant Drawn Blood Total
Volume Volume Volume

13 x 75 mm 0.5 mL 45 mL 5 mL
13 x 75 mm 0.35 mL 3.15 mL 3.5mL

Dimensions and volumes indicated above have to be considered nominal
values.

In general, a sample cup is loaded with calibration plasma (normal pool) in
the pool position. In addition to the pool, IL diluent (sample or factor) is
loaded in the DIL position to perform calibration procedures.

Reagent Reservoirs

This group consists of three reservoirs marked by their respective numbers
of which two (Positions 1 and 2) are cooled to about 15°C by means of a
Peltier effect regulator and agitated by magnetic stir bars (macro only).

Sample Tray

S
In

(i
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The reagent cups are of two types:

Macro, with a capacity of 10 mL

Reservoir # Reservoir Name Test
1 PT/FIB PT/FIB
Single Factors Extrinsic Pathway
1 PCX-HPX* Pro-IL-Complex / Hepatocomplex
2 APTT APTT
Single Factors Intrinsic Pathway
ProCioct
3 CaCl, APTT
Single Factors Intrinsic Pathway
ProClot
3 TT/CLEAN TT or CLEAN

(alternative reservoirs for Profiles)

* Not currently available in the US,

Macro Reservoir

Mocro Reservoir Setup

1.6
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Micro 1 with a capacity of 2.5 mL; 2 and 3 with a capacity of

2mL

Reservoir # Reservoir Name Test

1 TT/PT - FIB Thrombin Time / PT-FIB

2 E/APTT Enzyme for Chromogenic Tests
APTT

3 S/ CaCl, Substrate for Chromogenic Tests
CaCl,

The waste/rinse cup is positioned between reservoirs 2 and 3, This cup is
removable for cleaning.

Waste/Rinse System

The ACL™ is provided with a waste/rinse system which internally connects
the housing of the waste/rinse cup with an exit on the right side of the
instrument by means of a plastic tube.

. . e 3
Micro Reservoir —
| SEa——

&
&,
e

—

RESETSR

Micro Reservoir Setup

Waste/Rinse System /

‘I‘i'
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Sampling / Dispensing System
The system consists of the following parts:

a. Reference Emulsion botfle

This is a plastic bottle containing 500 mL of silicon emulsion which is
employed as a rinse solution and as the optical reference for the
nephelometric channel.

b. Piston block

This is an acrylic block with two cylinders each of which has a stainiess
steel piston.

¢. Electrovalve

Two electrovalves are housed above the acrylic block, one for each
piston. They are controlled electronically and connect the pistons to the
reference emulsion bottle and the two needles mounted on the
autosampling arm.

Needle Carrying Arm Assembly

The two needles, one for the sample (S) and one for the reagent (R), are
mounted on the distal end of an arm which moves radially by means of a
stepping metor. The needle amm also moves in the vertical plane by means
of a worm screw, driven by another stepping motor. The combination of
these two movements permits the execution of the following operations:

Sampling / Dispensing System

Electrovalves

!
e
Reference -
Ermulsion m

1.8 Instrumentation Laboratory
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ACL 6000/ 7000 Operator's Manual

1. Aspiration of the sample (S) and/or reagent (R) from their respective
positions.

2. Filling of the rotor with sample and reagent in the internal and external
holes in the rotor cuvette.

3. Washing of the needles in the constant level waste/rinse station
between reagent cups 2 and 3.

Two fluidic sensors are contained in the needle block to detect sample/s
and reagent/s presence.

Sensors

The liquid sensors are integrated in the ACL by operating them in the
analytical cycles without reducing throughput of the system. The fluid
sensing cycle is executed during incubation and before the acquisition
cycles. For some analytical cycles (i.e. PT, APTT, TT, FIB-C, PCX, HPX),
the control is done in-line during the loading phase.

Sampling Amm with Sensor

|

L__F_I_\_/

0
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The liquid sensors control the presence of:
- flush (reference emulsion)

~ samples in the sample tray (pool, patient samples, deficient plasma,
diluent)

- reagents (in reagent reservoirs)

The philosophy is to provide results with a general warning in case of
sensor falilure and absence of liquid (no reagent) in the reservoirs
(reagents, flush) and to indicate “no sample” for a specific cup in the
sample tray without liquid.

If all cuvettes in the sample tray are empty, the cycle will be aborted (after
the final self check). No other warnings appear on the video nor on the
printer.

The sequence performed during a cycle is as follows:

a. self check

b. liquid test

c. flushing (450 L)

d. final sensor self check

e. indications about lack of reagents on the VDU

The liquid sensors are checked each time an analytical cycle is entered .
Any warning of SENSOR FAIL or NO REAGENT will;

- disappear at the beginning of the loading phase

- appear during incubation/acquisition in case of selfcheck error or
absence of reagents

- remain up to the next loading phase in the foilowing cycle.

An error during the initial seif check terminates the sensor test, but the
analytical cycle continues, Test results will be presented along with a
wamning in the status Jine indicating the sensor failure, No indications will be
given about the absence of samples and/or reagents.

The operator can view the waming condition by pressing the PROG key
and selecting the WARNING option. An equivalent message will be printed
out with the results.

Note:
Liguid quantity aspirated for sensor check on samples and reagents is 14 ul.

1.10 Instrumentation Laboratory
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Measuring Chamber

The measuring chamber is located under the cover on the right top side of
the instrument. It consists of the following sections:

a. Rotor helder
The rotor holder in the measuring chamber is an aluminium disk
thermostatically controlied to a temperature of 38.52:0.5°C to guarantee
37°C inside the cuvette.
The 20 {position) cuvette rotors are mounted on the shaft of a stepping
motor which is piloted by a bipolar-chopper circult. The system, with the
associated decoding disk, tums the rotor and controls positioning during
the filling and measuring stages.

- The normal pool or calibration plasma is dispensed into cuvette 20 of
the rotor when a clean rotor is used.

- The flush/optic reference emulsion taken from the 500 mL bottle
housed in the instrument is usually dispensed into cuvetie 19 of the
rotor.

- The remaining 18 rotor cuvettes (1-18) are filled with samples and
reagents.

- Therefore, 18 is the maximum number of samples than can be
analyzed simultaneously for each rotor and cycle {PT/FIB or APTT} in
single test mode.

b. Rotor preheater
The preheater holds up to ten rotors. The preheated rotor compartment
is moided into the working surface and permits easy removal of the
disposable rotor for analyses. The rotor preheater is th ermostatically
controlled at 38-39°C. The rotor support and the preheater are covered
to maintain thermoreguiation,

Rotor Holder and Rofor Preheater

J77TITIn \

Instrumentation Laboratory

141
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Optical Measuring System
The measuring chamber also contains the optical paths for the two
channels: (1) nephelometric and (2) chromegenic,

Nephelometric Channel

The light source is a light emitting dicde (LED) with a life longer than
100000 hours.

The light is directed to the measuring cuvettes of the rotor by means of
an optic fiber system (A = 660 nm), The scattered light is read at 30°
with respect to the incident source by means of a solid state detector
located below the rotor holder.

Chromogenic Channel

The light source is a halogen lamp, from which the radiation is directed
to the cuvettes of the rotor via a quartz optic fiber and a focusing
system,

The selection of the wavelength for analysis is effected by a narrow
band interference filter centered at A = 405 nm, The optical detector is
mounted in the cover of the measuring chamber. Therefore, readings
are made at a 180° angle from the light source.

The optical path width for the chromogenic channel is 0.5 cm.

A removable cover on the right side of the instrument zllows the
operator to easily substitute the halogen lamp.

Microprocessor and Electronics

This section of the instrument is built around three Intel microprocessors,
These microprocessors drive all events in the equipment, mechanical
movements, aspiration and dispensing of samples and fluids, acquisition
and processing of data and operator interface with input (keyboard) and
output (video/printer) devices.

Clot and Chromogenic Detection System

led

Chromogenic
Clot channel channet

Sensor

[ 405nm fitter

U %ﬂ"l—r—‘[j(' T MF: Rcior

Opftical fiber S ) % Lenses
Sensor

Quartz optical
fiber
Halogen
larmp
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The electronics consist of six printed circuit boards contained in a frame
mounted on the rear of the front panel, Three boards are assigned to the
microprocessor and logic sections while the other three are used for the
interface modules and the various activation controls. These circuits and
the subassemblies of the instruments are supplied by a switch mode power
supply directly connected to the main power.

Internal Printer

This is & thermal printer with 150 print dots on a 72 mm wide strip, A
maximum of 21 characters per fine is allowed in either the graphic or
column mode.

Video Display Unit (VDU)

This module consists of a command circuit and a 9 inch cathode ray tube
(CRT). it guides the operator during the analytical cycle procedures and
displays calibration data and patient results. It can also be used to display
calibration curves.

Thermal Printer

Video Display Unit (VDU) r
‘.‘\ 7
SECTIONA
SECTIONE
Y SECTIONC N
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it is a split screen system that produces both white on black {(normal
format} and black on white (reverse format) alphanumeric displays. The
upper section (A} displays the status of the instrument and each alarm. The
central section (B) displays menus, results, graph plots and instructional
guidelines, The lower section (C) displays the operational instructions.

Keyboard

The keybeard with 58 membrane keys makes it possible to enter the
various operating modes of the instrument. The panel is spill proof. The
keys are divided into four principal groups:

1 Operative (7 keys)
2 Decisional (7 keys)
3. Numerical {11 keys)
4 alpha-numeric {31 keys)

Keyhoard

elololololelolololololb/alelolo
Bleiglolololslololeloly Mololo
Je0000000006Y OOG
= EC C )OO0 B0R
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STOP

PRT

Instrumentation Laboratory

Operative Keys

Will abort all cycles immediately, if confirmed by pressing the ENTER key

within 5 seconds.

If STOP is activated when the instrument is in the PROG menu (PROG), it
will return to the main menu or to a cycle in progress,

/" DO NOT OPEN COVER 24,0UL%.92 )
PT-EIB [E) 12:00
LOADING

PLEASE WAIT
t to return
ENTER fo confltm STOP
. /

If the STOP key is activated and confirmed with ENTER, it will cause the
cycle to abort. The messages “remove rotor” and “ENTER to continue”

appear on the VDU,
e 24,JULY96 )
PT-FIB [E] 12:00
CYCLE ABORTED
STOP REQUESTED
L 1 to continue
S

Upon pressing ENTER, the test menu will be presented.

If the operator does not confirm the stop command within 5 seconds by
pressing ENTER, the instrument will proceed normally.

This key is used to print out via the internald printer under the following

conditions:

- When the VDU displays PRT, the operator may print calibration
(CAL)and Q.C. data if available, or sample data if automatic

printout has not been selected.

- A copy of the last data generated can be reprinted while the
information is still in the instrument memory, in the results screen or

in the “ready” state,

1.15



Notes:
PRT can always be used except during test cycles.

The grey paper advance key is located on the lower right side of the printer
cover and it is accessible from the printer cover.

PROG This key is used to select the special programs (PROG) or to exit from the
utility menu back to the test menu.

This special program menu (PROG) can be activated at any time except
while the system is in the acquistion phase of the cycle. However some
individual programs cannot be entered during an analytical cycle.

COMMANDS Itis used to select specific menus.
INS To create a new sample record.

DEL To delete a sample record.

Decisional Keys

<—,T,—>,~L These keys are used to move the cursor Tor{inamenu display.This
enables selection of the desired cycle or program or to make choices
requested on the video display.

ENTER To confirm numerical data or a decision.
<= Toreturn to a previous frame and to save calibration resuits.

Page up/Page Down To move faster within the sample data base.

Numeric Keys
Numeric Keys To input all numerical data (also sample ID).

alpha-numeric Keys To input patient demographics and/or sample IDs.

RS 232C Interface

The ACL 6000 and ACL 7000 are provided with two RS 232C interfaces
(DTE standard) for the output of data to a central computer or a personal
computer. Communication to a host computer is via ASTM protocol.

External Bar Code Reader Interface

The ACL 6000 and the ACL 7000 are provided with an interface for a bar
code scanner which allows sample ID reading (the external bar code
scanner is optional on the ACL 7000).
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External Printer Output
The ACL 8000 and ACL 7000 are provided with an output for an optional
external printer.

Internal Cooling System
Two ventilators, with an air filter to prevent dust from entering the unit, are
mounted on the left side of the instrument.

A safety element prevents the internal temperature from rising to
temperatures which could damage the function of the instrument by means
of a two level alarm to the operator, The first Jevel alerts the operator to the
condition allowing testing to continue although a wamning will be displayed.
The secand level switches off the instrument.

Additional Features

Standby Status

If the instrument is left on for a period of more than 30 minutes without
operator action, the instrument moves into the standby status.

The VDU screen is dimmed (iow light) and a standby display is presented.

Furthermore ali motors are deactivated to reduce power consumption and
the LED source is switched off.

Rear Panel

WARNING Disconnectlinecardbetare opening 4
ACHTUNG VordemOftnenvamNotztrennon

ATTENZIONE Sconneftere dalicrete primadioprire
ATTENTION Denranchecl’apparellavantd’auvrir
ATENSION Dosconectardeiatedantesdes abrlr 3

2 XT2SAZ20-240V ~ 1 X TRAM00-125 V ~ 2

BE o

L
A See Operators Manual 1 RS 232C
-4  Functional Earth Terminal 2 Rs232C
1 ON (Supply} 3 Bar Code Scanner
Lo OFF (Supply) r~ Alternative current
‘4 External Printer

Instrumentation Laboratory
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An automatic priming cycle is performed every 30 minutes when the
instrument is in the standby mode.,

By pressing the J key as indicated on the VDU, the display retumns to
normal brightness (the LED light source is switched on) and shows the last
screen before entering the standby.

Note:

if the instrument was in the special programs menu (PROG) or in a resufts
frame at the time the standby stalus started, activation of the analizer will
cause the display of the condition (menu or results) present before pressing
the PROG key.

End of the Cycle

At the end of each analytical cycle, a 6-beep signal will notify the operator
of the completion of the cycle,

Power Loss

The ACL contains a non-volatile memory to retain the data base in the
event of a power interruption. The retained data is listed in the following
table unless customizations have been made by the operator.

Default Values at Inifial Power On or
after NV RAM [nitialization

Date and Time Date and Time of the last programmed date.
Calibration Not calibrated
181 1.000
Ref. Values PT=12.0 seconds APTT = 30.0 seconds
TT = 12.0 seconds
INR Off
Autocal Cn
Units Temp=°C FIiB = mg/dL
Printer Status On -1 Copy

Printout Format Fib ON

Interface Status Host Automatic data transmission; Disabled
Baud rate: 9600
Delete automatically trasmitted data: Disabled

Interface Status Research Data trasmission:; Automatic
Baud rate: 9600

Instrumentation Laboratory



ACL 600077000 Operator's Manual

When power returns after an interruption, the instrument performes self
checks including the temperature of the rotor holder {measuring chamber)
and presents the “power on” display.

The instrument contains an internal clock that keeps track of the date and
time.

4. The rotor holder temperature was in range during the checks.
The VDU presents the main menu.

Note:
The “Warming” indication may be given if the Peltier for the reagent
reservoir and/ or preheater temperatures are out of range at this instant.

2. The rotor holder temperature was out of range.
The instrument display presents the alarm “INCUBATION TEMP ouT
OF RANGE” in the upper section (A) of the VDU,

Special Programs (Uiility Menu}
The instrument incorporates several special programs that allow certain

functions of the instrument to be changed or set according to the individual
needs,

These programs also aid troubleshooting.

Fault Detection

The system automatically monitors faults to ensure accuracy of sample
data and proper system performance. Fault monitoring includes display of
alarms and warnings.

Instrumentation Laboratory 1.18
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1.7

1.8

Procedural Limitations

When “?" appears next to the title on the VDU, results data should be
interpreted with great caution. An evaluation of the cause should be
determined before accepting the data.

The operating range for the ACL is 15-32°C (59-89°F) at a relative humidity
up to 85%. No safety hazards occur in the temperature range 10-40°C (50-
104°F) and functional performance characteristics are resumed when the
instrument re-enters the range of 15-32°C (59-89°F).

Reverse Video Display

Certain situations conceming results and calibration parameters will be
displayed in reverse video.

More specific details are provided in the Operations (3) and in the
Specifications sections (7).

External Bar Code Scanner

The ACL 6000 is provided with a Bar Code Scanner which allows sample
ID’s reading. For the ACL 7000 the external bar code scanner is an option.
The bar code scanner can read numeric and or alpha-numeric sample IDs
up to a maximum of 12 digits. The maximum bar code label length
readable is 6 cm with a resolution of 0.2 mm.

Numerical and alpha-numerical readable codes are:

1. Code 38

2. Code 128

3. Code 93

4. Codabar

5. Interleaved 2 of 5
MSI/Plessey

Bar Code Scanner

B

1.20
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The scanner is provided with an on/off trigger. The scanner has a time out
of 10 seconds. If no reading is performed in this period, the scanner will be
switched off.

On-board Bar Code Reader (only on the ACL 7000)

The on-board bar code reader is a standard feature on the ACL 7000. It is
not present in the ACL 6000. The on-board bar code reader on the ACL
7000 is located inside the sample tray area. For additional information on
the use of the on-board bar code reader please refer to the chapter 4.

Numerical and alpha-numerical readable codes are:
1. Codabar

2. Code 39

3. Code 128

4. Interleaved 2 of §

Here below the position of the intemal barcode reader (small window}
inside the sampling area of the ACL 7000.

Internal barcode reader

Instrumesttation Laboratory
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When barcede labels are used it is recommended that the tubes are
positioned with the labels to the outside of the sample tray.

This will allow a correct reading of the labels by the internal barcode
scanner. )

Barcode labels position

1.10 External Printer (optional)

An extemal 80 column printer can be interfaced to the ACL 6000 and ACL
7000 through port 4.

Extemal printer
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2.0

2.1

2.1.1

21.2

lastrumentation Laboratory

Inspection

This section describes ail the information necessary for installation and

control of the instrument.

The instrument must only be installed by IL personnel or other people

authorized by [L,

Note:

Before starting instalfation confirm that, all the material identified in the

shipping list is present.

Installation requirements

Ambient Conditions

The instrument will function correctly in an ambient temperature of 15-32°C
with relative humidity up fo 85% (non condensing).

The instrument should be posttioned in an area free from dust, fumes,

vibrations and excessive variations of temperature.

Space Requirements
The maximum external dimensions are:

- Height 45 cm
- Height of analysis surface 21 cm
- Width 75 em
- Depth 69 cm
- Weight 52 Kg

17.7 inches
8.3 inches
28.5 inches
27.2 inches
114 Ibs.

During operation the heat generated by the instrument is expelled via the

base and front of the instrurment.
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It is important that sufficient space is allowed around the instrument and
particularly on the left hand side to permit circulation of air for cooling. The
instrument must be positioned so that a waste tube can be easily
connected fo the right hand side.

If the operator wishes to work seated in front of the instrument, empty
space should be left under the front of the instrument.

2.1.3 Electrical Requirements
The instrument has been designed to operate correctly with vanations of

+ 10% on the nominal line voltage and with line frequencies between
50-60 Hz,

Note:
Check that the nominal line voltage present in the faboratory is compatible
with the fabel on the rear of the instrument as shown in the following table.

Vaiue as shown on the label Values of line voltage for
nermal function

220-240V 220,230,240 Vac + 10%
100-125V 100,110,115,120,125 Vac + 10%
Rear Panel
WARNING Deconnect the oard Datone cpenang 4
ACTHUNG Yoraem Offter vos Ne fronnen
ATTENDONE  Sconnoftere ciolia e pena ch Opra
ATTENTION Detecnchef Foppanol avart SOwn
ATENSION  Deconecter o 1 jed antes se olodr m
2ATLEA 220240V 1XTSA 100125V 2

@ N

—
A See Operators Manual 1 R§232C
<+ Functional Earth Temninal 2 RS232C
1 ON [Supply} 3 gar Code Scanner
o OFF (Supply) o Alfemative cunent
4

Bdemal Printer
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Power Consumption
Check that the line is capabie of supplying 2.5 A as required at 220-240 V
or 5.0 Aat100-125 Vv,

Note:
The average power dissipation is about 300 W but peak loads or current
surge when turning the instrument on can exceed this value.

Line Frequency

The instrument wili function at any frequency between 50-60 Hz,

The power cord is dedicated to the ACL analyzer: substitution cannot be
made.

2.2 Instrument Unpacking

Remove the box containing rotors and the shipping list.
Remove the instrument and place it on the working surface,

Note:
Two people should lift the instrument using the retractable handles and the
front canrying points as shown in the next figure.

Using the shipping list included check that all parts are present.
in case of damage notify the courier and your IL representative
immediately,

Instrument Canying Points

Retochve handle
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2.3 Instrument Parts Mounting

Waste tube

Connect the waste tube to the attachment on the bottom right hand side of
the instrument.

Cut the tube to a suitable length to fit into a waste container which must be
situated at a level below the instrument waste attachment.

Note:
The horizontal section of the tube should be kept as short as possible and
the free end should not enter the waste liquid.

CAUTION

The liquid waste of the instrument is to be considered contaminated and
should be discarded according to the waste management procedures of the
Jaboratory and in compliance with the local regulations (see also NCCLS
GP25-A Vol. 13 No.22; Clinical Laboratory Waste Management, Dec.
7993).

Reference Emulsion

Place a bottle of reference emulsion in the appropriate position to the left of
the dilutor fitting and insert the aspiration tube.

Accessories
e Fit the appropriate sample tray on its relative support.

e Connect the Bar Code Scanner, if provided, to interface 3 on the rear
panel.

e Fit the reagent reservoirs in their appropriate positions as follows:
- MACRO PT/FIB in position 1

- MACRO APTT in position 2
- MACRO CaCl, in position 3

Reagent Reservoirs
| —
S
e
—
—— ——
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Note:
MACRO APTT and MACRO Ca Ci, are contained in the same ki,

=« Place the magnetic stirrer in the reagent reservoirs of position 1 and 2, Do
not place a magnetic stirrer bar in reservoir 3.

o Place the relative covers, labelled numerically, in position,
o Insert the rinse reservoir in its appropriate position.

s Remove the adhesive tape used for transport from the various parts
(printer cover, fan cover, ete.).

+ Connect the two tubes from the dilutor/electrovalve assembly to the
needle assembly and place the needle assembly in a beaker to collect any
liquids.

Note:
The tube from the feft hand electrovalve fits into the lower needie (when
mounted on the arm) and the right hand tube fits into the upper needle.

2.4 Switch On

Before switching the instrument on, check that the veltage setting of the
laboratory is in accordance with the instrument label,

Connect the instrument to the supply and switch on using the power switch
on the back panel.

Check that the indications “PAPER END" and “INCUBATION TEMP OUT
OF RANGE” appear on the video as shown in the next figure,

24 JULY, 96 T\
POWER ON | PAPER END 12:00
{NCUBATION TEMP OUT DOF RANGE

PLEASE WAIY

ENTER Yo contlrm STOP
1 to continue

J/

Check that the magnetic stirrer in reagent reservoirs 1 and 2 are rotating.
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Date/Time

Press the PROG key, select SET-UP and then select the DATE/TIME
option. Enter the day, month, year, hour, minute and seconds; press the
ENTER key after each entry (please refer to SPECIAL PROGRAMS,
section 4.7.6 DATE/TIME Program).

Note:

The message "INCUBATION TEMPERATURE OUT OF RANGE" is
presented for approximately 15 minutes until the rotor holder has reached
operating temperature.

Printer Paper

Following the “POWER ON" cycle, open the printer cover and place a roll
of paper in its seat above the printer. Insert the paper into the upper slot of
the printer with the paper roll end coming from the bottom of the seat.
Press the grey button on the right of the printer as shown in the next figure.

As the paper is advanced from the lower printer slot, feed it into the printer
cover guide and close the cover pulling the paper gently to avoid blocking.

Check that the VDU warning “PAPER END" disappears.

Switch the instrument off and on again. Check that the print out shows no
missing dots.

Note:
The paper advance key button is also accessible from the printer cover slot.

Loading the Printer Paper

S S

Instrumentation Labaratory
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Needle Arm Assembly
Piease refer to MAINTENANCE, section 5.5 Needles Position Procedure
(as needed).

Priming
Press the PROG key. Select DIAGNOSTICS and select PRIMING option.

The display shown will appear during the priming cycle.

7 24,000%96 )

DIAGHOSTIC 12:00

PLEASE WAIT

\ < 10 return /

During priming check that the number of bubbles in the dilutor chambers is
reduced to a minimum, If necessary pinch the chamber outlet tubes while
the piston is descending and release them before the piston reaches
bottom dead center. Repeat the priming cycle if necessary.

Check that there are no blockages or leaks in the fluidic path and that the
liquid is flowing smoothly from the bottle to dilutors and dilutors to needles.

Check that the discharge of liquid from washing chamber to instrument
outlet and then to the waste container is not impeded.

Nofte:
If the message “SENSOR FAIL” is displayed, the priming cycle must be
repeated.

Instrumentation Laboratory 2.7



2.8

Video Intensity

Press the PROG key, select DIAGNOSTIC and select the VDU
BRIGHTNESS option. Set the desired intensity by pressing arrow UP to
increase or arrow DOWN to decrease as shown in the next figure,

Refer o SPECIAL PROGRAMS, section 4.6.5 VDU Brightness.

/ 24.3UL%.96 )
DIAGHOSTIC 12:00

VDU BRIGHTMESS |

1 to Inciease brightness PROG [return]
1 fo decrease brightness <a [previous)

_/

Air Cooling System Check
Open the ventilation cover door on the left of the instrument.

Check for the presence and cleanliness of the filter and that the two fans
are operating correctly,

Temperature Check

Wait unfil the INCUBATION TEMPERATURE OUT OF RANGE frame has
disappeared and the main menu is displayed.

Press the PROG key. Select DIAGNOSTIC and select the TEMPERATURE
CONTROL option. The frame shown in the next figure will appear.

Refer to SPECIAL PROGRAMS, section 4.6.3 Temperature Control.

4 24,30LY.96 \
12100

DIAGNOSTIC

TEMPERATURE CONTROL j

ROTOR HOLDER ;o 38.5°C
{incubatlons 37 = 1°C]

PELTIER s 13.20C

PRE-HEATER ¢ 37.5°C

PROG [(return)

k PRY to print <= [(previous)
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The temperature should be within the following limits:
Rotor Holder 38t0 38 °C
Peltier 12to 15 °C
Preheater 36 t0 39 °C

External Bar Code Scanner

Itis a standard feature on the ACL 6000 but it is optional for the ACL 7000.
Set up the Bar Code Scanner according to the procedure contained in
Appendix C, CCD Bracode Scanner Setting.

On-board Bar Code Reader (only on the ACL 7000)

Itis a standard feature on the ACL 7000 but is not present on the ACL.
6000. Set up the On-board Bar Code Reader according to the procedure
contained in the Chapter 4 of the Operater's Manual.

For additional information on the on-board barcode reader please refer to
Appendix D.

Responsibility of the manufacturer

The manufacturer is responsible for the effects on safety, reliability and
performance of the equipment only if;

assembly operations, extensions, re-adjustment, modifications or repairs
are carried out by manufacturer-authorized personnel,

the electrical installation complies with national requirements,
the equipment is used in accordance with these operating instructions,

2.8
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ACL - Host Interconnect Cable

The following table provides information regarding the wiring of the
interconnection cable between the ACL and a PC (Host).

ACL Side
Interface Type: DTE
25 Pin Connector

PC Side
Interface Type: DTE
2519 Pin Connector

PIN DESCRIPTION PIN DESCRIPTION
1 Protective GND m Protective GND
2 XD 3/2 RXD

3 RXD 213 TXD

4 RTS 5/8 CTS

5 CcTS 20/4 DTR

6 DSR N.R.

7 Signal GND 7/5 Signal GND

20 DTR 6/6 DSR

(nstrumentation Laboratory
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Preparation of the Instrument

Power on

When turned on, the instrument performs a series of self checks on the
memory and the sampling arm movement.

If any check is not executed properly, an “alarm” frame appears. The
various alarms and their definitions are listed in the chapter 6
(Troubleshooting).

The instrument is now in the warm up phase. The “incubation temperature
out of range” message will remain for 15 minutes until the temperature of
the rotor holder reaches 38.5°C.

Notes:

1. [tis inadvisable to open the rotor cover during the warm up period
particularly if the ambient temperature is below about 18°C as this may
cool the rotor holder and cause the warm up period fo be extended.

2. If a printer paper rolf has not been inserted into the appropriate housing,
the message “PAPER END” (in the upper part of the video) is displayed.

At the end of the "please waft” period, the presence of additional conditions
which still allow the operator to use the instrument with limited actions
(WARNINGS) is indicated by the message, in reverse video, “WARNING
see PROG” adjacent 1o the date.

The ACL is a precision electronic instrument. We strongly recommend not
switching it off except for extended periods of non-use (longer than 72
hours), The introduction of a standby condition minimizes power and
reference solution consumption and ensures that the instrument is always
ready for use, thus avoiding the 15 to 30 minutes warm up period.
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Status
Action
Status

Warning

3.2

Low Light or Standby Screen

If no operation is carried out for a period of time greater than 30 minutes
the screen goes into low light and the LED light source is switched off,

Standby.
Press any key to resume.
The frame retums to normal and the LED light source is switched on,

if the rotor holder temperature is out of range (38.5+0.5°C), the message
“INCUBATION TEMP OUT OF RANGE” is displayed in reverse video.

Note:
This means that the measuring chamber temperature is outside the range
37.0+1.0°C.

Date/Time

The instrument is equipped with an intemal clock that keeps track of date
and time. If date and time need to be modified please refer to chapter 4
Set-up Date/Time,

7 24,JUL%.96 "\
12:00
INCUBATION TEMP OUT OF RANGE |
TESTS
PROFILES
tiio select
N\ ENTER to confirm J

Before selecting and running any fype of tests, please check that:

Proper sample level is present in sample cups. Dead volume for 0.5
mL cups is 100 yL and for 2 mL cups is S00 pl.

For primary tubes, make sure that the quantity of biood collected
allows a fill volume within the specifications stated by the
manufacturer.

There is adequate reagent level. Dead volume for PT/FIB, APTT,
Pro-iL-Complex, Hepatocomplex and GaCl,reagent cups is 2 ml; for
TT, enzyme and chromogenic substrate is 0.5 mL.

instrurentation Laboratory
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Warning

Instrumentation Laboratory

Sensors

The fluidic sensors work either during the loading or the incubation phase
of each cycle according fo the test selected.

The sampling armm moves to sampies and reagents to check the effective
presence of all liquids.

Do not remove the sample tray or reagent reservoirs until the fluidic
check has been completed or the cycie will be aborted.

Fer flags and alarms regarding sensors, refer to section 6,
Troubleshooting.

Note:
For additional information on the Setup of the analyzer please refer to
chapter 4,

3.3



3.4

3.1.0

Introduction

From the main menu (presented after the switch on of the instrument and
the temperature is in range) it is possible to select either TEST (Singte test
by batch) or PROFILES (Profile on a random basis).

/_ 24 JULY 95 \
READY 12:00
TESTS
PROFILES
T4 to select
ENTER to confirm
- _/

Select TESTS to access the single tests submenu,

- 24, JUL.S6 )
READY 12:00

PT-FIB DOUBLE TESTS
APTT ABS. TESTS

TP SPECIAL TESTS
PT-FIB/IAPTT

TTIAPTT

SINGLE FACTOR

t1.€.5 toselect <= to exit
ENTER to confirm
. /

Select DOUBLE TESTS to access the submenu “DOUBLE TESTS”,

DOUBLETESTS 24, JUL. 86 W
12:00

PT-FIB
APTT

T
PT-FIBAPTT

T4 to select
\ENTER to confim < to exit W
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Select ABS, TESTS to access the submenu “ABS. TESTS"™.

/ABS. TESTS

24 JUL.96 N
12,00

HEPARIN Xa
HEPARIN

AT
PLASMINOGEN
ANTIPLASMIN
FIBRINOGEN-C
PROCHROM
D-DIMER

T4 toselect
\ENTER to confirm

<= to exit

S

Select SPECIAL TESTS to access the submenu “SPECIAL TESTS™.

(f

SPECIAL TESTS

24, JUL.96
12:00

PRO-IL-COMPLEX

PROCLOT
PROTEIN §
APCRV

HEPATOCOMPLEX

T4 to select
QENT ER to confirm

<= to exit
J/

Select SINGLE FACTOR to access the FACTORS submenu,

/SINGLE FACTOR 24,JUL.86 \
12:00
EXTR. PATHWAY INTR. PATHWAY
FACTORII FACTCR VIII
FACTORYV FACTOR IX
FACTOR X FACTOR XI
FACTOR VI FACTOR XII
1l toselect
ENTER to confirm <= to exit
- J
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From each of the above mentioned menus and submenus, it is pessible to
access the PROG menu by pressing PROG key.

(f

24.JUL.96
PROG 12:00

~

DMS

LOADLIST

Qc

CALIBRATION DATA
WARNING
DIAGNOSTIC
SETUP

T,4 1o select PROG {retumn}
ENTER to confim

_/

Select PROFILES to select the PROFILES menu.

PROFILES 24.J0L.96
12:00

PT-FIB/APTT
PT-FIB / APTT/TT
PT-FIB /FIB-C
APTT/FIB-C
TT{FIB-C
PCX/APTT/TT
HPX{APTT/TT
PCX/FIB-C
HPX/FIE-C

T toselect
ENTER to confim —toext

Instrumentation Laboratory
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3.1.0.1 Tests
Note:
An asterisk (*) indicates that a test or profile is not currently available in the
United States.

Test name Calibration Undiluted In run In
samples liquids profiles
detection check

PT-FIB dedicated, - yes yes

stored

APTT - - yes yes

T - - yes yes

AT dedicated, yes, in cup no no

stored

HPX * dedicated, - yes - yes

stored
{modified
head volumes)

PCX ™ dedicated, - yes yes

stored {modified
head volumes)

FIB-C dedicated, - yes yes

stored {modified
head volumes)
FACTORS in run, yes, in line no no
{Intr./Extr.) storable
(high curve)

HEPARIN Xa  dedicated, yes, in cup no no

stored

HEPARIN in run, no no ne

storable
(high curve)

PROCHROM  in run, no no no

storable

PLASMINOGEN in run, no no no

storabie

ANTIPLASMIN in run, no no no

storable

D-DIMER dedicated, no no no

stored

PROTEIN-S in run no no no

PROCLOT inrun no no no

storable

APCRYV no ne no no

Instrumentation Laboratory 3.7
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3.141

Status

Action

Status

Action
Status
Acfion

Status
Action

PT-Fibrinogen
For Calibration Plasma, Controls Plasma and reagent preparation and
handling, refer to the manufacturer’s instructions included with the kit.

Instrument READY, From the main screen, Select TESTS and press
ENTER. The Ready state is displayed with the main menu listed.

The last test executed is displayed in reverse video (in this description this

is referred to as the cursor).

24.4UL.96

READY 12:00
(Cp1-FIB 1 DOUBLE TESTS
APTT ABS. TESTS

IRS SPECIAL TESTS
PT-FIB/APTT
TY/APTT

SINGLE FACTOR

Av <> to select to

L ENTER to contlim . oxit

_/

Move the cursor, by means of the T and {,<,> keys, to select PT-FIB
and press ENTER. The “check” frame is displayed.

Usable rotor presence,

/ 24,JUL.9 6\

PT-FiB 12:00

CHECK: (SABLE ROTOR PRESENCE

THROMBOPLASTIN LEVEL POS., 1
REFERENCE SOLUTION LEVEL

CAL DATA (see PROG)

A to callbrate
<+ to start analysls < to exit

Check that a usable rotor is present in the rotor holder.
Thromboplastin level,

Empty the thromboplastin bottle content into reservoir No.1 (MACRO)
of the instrument, marked PT-FIB.

Reference emulsion level.

Ensure that the reference emulsion level is adeguate. A level of 1.5-2
cm is enough to run 1 or 2 rotors, considering the dead volume.
Replace the bottle if necessary.

Instrumentation Laboratory
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Status

Action

Action
Status

Instrumentation Laboratory

Indication for the status of the calibration data if the tests requires

calibration. The message "CAL DATA (see PROG) is displayed if the PT-

FIB has been previously calibrated.

The message “NOT CALIBRATED" is displayed in reverse if the PT-FIB is

not caiibrated.

PT-FIB CAL

7 24,0UL.96
12100

CHECK!  SABLE ROTOR PRESENCE

REFERENCE SOLUTION LEVEL

EOT CALlBRATEDi

TEROMBOFPLASTIN LEVEL POS.

4 to collbrate

-

% to start analysis e to exit

Press the PROG key to display the last calibration condition and

relative data.

By pressing the PROG key again, the “check” frame is displayed.

PT -Fibrinogen Calibration (PT-FIB})

Note:

When the lot numbers of Calibration Plasma and/or thrombloplastin and/or
Reference Emulsion and/or rotor lot is/are changed and/or controls are out

of range, the calibration must be repeated,

Press 1in the "check” frame fo initiate a caliibration cycle.

If the instrument is calibrated, the last accepted PT-FIB calibration

conditions are displayed,

24,JUL.96 \

PT-FIB CAL

PT-FIB
ANALYTICAL CALIBRATION CONDITIONS

FIB REFERENCE VALUE (mg/dl}

CALIBRATION DATE: 24,JUL.Pé&

N.P. LOT No.
0

REF. EMULSION LOT No. e
THROMBOPLASTIN LOT No. R
15) 1.000

Key In new value

-

ENTER 1o contirm <= to exlt
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Status

Action

Status

Action

If the instrument is not calibrated, this frame with the first parameter in

reverse video is displayed.

It is possible to change or confirm the following parameters:

- Normal Plasma Lot ldentification Number {Calibration Plasma or
Plasma Pool)

- Normal Piasma Fibrinogen value (mg/dL or g/L)

- Reference Emulsion Lot Number

- Thromboplastin Lot Number

- Thromboplastin [S] value

If a Fibrinogen value of 0 Is introduced, the instrument will not calibrate the
Fibrinogen.

For IL Calibration Plasma, insert the value written on relative insert sheet.
The Fibrinogen value entered for the Plasma Pool must be defined using a
separate method. The acceptable range for Fibrinogen is from 200 to 450
mg/dL.

Note:
The acceptable range for 1Sf is 0.100 to 8.999 (refer to the insert sheet
included in the Thromboplastin kit).

The operator can confirm any parameter by pressing ENTER . If a
parameter has to be changed, ENTER must be pressed after the new
data has been entered.

The parameter to be confirmed or changed is displayed in reverse.

After keying all the data in, the instrument prompts the operator to place
the Normal Plasma and Diluent in position on the sample tray (use 2 mL
cups for calfibration in the POOL and DIL positions).

24, JUL.946
PT-FIE CAL 12:00

PLACE:

H.P. IN *POOL" POSITION
DILUENT M 'DIL* POSITION

L ! to start analysis <= to exit

_J

The operator has to place the Calibration Plasma (2 mL) in position
“pOOL” and the Sample Diluent (2 mL} in position “DIL” on the
sample tray. Press | to start calibration.

Instrumentation Laboratory
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Status

Action
Status

Instrumentation Laboratory

The instrument checks for the correct positioning of the Normal Plasma
and Sample Diluent and for the presence of a new rotor.

/ 24,0096 )
PI-FIB CAL 12100
PRE-ANALYSIS

\CHECK SAMPLE TRAY]
POS: 19
POS: 20
;]=, to abott cycle
to continue

\. /

4 24,001,956 )
PT-FIB CAL 12:00

PRE-ANALYSIS

ROTOR NOT PRESENT

< to abort cycle
4 to continue /

-

Check sample tray. Load new rotor.

The “check” frame is displayed if the samples are not placed correctly in
the sampie tray.

The “load” frame is displayed if the rotor is missing or it has been
completely or partially used.

The instrument starts to load, The instrument dispenses undiluted Normal
Plasma (100%) and reagent in the first six cuvettes. In the following six
positions, the instruments dispenses diluted Normal Plasma (50%) and
reagent and in the lfast six positions diluted Normal Plasma (25%) and
reagent.

The instrument automatically carries out the dilutions.
The message “DO NOT OPEN COVER” is displayed on the first line of the
VDU,



3,12

Warning

Status

{ [DO HOT OPfH COVER 24,JUL7.96
PT-FIB CAL 12:00
LOADING

PLEASE WAIT

On the third line of the VDU, the following messages are displayed in
seguence:

~  “LOADING”
- “INCUBATION"
- “ACQUISITION"

During incubation, the sampling arm checks the presence of samples and
reagent with fluidic sensors.

Do not remove the sample tray or reagent reservoirs until the fluidic
check has been completed or the cycle will be aborted.

For flags and alarms related to this matter, refer to section 6
(Troubleshooting).

In the center of the video the message “PLEASE WAIT” is displayed the
calibration resuits appear.

At the end of the acquisition and before the appearance of the results, the
message*PLEASE WAIT FOR END OF CALCULATION" is displayed.

7/~ [DO NOI QPEN COVER 24.JUL%.96 )
PT-FI3 CAL 12:00

CALCULATION

PLEASE WAIT FOR END OF CALCULATION

Instrumentation Laberatory
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At the end of the calculation phase, the “calibration results” frame is
displayed.

By pressing PRT, the calibration data is printed.

/ PT FIB CAL 24,JuL,964
RESULTS 12:00

NS

pT 10012.9 CV=0.66
5018.0 Cv=0,24
2529.5 CV=0,48

m = 0,027 g = 0.017 12 = 0,999
mgfdl 4
FIB 300 68,21 CV=1,5¢

180 29.44 CV=5.47
75 146,12 CVv=5.,27

m =287.7 q = 15.01 12 = 0.993

4 to see Cal Dota and Graphles PRT to print
<= to save

N ./

Action The operator can choose to accept the calibration or not.
Press 7to see cal data and graphics or press <= to return and save,

Status  The calibration results are expressed in the following way: the mean value,
expressed in seconds, of the 6 cuvettes with Normal Plasma 100%, the
mean of the 6 cuvettes with Normal Plasma 50% and the mean of the 6
cuvettes with Nomal Plasma 25% and the CV corresponding to each
dilution,
The coefficient of comrrelation (%) is also expressed. This gives an indication
of the degree of alignment of the measured results to theoretical (a value of
1.000 represents perfect correlation).

Note:

If the “WARNING” display occurs during calibration refer to section 6
{Truobleshooting).

If, the operator decides to accept the calibration,in spite of the wamings,
the appropriate error codes are printed on the respective calibration print-
out and all subsegquent PT-FIB analyses.

Calibration for PT-FIB is always carried out on the mean values of the 6
determinations for each leve! (100%, 50% and 25%).

The following calibration errors may occur:

a) If the average is calculated on less than 4 samples (the other two
being excessively out of range e.g. Not coagulated or Coag
Error), the message “NOT CALIBRATED* js displayed.

Instrumentation Laboratory 3.13



Status

4 28, U196 )
12:00

PT-FIB CAL
READY
PT not callbrated {8 not caolibrated

no liquid In *POCL" posltlion

«~ to tetuin

- _/

b) if the coefficient of vaniation (CV) of a mean value is cutside the pre-
established range, that CV is presented in reverse.
The predetermined ranges for the values of CV for PT and FiB are:

PT Fibrinogen
NP {100%) CV < 1.5% CV < 8.0%
NP { 50%) CV <2.0% CV < 12.0%
NP ( 25%) CV <2.0% CV < 12.0%

c) If the value of the coefficient of correlation (%) is outside the pre-
established range (< 0.980), the value js presented in reverse video.

d) If both CV and rfare out of range, both are displayed in reverse video.

e) The resuits of cafibration are not stored untif accepted by the operator.

PT and Fibrinogen calibrations may be accepted if the flagged CVs are Jess
than or equal to 1.0% greater than the specifications as stated above and
the rof the calibration curve is within acceptable limits. If the 1 Is flagged,
calibration should be repeated.

Should a power failure occur before acceptance by the operator, the results
are fost and the instrument presents the previous calibration resuits. The
results of a previous calibration are not substituted with the new values untif
accepted by the operator.

Press 1 to see cal data and graphics in the “calibration results” frame. The
instrument displays the PT graph with relative slope (m), intercept (q) and
12,

Instrumentation Labaratery
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( 24.00L.96
PI.FIE CAL

12:00
RESULTS
174 PT
0.04.
0,02 m = 0,027
q = -0.017
0.0 7 = 0,999
+ ¢ ;
1.00 1.41 2,14 R
110 see cal dato and graphlcs PRT to print
\ <= 10 sQave

Action Press PRT to print the PT graph and m, g and r2,
The operator must press 1 key.

Status  The instrument dispiays the Fibrinogen graph with relative sicpe (m),

intercept {(q) and r?,

/ 24.JUL.96\
PT-FIB CAL 12:00
RESULTS
C FIB
249
12.5 m = 287.7

qg = 1501

62, o= 0.993
0.2 0.43 1.00 R

A to s¢e col data and graphles PRT to print

\_ <= tp scve)

Action Press PRT to print the Fib graph and m, g and 2,

After pressing <= to save the operator is asked to confirm or not the
calibration.

/ PT FIB CAL

24.JUL,96 N
RESULTS

12:00

IR

PT 1D012,9 CV=0.46
5018.0 Ccv=0.24
2529.5 Ccv=0.48
m = 0,027 ¢ = 0,017 12 = 0.999
mgfdl a4

FIB 300 68.21 Cv=1,59
150 29.44 CV=8,67
75 16,12 CV¥=5.27
m =287.7 g = 15,01 12 = 0.993

A to not contlrm
ENTER to conflim acceptable cal,
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Action Press <= to save the calibration.
Press PRT to print the calibration data.

Status The operator is asked to confirm the acceptable calibration,
Action Press ENTER to confirm.

Action [n the calibration acceptance frame, press A notte confirm, if the
calibration is not acceptable.

Note:

After calibration acceptance, the fast cafibration is replaced by the new one.
Note:

Choosing P not to confirm, the previous cafibration is maintained in the
memory.
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Action

Action

Instrumentation Laboratory

PT-Fibrinogen (PT-FIB) Analysis

To carry out the analysis the operator has to press \{ to start analysis
in the “check” frame of tyhe PT-FIB cycle.

d 24,JULY.56
PT-FIB 12:00

CHECK: USABLE ROTOR PRESENCE
THROMBOPLASTIN LEVEL POS, 1
REFERENCE SOLUTION LEVEL
CAL DATA [see PROG)

T te collbrate <= 1o exit

L te stard analysis

Before { to start analysis, the operator has to load the sample tray:
Calibration Plasma in “POOL” position and max. 18 samples.

Note:

Prior to starting analysis make sure that the Calfbration Plasma is present
in the POOL position and that the samples are in positions from 1 to 18
{maximum) of the sample tray.

Make sure that there are no emnpty positions between samples , since the
instrument does not detect sample cups/primary fubes which folfow an
empty position.

For example, cuvettes/primary tubes are placed in position 1 to 6 and then
positions 8 to 18 (position 7 is emply), the instrument only aspirates sample
from positions 1 to 6; it ignores the samples positioned after the empty
space.

Load the rotor in the proper housing.

Nofte:
By pressing STOP and confirmed by ENTER (within 5 seconds) in any
situation, the operator can go back to READY.

If the instrument was not in temperature the message “incubation
temperature out of range” is displatey.

After the STOP key is pressed, during a cycle, the message “CYCLE
ABORTED STOP REQUESTED" is displayed.
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Action
Status
Action
Status

Warning

Check sample tray.
The “check” frame Is displayed if the samples are not positioned correctly.
Load new rotor.

The “load” frame is displayed if the rotor is missing or it has been fully
used.

/YDO NOT OPEN COVER 24,JULY.96 ™
PT-FIB 12:00
LOADING

PLEASE WAIT

N y

The sampling phase begins: the instrument dispenses the Calibration
Plasma, the samples, the thromboplastin and the reference emulsion into
the rotor, This is automatically followed by the incubation and the
acquisition phases.

Note:

During the whole cycle the message “DO NOT OPEN COVER”is
displayed.

If the cover is opened during incubation, an intermittent audible alarm and a
message on the results printout will signal this situation. The message “DO
NOT OPEN COVER” changes to “CLOSE COVER” unti the operator
closes the cover, On the VDU a question mark is dispfayed after the word
RESULTS.

¥ the cover is opened during acquisition, the cycle is aborted.

7 24,JULY.96
12:00\

PT-FiB

CYCLE ABORTED

COYER OPEN DURING CENTRIFUGATION

¥ to contlnue

N /

instrumentation Laboratory
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Status

At the end of the acquisition phase, the calculation frame is followed by

“results”.

PT results are expressed in seconds, activity and ratio (compared to the
Calibration Plasma); Fibrinogen results are expressed in mg/dL or g/L
(refer to the SPECIAL PROGRAMS in chapter 4).

e 10.AUG.92 )
PT1-FIB 12:00
RESULTS

PT FIB _
s % R mg/dl
1 11.7 92 1.03 271
2 H.q gg 1.05 272
3 .9 1.05 281
4 30.1 0.78 415
5 not coag.
6 7.35 0.64
7 12.1 82 1.06 254
8 13.3 63 1.17 166
NP 11.4 244
PRT to nprint
<= to exit
L "
Note CAL:

If the instrument is calibrated:

with the Calibration Plasma (N.P.) on the sample tray, the results for PT
are expressed in seconds, activity and ratio/INR and mg/dL or g/L for
Fibrinogen.

without the Calibration Plasma (N.P.) on the sample tray, the results for
PT are only expressed in seconds and no value is displayed for Fibrino-
gen.

If the instrument is not calibrated:

with the Calibration Plasma (N.P.) on the sample tray, the results for PT
are expressed in seconds and ratio/INR (if Autocal PT is on) and no
value displayed for Fibrinogen.

without the Calibration Plasma (N.P.) on the sample tray the resuits, for
PT, are only expressed in seconds and no value is displayed for Fi-
brinogen.

Note AUTOCAL PT:
In the PT results calculation two options are avaifable:

1)

2)

Instrumentation Laboratory

ON - Calibration Plasma (N.P.) value in seconds on each run is
used for calculation of all patients samples (see chapter 4 and 7).

OFF - Calibration Plasma value in seconds of the first point of the
calibration curve stored in the memory is used for the calculation of
all patient samples (see chapter 4 and 7).
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Note INR:

If PROG, SETUP, CALCULATION, INR ON has been selected and the
thrombopiastin 1S value has been keyed into the “calibration” frame, the
results are expressed in INR instead of sample Ratio (according to the
previously described conditions).

Note Flags:

if a sample coagufates in fess than the blank time or the fibrinogen is very
low (<60 mg/dL for PT/TT/APTT) the message “COAG ERROR” is
displayed. if the sample does not coagulate within the maximum end time,
the message “NOT COAG” is dispfayed (See PROG, SETUP,
ACQUISITION TIME in chapter 4).

Note Calibration Plasma:

The Calibration Plasma (N.P.) PT value expressed in seconds and its
defined Fibrinogen content expressed in mg/dL or g/L are displayed with
the analysis results.

Note % - R - INR - PT Calculation:

The Calibration Plasma (N.P.) PT value in seconds (on each run if
AUTOCAL PT is ON, or that of the first point of the calibration curve if
AUTOCAL PT is OFF)is used as the denominator to calculate the Ratio/
INR. The ratio between the patient values (in seconds) and the Calibration
Plasma (N.P.) value in seconds (according to the PROG, SETUP,
CALCULATION, AUTOCAL PT choice) is used to read the corresponding
% activity on the basis of the calibration curve.

For more details on ratio calcuiation refer to chapter 4 (Ratio Adjustment).

Note FIB Cafculfation:

The ratio between the patient values (in delta) for fibrinogen and the Cali-
bration Plasma value of the first point of the calfibration curve (in defta) is
used to obtain the correspondent value in mg/dL (or g/L) on the basis of the
calibration curve.

Note Filags PT:
The PT value (N.P.) in seconds and the FIB value in mg/dL. or g/ are
printed in normal format when they are in range.

If the PT value of the Calibration Plasma (N.P.) is not within £ 9 % of the
value in seconds of the calibratic:: plasma (100%) of the calibration curve,
the value is displayed and printed in reverse. Patient results are only
expressed in seconds; % and RANR are not given (instrument calibrated).

Note Flags FiB:

if the fibrinogen value of the Calibration Pfasma (N.P.) is not within + 20 %
of the value in defta of the Calibration Plasma (100%) of the calibration
curve, the resuft is displayed and printed in reverse.

Fibrinogen resuits of the patients are not given (instrument calibrated).

Instrumentation Labaratory
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Status

Action

Action

Instrumentation Laboratory

Note RESULTS ?:

If a warning situation occurs or the Calibration Plasma (N.P.) value is
flagged, the message “RESULTS" in the upper sector of the video is
followed by a question mark (“RESULTS?").

If in PROG, AUTOMATIC TRANSMISSION (QC and Patient Data, only
Patient Data) has been selected, all data are transmitted to the central
computer from the enabled interface.

If in PROG, MANUAL TRANSMISSION has been selected the results can
be transmitted from the patient database (DMS).

Pressing <- the instrument returns to the main menu.

If the operator presses STOP in the “results” frame and ENTER
within five seconds, the instrument does not store the Calibration
Plasma value for the Q.C. when it is in range.

If the Calibration Plasma value is out of range (with respect to the
Reference Data value), it is displayed in reverse.

Note:
Data transmission can also be activated from the internal DMS; please refer
to chapter 4 for additional information.

4 24.4ULY.96 )
PT-FIB 12:00
RESULTS

N, . . S | || S—

s o R mg/dl
1 1.7 92 1.03 27
2 11.9 B8s 1.05 272
3 11.9 86 1.05 28]
4 30.1 0.78 415
5 not coag.
L) 7.35 0.64
7 :2.1 82 1.06 254
8 3.3 63 1.17 166
NP

- to retuin
\ 4 to validate @.C. PT J

If the cover is opened during the acquisition phase, the cycle is aborted.

Press V to continue to return to the main menu.

It is not possible to start a new analysis during the results printout.

It is necessary to wait for the end of the printout before carrying out the new
analysis.
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Note:

The ACL™ Fibrinogen methodology is based on the total change in fight
scatter associated with the formation of a fibrin ciot (Delta LS). Since
inhibitors of fibrin (FDPs, etc.) generally affect the rate of formation and not
the final clot size or opacity, methodologies using rate measurements (e.g.
Clauss) may be markedly altered by the presence of these inhibitors,
Procedures of this type wilf produce significantly longer clotting times and
therefore apparently lower fibrinogen concentrations. The ACL™ fibrinogen
method, as described, is not influenced by these inhibitors and will reflect
the true fibrinogen concentration of the plasma. This value will correlate
better with the antigenic fibrinogen value than with a Clauss procedure in
those situations where large concentrations of inhibitors are present in the
sample. '

Instrumentation Laboratory
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3.1.2 APTT

For Calibration Plasma, Control Plasma, reagent preparation and handling,
refer to the manufacturer’s instructions included with the kit.

Status  Instrument READY.
The last test executed is displayed in reverse video.

f 24.0UL.96 )
READY 12:00

PI-FIB DOUBLE TESTS
ABS. TESTS
i SPECIAL TESTS
PT-FIB/APTT

TTIAPTT
SINGLE FACTOR

A€ to selec!

ENTER to confirm < to exit
\ ),
Action Move the cursor, by means of the PV &= keys, to select APTT and
press ENTER.

The “check” frame is displayed.

24.0UL.96 )
APTT 12:00

CHECK: USABLE ROTOR PRESENCE

CEPHALIN LEVEL POS, 2
CALCIUM CHLORIDE LEVEL POS. 3
REFERENCE SOLUTION LEVEL

¥ to start analysls < lo exll

\ 8 S

Status Usable rotor presence.
Action Check that a usable rotor is present in the rotor holder.
Status Cephalin level control.

Action Pour the cephalin bottle contents into reservoir 2 (MACRO) of the
instrument, marked APTT.

Status Calcium Chloride level.

Action Pour the Calcium Chloride bottle contents into reservoir 3 (MACRO)
marked CaCl, of the instrument.

Status Reference emulsion level.
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Action

Status

Action

Status

Warning

Status

Ensure that the reference emulsion level is adequate; a level of 1.5-2
cm is enough to run 1 or 2 rotors, considering the dead volume,
otherwise replace the bottle.

Load the sample tray, the Calibration Plasma in “POQL” position, the
samples (18 maximum) and press ¥ to start analysis.

7 [cO_NOT QPEN COVER] 24.JUL.96
APTT 12:00
ACQUISITION

PLEASE WAIT

N _/

if the rotor and/or samples are missing during instrumental checks, or the
rotor has been used, the same Indications described for the PT-FIB cycle
apply. The sampling phase begins and a sensor test is performed.

The instrument dispenses the Calibration Plasma and cephalin into the
rotor.

This is followed by activation, loading of CaCl,, incubation and acquisition
phases.

The operator can enter the Sample 1D using the numerical keyboard
and confirming the number.

During the loading the liquid checks occurred.

For flags and alarms related to this matter, refer to section 6,
troubleshooting.

At the end of the acquisition phase, the “results” frame follows the
calculation frame. .

APTT results are expressed in seconds and ratio (if the Normal Plasma is
ioaded on the sample tray and not in reverse).

4 24,0UL7.96
APTT 12:00
RESULTS

b R s R
1 30,5 1.15 11 33.5 1.24
2 46,3 1.75 12 42.0 1.58
3 32.6 1,23 13 26.8 1,01
4 41,0 1.55 14 60.8 2.29
5 26,7 1.01 16 27.5 1.04
b 60.3 2,28 16 58.3 2.20
7 27.3 1.03 17 27, j.02
8 58.1 2.19 18 42,0 1.59
2 2.4 1.22
10 48,3 1.82 MNP 26,5
PRT to print
\ <= to ext
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For more detaiis on Ratio calculation please refer to chapter 4 (Ratio
Adjustment).

If a sample coagulates in less than the blank time or the fibrinogen is very
low (< 60 mg/dL) the message “COAG ERROR’ is displayed instead of the
result, If, on the contrary, the sample does not coagulate within the
maximum end time, the message “NOT COAG" is displayed instead of the
result (refer to SPECIAL PROGRAMS - ACQUISITION TIME - Chapter 4),
If the Calibration Plasma of the analysis rotor is in range, the patients
results are given in seconds and ratio,

[f the Calibration Plasma of the analysis rotor is not within + 15% of the
value in seconds of the Calibration Plasma Reference value, the value is
displayed and printed in reverse and the patient results are given only in
seconds.

The message “RESULTS” in the upper section of the video is followed by a
question mark (“RESULTS 7°).

If the Calibration Plasma is not loaded into the analysis rotor, the results
are expressed in seconds onily.

Action Pressing "<= to exit” the display returns to the main menu.
If the operator presses STOP in the “results” frame and within five
seconds press ENTER, the instrument does not store the Calibration
Plasma value for the S.P. (when it is in range).
if the Calibration Plasma value is out of range (with respect to the
Reference Data value), it is displayed In reverse video.

313 TT

For Calibration Plasma, Control Plasma, reagent preparation and handling,
please refer to the manufacturer's instructions inciuded with the kit.

Status  Instrument READY. The last test executed is displayed in reverse.

24,JUL.96 \
READY 12:00
PT-FIB DOUBLE TESTS
;TATPTT ] ABS., TESTS
[ FYETBTAPTT | SPECIAL TESTS
TT/APTT
SINGLE FACTOR
44 €D 10 select «< to exm
ENTER to confirm
\_ /

Action Move the cursor by means of the M<->  keys to select TT and
press ENTER.
The “check” frame is displayed.
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Status
Action
Status
Action

Status
Action

Status
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4 24,30L.96 )

17 12:00

CHECK: USABLE ROTOR PRESENCE

THROMBIN  LEVEL POS
REFERENCE SQLUTION LEVEL

¥ to stert analysls + to exlt

. /

Usable rotor presence control.
Check that a usable rotor is present in the rotor helder.
Thrombin level.

Empty the thrombin bottle contents into reservoir 1 (MICRO) of the
instrument, marked TT.

Reference solution level.

Make sure that the reference emuision level is adequate; a level of 1.5
-2 ¢m is enough to run 1 or 2 rotors, considering the dead volume,
otherwise replace the bottle.

Load the sample tray, the Calibration Plasma in “POOL”position, the
samples (18 maximum) and press d to start analysis.

If during instrumental checks the rotor and/or samples are missing or used,
the same conditions as described for the PT-Fibrinogen (PT-FIB} analysis.

/” (BG_NOT_OPEN COVER] 24.Ju]L;r.gg\

1T
LOADING

PLEASE WAIT

. S

The sampling phase begins {including the sensor test).

The instrument dispenses thrombin reagent, Calibration Plasma and
samples into the rotor.

This is followed by the incubation and acquisition phases.

Instrumentation Laboratory



ST R R R R R R e R

Action

Status
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Instrumentation Laboratory

Note:
For flags and alarms related to the sampling/loading phase, refer to chapter
6, troubfeshooting.

The operator is able to enter the Sample ID using the numerical
kKeyboard and confirming the numbers with ENTER.

At the end of the acquisition phase after the calculation frame, the “results”
frame is displayed.

TT results are expressed in seconds and ratio (if the Calibration Plasma is
loaded on the sample tray and not in reverse),

4 24.4ULY.96
7T 12:00
RESULTS

S R s R
1 12,4 1.09 1 12.4 1.09
2 12.7 1.11
3 12.4 1.11 NP 11.4
4 12.3 1.08
5 12,2 1.07
] 12,5 1,10
7 12,4 1.09
B8 12.7 1.1
2 12,4 1,09
10 13.0 1.14
PRT to print
<= to exlt
- J

It is possible to correct the Ratio calculation, For more details please refer
to chapter 4 (Ratio Adjustment),

If a sample coagulates in less than the blank time or the fibrinogen is very
low <60 mg/dL (for PT/TT/APTT), the message “COAG ERROR” is

displayed instead of the result. If the sample does not coagulate within the
maximum end time, the message “NOT COAG” is displayed instead of the
result (refer to SPECIAL PROGRAMS - ACQUISITION TIME - Chapter 4).

If the Calibration Plasma of the analysis rotor is in range, the patient resuits
are given in seconds and ratio,

If the Calibration Plasma of the analysis rotor is not within + 20 % of the
value in seconds of the Calibration Plasma Reference value, it is displayed
and printed in reverse and the patient results are only given in seconds.

The message *“RESULTS” in the “A” section of the video is followed by a
question mark (“RESULTS 7).

If the Calibration Plasma is not loaded into the analysis rotor, the results
are only expressed in seconds,

Pressing "<= to return” the instrument returns to the test menu. if the
operator presses STOP in the “results” frame and within five
seconds press ENTER, the instrument does not store the Calibration
Plasma value for the S.P. {when it is in range).

If the Calibration Plasma value is out of range (with respect to the
Reference Data value), it is displayed in reverse video.

3.27



3.28

3.1.4

Status

Action

Status
Action
Status
Action

Status
Action

Status
Action

PT-FIB/APTT

For Calibration Plasma, Control Plasma, reagents preparation and
handiing, refer to the manufacturer's instructions included with the kits,

Instrument READY.
The last test executed is displayed in reverse video,

’/ 24.J1JT..96\
READY 12:00
P1-F1B DOUBLE TESTS

APTT ABS. TESTS

SPECIAL TESTS
TTIAPTT

SINGLE FACTOR

+L€> to select
ENTER ta con!lrm < to exit

\. /

Move the cursor, by means of the ™M <-> keys to select PT-FIB/APTT
and press ENTER.
The “check” frame is displayed.

4 24.001.96 )
PT-FIBAPTT 12:00

CHECK: USABLE ROTOR PRESENCE

THROMBOPLASTIN  LEVEL POS,Y
CEPHALIN LEVEL POS.2
CALCIUM CHLORIDE LEVEL POS.3

REFERENCE SOLUTION LEVEL

CAL DATA [ses PROG)

4 to callbrare < to exit
\¢ to start onalysls Y,

Usable rotor presence,
Check that the usable rotor is present in the rotor holder.
Thromboplastin level.

Pour the thromboplastin bottle contents into reservoir 1 marked PT-
FIB (MACRO) of the instrument.

Cephalin level control.

Pour the cephalin bottle contents into reservoir 2 marked APTT
(MACRO]) of the instrument.

Calcium Chloride level control.

Pour the Calcium Chloride bottle content in reservoir 3 marked CaCl,
{MACRO) of the instrument.

[nstrumentation Laboratory
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Status
Action

Status

Action

Status

Instrumentation Laboratory

Reference solution level control.

Ensure that the reference solution level is adequate;a level of 1.5 -2
cm is enough to run 1 or 2 rotors, considering the dead volume,
otherwise replace the bottie.

If the operator chooses T to calibrate, the calibration is performed as
described for the PT-FIB cycle.

If the operator proceeds with the analysis, the sample tray must be
loaded with the Calibration Plasma in “POOL” position, the samples
{8 maximum} and press J to start analysis.

/[DO HOT _OPEN COVER | 24.JULY.96-\
PT-FIBSAPIT 12:00
LOADING

PLEASE WAIT

e _/

It during instrumental checks the rotor and/or samples are missing or the
rotor is used, the same conditions described for the PT-FIB cycle apply.
The sampling phase for APTT begins (including the sensor test).

The instrument dispenses Calibration Plasma, samples and reagent
number 2 into the rotor, This is followed by the activation, Repositioning of
the sample tray and the sampling phase for PT begins. The instument
dispenses Calibration Plasma, samples and reagent number 1 into the
rotor,

The rotor is again repositioned.

Calcium chloride is dispensed, incubation and the acquisition phases foliow.

Note:
for more details on Sample ID, please refer to chapter 4.

The operator is able to enter the Sample iD using the numerical
keyboard and confirming the number.

At the end of the calculation and the acquisition phases, the “results” frame
is displayed,

PT results are expressed in seconds, activity and ratio (compared to the
Calibration Plasma).

Fibrinogen results are expressed in mg/dL or g/L, APTT results in seconds
and ratio (compared to the Calibration Plasma).

For more details on carrection of the Ratio calculation refer to chapter 4
(Ratio Adjustment),

The same conditions as described for the PT-FIB and APTT cycles apply.
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Action

315

Status

Action

4 24.JUI.Y.96W
PT-FIB/APTT 12:00
RESULTS

) [— FIB _ APTT _

s % R mg/dl s R
1 11.7 92 1.03 271 27.8
2 11.9 86 1.05 272 28.0
3 11.9 86 1.05 281 27.7
4 50.1 0.78 415 28.4
5 not coag. 29.0
& 7.35 0.64 27.7
7 12.1 82 1.06 254 28.6
8 13.3 63 1.17 166 39.6
NP 11.4 244 NP

PRT to print

k <= to exMJ

Pressing <= the display returns to the main menu.

If the operator presses STOP in the “results” frame and within five
seconds ENTER, the instrument does not store the N.P. value for the
Q.C. when it is in range.

If the Calibration Plasma value is out of range (with respect to the
Reference Data value), it is displayed in reverse.

TT/APTT

For Calibration Plasma, Control Plasma, reagents preparation and
handling, please refer to the manufacturer's instructions included with the
kit.

Instrument READY. The last test executed is displayed in reverse.

24.00L.96 )
12:00

READY

PT-FIB DOUBLE TESTS
APTT ABS. TESTS
m SPECIAL TESTS

PT-FIB/APTT
AP

SINGLE FACTOR

M€ 10 select < 1o exit

ENTER o confirm
\_ ),

Move the cursor, by means of the Mand<->keys to select TT/APTT
test and press ENTER.

The “check” frame is displayed.

Instrumentation Laboratory
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Status
Action
Status

Action

Status
Action

Status

Action

Status
Action

instrumentation Laboratory

a 24,500,986 O\

TT/APTT 12;00

CHECK; USABLE ROTOR PRESENCE

THROMBIN LEVEL POS,1
CEPHALIN LEVEL POS$.2
CALCIUM CHLORIDE LEVEL FOS.3

REFERENCE SCLUTION LEVEL

N to start analysis & to exit

\. /

Usable rotor presence.
Check that a usable rotor is present in the rotor holder.
Thrombin level,

Empty the thrombin bottle contents into reservoir 1 marked TT
{MICRO) of the instrument.

Cephalin level.

Empty the cephalin bottle contents into reservoir 2 marked APTT
{MACRO) of the instrument.

Indication for the Calcium Chloride level.

Empty the Calcium Chloride bottie contents in reservoir 3 marked
CacCl, (MACROQ) of the instrument.

Reference solution level.

Make sure that the reference emulsion level is adequate; a level of 1.5
-2 cm is enough to run 1 or 2 rotors, considering the dead volume,
otherwise replace the bottle.

Load the sample tray, the Calibration Plasma in “POOL” position, the
samples (8 maximum) and press 1 tostart analysis.

/” [DO_NoOT_CPEN__COVER 24,JULY.96 )
TT-APTT 12:00
LOADING

PLEASE WAIT
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Status  If during instrument checks the rotor and/or samples are missing or the
rotor is used, the same conditions as described for the PT-FIB cycle apply.
The sampling phase for APTT begins (including the sensor test). The
instrument dispenses Calibration Plasma, samples and reagent number 2
into the rotor.

This is followed by the activation phase.

Repositioning of the sample tray and the sampling phase for TT begin.
The instrument dispenses the Calibration Plasma, samples and reagent
number 1 into the rotor.

Calcium chioride is dispensed, incubation and acquisition phases follow.

Note:
For more details on Sample ID, please refer to chapter 4.

Action The operator is able to enter the Sample ID using the numerical
keyboard and confirming the number.

Status
For flags and alarms refer to chapter 6, troubleshooting.
At the end of the calculation and the acquisition phases, the “results” frame
is displayed.

10.AUG.92
T1-APTT 12:00
RESULTS

— APTT —

H R
27.6
28.5
27.9
28.8
29.2
28.1
28.7
38.5

NP
PRT to print
<= to exit
_/

TT and APTT results are expressed in seconds and ratio compared to the
Calibration Plasma.

For more details on correction of the Ratio calculation refer to chapter 4,
Ratio Adjustment.

The same conditions as described for the TT and APTT cycles apply.

—
-

DN LN~
t ot otk ok d ot ot
OO LI & N W gy
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Action Pressing "<= " the display returns to the main menu.
If the operator presses STOP in the “results” frame and within 5
seconds, ENTER, the instrument does not store the N.P. APTT value
for the Q.C. when it is in range.
If the Calibration Plasma value is out of range (with respect to the
Reference Data value), it is displayed in reverse.
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Factors

Pre-analytical phase

Factors are part of a group of tests that offer the possibility to store a
calibration for the high curve, and use it for the subsequent runs,

24,JUL,%6
SINGLE FACTOR 12100
EXIR. PATHWAY INTR,  PATHWAY
FACTOR i FACTOR VIII
FACTOR V FACTOR IX
FACTOR X FACTOR Xl
FACTOR VII FACTOR Xil
AV €2 to select
ENTER to conflim & to oxit

N J

Selecting the Single Factor menu it is possible to decide starting from the
specific factor the type of calibration curve to be executed.

24,JULY,?6 \
EXTRINSIC | FACTOR 12:00

HIGH CURVE

LOW CURVYE

* ¥ to ssalect
ENTER to conflrm

< to exit

According to the Extrinsic or Intrinsic factor being selected the indication on
the screen will vary.

Extrinsic Factor

Factors of this pathway are : Il, V, X and VII,

The CHECK frame wiil be shown,

If HIGH CURVE has been selected and no calibration has been stored, the
message “NOT CALIBRATED” will be displayed.

If a calibration has been accepted then the message “CAL DATA (see
PROG)” is displayed.

For LOW CURVE, the calibration is must be done every run and cannot be
stored in memory. If the calibration curve selected is HIGH, the commands
line will be the following:
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FACTOR I

’/’_ 24.JUL,%96
12:00

CHECK: USABLE ROTOR PRESENCE

THROMBOPLASTIN  LEVEL POS
REFERENCE SOLUTION LEVEL

A to start analysls and calloration < to exlt
\~1« to start analysis

_/

If “l to start annalysis option is selected without a stored calibration only

the resuits in seconds will be presented.

If a LOW CURVE is selected, the commands line wil be the following:

24.JUL.96
FACTOR 1[I LOW 12:00

CHECK: USABLE ROTOR PRESENCE

THROMBOPLASTIN LEVEL POS.1
REFERENCE SOLUTION LEVEL

< to exlt
\:Jr to start analysls

/

In both cases (HIGH or LOW CURVE) when calibration is required, the

analytical condition frame is presented.

24,JUL.26 M

FACTOR 1l HIGH 12:00

N.P. LOT No, vesansasrrrres
THROMBOPLASTIN LOT. No. svamrareteane

DEFICIENT PLASMA LOT. No,

Vesssannnnrunn

FACTOR 1l HIGH ANALYTICAL CALIBRATION CONDITION

Key In new value = to exit
ENTER to contirm

i

The PLACE frame for the calibration option in the HIGH CURVE is the

following: :

Instrumentation Laboratory
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7 24.JUL.96
FACTOR I HIGH 12:00
PLACE
N.P. IN "POOL" POSITION 100.0
EMPTY CUPS IN PQS, No, 17 and No. 14
FACTOR DILUENT IN "DIL" POSITION (2 mL CUP]

DEFICIENT PLASMA IN POS, No, 18 {(2ml CUP]
SAMPLES {mox. 15) STARTING FROM POS, No, |
Key In new value = to ex!t
ENTER 1o confirm
\.

For the LOW CURVE the calibration frame s the following.

2400096 )
FACTOR I LOW 12:00

PLACE

NP, DILUTED ) + 15 WITHFACTORDILUENTIN *POOL' POSITION  6.286
EMPTY CUPSINPOS.No, 17and 14

FACTOR DILUENTIN*DIL® POSITION (2 mL CUP)
DEFICIENTPLASMAINPOS.No, 1B [2mLCUP)

SAMPLES {max. 15) STARTING FROM POS, No, 1

-

Key In new value
ENTER to conflrm el AL

S

The instrument accepts input values for the calibration standard as follows:

70 - 130 % for the HIGH CURVE
4.3 - 8.2 % for the LOW CURVE

Any input can be corrected using the “DEL” key.

In the PLACE frame the instrument will display the default value.
In cases where it is not necessary to recalibrate (HIGH CURVE only with

analysis), the following PLACE frame Is presented.

- 24.JUL.96\.
FACTOR-1l HIGH 12:00
PLACE:

FACTOR DILUENT |N "DIL* POSITION {2 mL CUP)
DEFICIENT PLASMA [N POS. Na. 18 [2 mL CUP}
SAMPLES {MAX 15) STARTING FROM POSITION No. 1
Vviocontinue < to exlt
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Pressing the “\” key triggers verification of the sample tray and rotor,
If the calibration is executed, the following materials must be positioned on

the sample tray.

At least one sample (from pasition 1 to 15)
Diluent in pos, DIL

NP in pos. POOL

Empty cups in pos. 17 and in pos. 16

Deficient Plasma in pos. 18

After the analytical checks, the other phases begin (loading/incubation/
acquisition). In the phase field the following status will be indicated
(Loading, Activation, Incubation, Acquisistion). During the analytical phase

the message "PLEASE WAIT" will be indicated.

Intrinsic Factor

Factors of this pathway are: VIII, IX, Xi, XL
The CHECK frame will be shown.

If HIGH CURVE has been selected and no calibration has been stored, the

message ‘NOT CALIBRATED” will be reported,

If a calibration has been accepted, the message “CAL DATA (see PROG)’

will be indicated.

If the LOW CURVE has been selected no information will be given (low

curve calibrations are always executed within the run).

If HIGH CURVE has been selected, the following command lines will be

shown.

4 24,0UL%.96 1\

FACTOR-VIiIl HIGH 12:00

CHECK: USABLE ROTOR PRESENCE

CEPHALIN LEVEL PCS. 2
CALCIUM CHLORIDE LEVEL POS. 3
REFERENCE SOLUTION LEVEL

|T(OT CALIBRATED

4 1o start analysls and callbration = to exlt
¥ 1o start analysls

\- S/

If “J" to start analysis option has been selected and no calibration has

been stored, oniy results in seconds will be presented.

If the LOW CURVE has been selected, the commands
foliowing:

line will be the
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24, JUL, %6 \
‘l -

FACTOR VIl LOW s
CHECK: USABLE ROTOR PRESENCE
CEPRALIN LEVEL POs, 2
CALCIUM CHLORIDE LEVEL POS, 23
REFERENCE SOLUTION LEVEL
k ¥ to start analysis <= to exlt _/

In both cases (HIGH or LOW CURVE) when calibration is required the

analytical condition frame is presented.

FACYOR Vil LOW

24,JUL,94 N
12:00

FACTOR-Vill LOW
ANALYTICAL CALIBRATION CONDITION

N,P, LOT No.

CEPHALIN LOT, No.

CALCIUM CHLORIDE LOT. No,
DEFICIENT PLASMA LOT, No,

Key ln new value
ENTER to conflrm

< to exit

/

The instrument accept input vaiues for the calibration standard as follows:

70 - 130 % for the HIGH CURVE
4.3 - 8.2 % for the LOW CURVE

Any input can be corrected using the “DEL” key.
In the PLACE frame, the instrument will display the value assigned in the

previous calibration.

In cases where it is not necessary to recalibrate (HIGH CURVE only with
analysis), the following PLACE frame is presented.

FACTOR VI HIGH

24.9UL%.96
12100

PLACE:

NOT CALIBRATED

FACTOR DILUENT IM *DIL" POSITION [2 mi CUP]
DEFICIENT PLASMA IN POS, No, 18 [2 ml CUP)
SAMPLES [MAX 15) STARTING FROM POSITION Ho. 1

Ytocontinue

-

< to exit

e

R S O T S
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Pressing the “J" key triggers verification of the sample tray and rotor.
If calibration is executed, the following materials must be positioned on the
sample tray.

e At least one sample (from position 1 to 158)
« Diluentin pos, DIL

s NP in pos. POOL

e Empty cups in pos. 17 and in pos. 16

o Deficient Plasma in pos. 18

After the analytical checks the other phases will begin {loading/incubation/
acquisition). In the phase field the following status will be indicated:

LOADING
ACTIVATION
- INCUBATION
- ACQUISITION

During the analytical phases the message PLEASE WAIT is displayed.

Analytical results presentation
At the end of the analytical phase the results are presented.

Calibration results

The calibration is not shown but can be seen by pressing the PROG key for
SPECIAL PROGRAMS menu, selecting the CAL DATA option and
selecting the appropnate factor assay.

If the run has been completed, both "calibration and patients analysis™
results will be shown. It is possibie to see relative calibration data and
curve by pressing “T“.

In the calibration frame using the “1“ key patient results will be shown.

(f the run was only anlysis and no calibration was stored or the calibration in
the run is not valid, the results of the patients are given only in seconds and
rthe elative error message is shown,

a) If the calibration standard or the diluent is missing from the sample tray
positions, POOL, 17, 16, DIL respectively, the following messages are
displayed:

NOT CALIBRATED
NO LIQUID “oc

where xx is the position of the missing material.

b) If a reagent is missing in pos. 18 andfor in the reagent reservoir 1
(extrinsic factor) or a reagent is missing in position 18 and/or in the
reagent reservoirs 2 and/or 3 (intrinsic factor), the error message
indicated is presented as follows:
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WARNING see PROG and results will be flagged as “RESULTS 27

'/_ 24,JULY. 94 \
FACTOR VUl HIGH 12:00
RESULTS
F VIl h

% S
100 47,7
50 54,3
25 80.6
=-5778 q = 2.008 1? = 0,998
t to see cal data and graphles PRT to print
\ 1 to see analysls dota < to save

Resuits are espressed in % activity and time in seconds.

The activity of the first standard point is represented by the value entered
in the PLACE frame and the second and third point of the calibrafion is
calcutated according to the dilution ratio (1:2, 1:4).

a) If an error occours on the first standard, no results in % will be given
and the following message appear.

NOT CALIBRATED
no first point

b) If the error is both on the second and the third point of the calibration,
the following message appear:

NOT CALIBRATED
insufficient data

c) if the slope is out of range, the following message appear:

NOT CALIBRATED
slope out of range

in all these case the only patient results given will be in seconds.

d) If there is an error on the second or the third point of the calibration, the
message “2 Pnt Cal.” will be shown in place of the correlation
coefficient. Relative curve will be drawn using the 100 and 50%, or the
100 and 25%.

It is possible to print the calibration results and the calibration curve on
request by pressing the PRT key.

Instrumentation Laboratory 3.39
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Patient Results
Any errors will appear in the waming list with the message “RESULTS 77,

24, JULY.96
FACTOR VIl HIGH . 12:00
% 8 % S
1 29 70.2 1 27 70.9
2 51 62,8 12 29 70.2
3 99 55,2 13 81 62.8
4 27 70.% 4 99 §5.2
5 29 70,2 1§ 27 7069
6 51 462.8
7 99 882
8 -0- 1= 0,995
9 coag. erar
10 no sample
t to see col dota and graphics PRT to print
\ 1 to see analysls data & 1o sgve _/

If calibration has been executed, the command line will be as follow:

1 to see cal data and graphics PRT to print
4 to see analysis data <= {0 save

In the case of patient analysis only the command line will be;

PRT to print
<= to exit

Patient results will show :

- response espressed in seconds
- activity in % calculated on the base of the calibration curve

- correlation coefficient of the calibration or the message “2 Pnt Cal’.

A non detectable curve will display an appropriate message (i.e. coag.
error).

Activity out of range will be shown in reverse as underflow (—) or overflow

-

If the sample is missing or not sufficient, the message “no sample”
appears.

If the printer is set on the automatic option, results are printed
automatically,

Instrumentation Laboratory
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Results associated with sample IDs will be memorized in the patient
database,

If a calibration run only has been executed, return to the previcus menu by
pressing “<=*, Use the key “ T* to see the data and the calibration graph,

Calibration curve graph

- 24,0UL,96
FACTOR VIl HIGH 12:00
log A
2,09
1.79

m = - §,124
g = 2,072
1.48 = 0,995
t u +
0 0.05 0.12 g R
4 to see Ca! Deto ond Graphlcs PRCG to print
< to see Anolysis data < ta save j

The calibration points (2 or 3), the associated curve and relative
coefficients are presented.

PRT can be used to print the relative calibration.

If an error occurs in the graph construction, the following message is
dispiayed:

“CALCULATION ERROR"

In this case the graph cannot be printed.
If a HIGH CURVE has been accepted with the calibration, pressing “<=" will
require the user to accept the calibration curve or not.

In all other cases nothing is required when exiting this screen.
The command line will be changed:

“» to not confirm
ENTER to confirm acceptable cal

Pressing ENTER will store the new calibration replacing any previous
calibration existing,
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3.1.7

Status

Action

Status

Double Tests

For Calibration Plasma, Controls plasma, reagents preparation and
handling, refer to the manufacturer's instructions included with the kits,
Double test allows the instrument to test each sample in duplicate for
PT-FIB, APTT, TT and PT-FIB/APTT. Resuits will be averaged on the
printout only.

The last test executed is displayed in reverse video.

a 2400096
READY 12:00
PT-FIB
?TFTT ABS. TESTS
SPECIAL TESTS
PT-FIBJAPTT §
TI/APTT

SINGLE FACTOR

e to select
ENTER to caonfitm < to exlt

-

Move the cursor by means of the 4 and \ keys to select DOUBLE
TESTS and press ENTER.

The DOUBLE TESTS menu, which shows the sub-menu of the
available double tests, is displayed.

s 24.JULY.96\
DOUBLE TESTS 12100
PT-FiB
APTT

PI-FTE/APT

A ¥ to sslect <= to exit
ENTER 1o contlim j

Move the cursor, by means of the 4 and \ keys, to the double test
desired and press ENTER to confirm.

The DOUBLE TEST is available for PT-FIB, APTT, TT and PT-FIB/APTT
and differs from the normal cycles only in the number of samples which
may be positioned on the sample tray and their dispensing into the rotor, It
is possible to run a maximum of ¢ samples + Calibration Plasma for PT-
FIB, APTT and 7T a maximum of 4 samples for PT-FIB/APTT, The same
sample is dispensed into two subsequent microcuvettes of the rotor.

After having selected the type of double test to be carried out, everything
proceeds as for a normal cycle (check, loading, calculation, acquisition).

|nstrumentation Laberatory
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Status

Action

3.1.8.1

Status

Action

Instrumentation Laboratory

The only difference from single tests appears in the “results” frame: two
results are given for each sample.

4 24.0ULY.96 )
7T DOUBLE 12300
RESULTS

S R s R
1 12.3 1.07 & 12.5 1.0¢
12.3 1.08 12.5 1.10
2 12,5 1.09 7 12.3 1.07
12,5 1.09 12.4 1.08
3 12.4 1.08 8 12.85 1.10
12,6 1.09 12.5 1.09
4 12.3 1.07 ? 12,6 1.10
12,5 1.10 12.4 1.09
5 12,2 1.07
12.0 1.05 NP 11.4
PRT 1o pront

\ < To exltj

Only the mean of the two results of the sample is given on the printout.

In the “resuits” frame press < to return to the Double Test menu.

If the operator presses STOP in the “results” frame and ENTER within
five seconds, the instrument will not store in the Q.C. (PT-FIB-APTT)
the N.P. value, even if it is in range.

Note:

When the difference between the mean and the two results is higher than %
5 % (mean £ 5 %), or if at least one resuit is displayed in reverse video (but
numerical), the mean value is printed in reverse (e.g. mean = 10 seconds -

Controf + 5 % Limits; first value 9.5, second value 10.5. Qutside these two
values the mean is printed in the reverse format),

The flagging conditions valid for PT, APTT and TT are also valid for FIB
when the difference between the mean and the two resufts is higher than +
10 % (mean + 10 %).

When at Jeast one value s in underflow/overflow formats the mean is not
printed.

Heparin Xa

For Calibration Plasma, Control plasma, reagents preparation and
handling, refer to the manufacturer’s instructions included with the kit.

Instrument READY.
The last test executed is displayed in reverse video.

Move the cursor by means of the M- and <> keys to select ABS.
TESTS and press ENTER.

3.43



3.44

Action

Status

Action

24,JUL.926 i

READY 12:00
PT-FIB DOUBLE TESTS
T'“TP”

SPECIAL TESTS
PT-FIBJAPTT
TTIAPTT

SINGLE FACTOR

AV €2 to select
\ ENIER 1o contlim

< to exlt

Move the cursor by means of the MV keys to select HEPARIN Xa and
press ENTER.

High curve is available,

7 24, 001,96
12:00

ABS. TESTS

BEPARIN

AT-III
PLASMINOGEN
ANTIPLASMIN
FIBRINOGEN-C
PROCHROM
D-DIMER

+¥ to select
ENTER to conflim

- _/

The operator must prepare the calibrator.

Heparin Calibrator

To prepare the heparin cafibrators at 0.8 U/mL proceed as foflows: using
the same heparin utilized in your hospita! for patient treatment, prepare a
solution of 40 U/ml. of this heparin,

Caliprator 0.8 U/mL: add 20 puL of heparin solution of 40 U/mL to one mL of
fresh normal plasma pool.

Nofe:

‘Preparation of the 40 U/mL Heparin solution

For example: having heparin at the concentration of 25.000 U/miL, add 80
L of this heparin to 50 mL of distilfed water.

For example: having heparin at the concentration of 5,000 U/mL, add 80 uL
of this heparin to 10 mL of distiffed water,

Working diluent; to 11,5 mL of diluted dilvent add 1 mL of dissofved AT-/il.

Instrumentation Laboratory
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Status

Action
Status
Action

Status

Action

Status

Action

Status
Action

Instrumentation Laboratary

After ENTER has been pressed, the “check” frame is displayed.
Usable rotor presence.

24.JULY,.76 ™
HEPARIN Xa 12:00

CHECK: USABLE ROTOR PRESENCE

CLEANING SOLUTION LEVEL FOS, 1
ENZYME LEVEL POS, 2
SUBSTRATE LEVEL POS, 3

REFERENCE SOLUTION LEVEL

» to callbrote
\ 4 to start analysls

<« to exlt

Check that a usable rotor is present in the rotor holder,
Cleaning solution level.

Empty the cleaning solution bottle contents into reservoir 1 (MICRO}
of the instrument.

Enzyme level.

Empty the enzyme bottle contents into reservoir 2 marked E (MICRO)
of the instrument.

Substrate level.

Empty the substrate bottle contents into reservoir 3 marked S
(MICRO) of the instrument.

Note: _
Label the reservoirs (micro E and S) with the appropriate stickers (marked
HEP) included in the reservoir box.

Reference emulsion {evel,

Check that the reference solution level is adequate, a level of 1.5 -2
cm is enough to run 1 or 2 rotors, considering the dead volume,
otherwise replace the bottle.

Once the operator has carried out the necessary checks, press 1 to
calibrate.
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Status

Action

Status

a 24.4ULY.96
HEPARIN Xa CAL 12:00

~

HEPARIN Xo
ANALYTICAL CALIBRATION CONDITION

N, P. LOT No. resarniens
ENZYME 10T HNo.

SUBSTRATE LOT Mo, seriasasrees

Key In new value = to exit
ENTER to centlrm

-

S/

The instrument ask to enter the Lot Numbers of the material used.

Enter Calibrator, Enzyme and Substrate Lot Numbers. At the [ast

ENTER the following frame appear.

24,JULY,
HEPARIN HIGH 123

96\

00

PLACE:
CALIBRATOR IN ‘POOL" POSITION

N.P.INPOSITION18

WORKING DILUENT IN*DIL* POSTTION {4 mL BIG CUP)
EMPTY CUPS FROM POS. 1 TOPOS, 12 ANDINPOS. 17

Key In new vatue

< 1o @
ENTER to conflrm

-

it

/

The instrument indicates the positioning of the Calibrator, the normal
plasma pool (0.00 U/mL)}, the working diluent and the empty cups.

In this frame the operator is also requested to key in th
concentration of the Calibrator. This value is displayed

e heparin
in reverse.

HEPARIN Xa CAl 12:00

a 24.JULY.96W

PLACE:
CALIBRATOR IN "POOL* POSITION 0.8

NP INPOSITION 18
WORKING DILUENT IN *DIL" POSITION (4 mL BIG CUP)
EMPTY CUPSFROMPOS. 1 TOPQS. 12 AND INPOS. 17

2 to stort analysls

-

= 1o exit

_/

Instrumentation Laboratary



ACL 6000 /7000 Operator's Manual

Action

Status

Action

Status

Warning

Status

Status

instrumentation Laboratory

Note:

The value should be within the following range.

- High Curve: 0.64-0.96 U/mL

The calfibration curve and relative dilutions are calculated according to the
inserted value.

Key in the value of the Calibration Plasma and press ENTER.

The displayed values can be modified or confirmed by pressing
ENTER.

Place the Calibrator in“POOL” position, the normal plasma pool in
position 18, the working diluent and the empty cups info the correct
positions.

Press “V to start analysis”.

/{ DC HOT OPEN COVER | 24..IULY.96“\
HEPARIN Xa CAL 12:00
LOADING

PLEASE WAIT

- /

If during the instrumental checks the roter and/or some samples are
missing or the rotor is used, the conditions described for PT-FIB apply.
The sampling phase begins and is foliowed by activation, oading,
incubation and acguisition.

The operator may key in the Sample ID using the numerical keyboard
and confirming the number,

During incubation, the sampling arm with fluidic sensors checks the fiquids
presence.

It is recommended not to remove the sample fray and the reagent
reservoirs until the sensor check is ended.
For flags and alarms, please refer to section 6, Troubleshooting.

At the end of the acquisition the results are displayed.

Note:
Iif more than one calibration point or the first point (0.8 U/mL ) is out of
range the “not calibrated” frame is displayed instead of the “results” frame.

For HEPARIN the results are expressed in U/mlL with respect to the
calibration curve:

347



HIGH CURVE

0.8 U/mL
0.4 U/mL
0.0 U/mL

In addition, r? is reported which gives an indication of the acceptability of
the correlation between the three points read.

7 24,JULY,96 N

HEPARIN Xo CAL 12:00
RESULTS

Ufmi AOD
0.80 0.352

0.40 0.459
0.00 0.571

m=-1.234 g = 0.445 12 = 0,995

4 1o see Cal Dato ond Grophlcs PRT to print

- to sove
Y )

Status  In addition to the three point calibration, the r?, the slope {m) and the
intercept are presented. _
If one of the points (0.4 and 0.0 U/mL} is out of range, the curve is outlined
on two points.,
The out of range data are not presented and the message “2 POINT CAL”
is displayed.
In cases where the first calibration point is out of range, a message is
displayed in place of the "resuits" frame as foliows:

- “NOT CALIBRATED: NQ 1% POINT"
- “NOT CALIBRATED: INSUFFICIENT DATA”
- "NOT CALIBRATED: SLOPE OUT OF RANGE”

Action Press “PRT" to print the calibration data.
Press “<" the operator is asked to accept or not the calibration.
if “” is pressed, the calibration curve graph is displayed.

Status  The calibration curve with its relative parameters {(m, q, and t?} is
displayed.
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Action

Status

Action

Status

Instrumentation Laboratory

e 24 JULL9E T\
HEPARIN Xa CAL 12:00
RESULTS
-~ HEP - Xo
0.80
0.40 m = -2.554

q = 2.478
0.00 P = 0.999
0.050 0.230 0420 Q. D.
4 10 see CAL DATA and GRAPHICS PRT to prlnTJ
<= 1D 5Qve

.

Press “PRT" to print the calibration curve.
Press “<=” and the operator is asked to accept or reject the
calibration.

Heparin Xa Analysis
tf analysis is selected the following frame appears.

/ [(0C_WOT _OPEN _COVER ] 24,0UL%.96 )
HEPARIN X0 CAL 12:00
LOABING

PLEASE WAIT
- J

Place the working diluent and the empty cups as indicated and press
“J"to start analysis.

At the end of the cycle (Loading, Incubation, Acquisition) theresults” frame
is presented again. In the “results” frame and printout, the optical density of
the samples is displayed close to the heparin concentration,

- 10.AUG.92 )
HEPARIN Xa 12:00
RESULTS

U/ml AQD
1 0.59 0,259
2 D0.94 0.065
K] 1.00 0.046
4 0.32 0,359
5 0.17 0.423
b 018 0.445
7 0.26 0.347
) 0.32 0.359
9 0,32 0,359
PRT to print
< 1o exit
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3.1.8.2 Heparin

For reagents preparation and handling, please refer to the manufacturer's
instructions included with the kit {only Heparin Xa ja currently available in
the U.S.; Heparin lla kit is not currently available in the U.S.}.

Status  Instrument READY.
The last test executed is displayed in reverse video.

Action Move the cursor by means of the N and <> keys to select ABS.
TESTS and press ENTER.

24.JUL.96\
READY 12:00
PT-FIB DOUBLE _TESTS
APTI [ ABS. TESTS }
m SPECIAL TESIS
PT-FIB/APTT
TT/APTI
SINGLE FACTOR
Ay to select
ENTER 1o conflim = to exr

Action Move the cursor by means of the ™ keys to select HEPARIN and

press ENTER.
Status High and Low curves are displayed.
7 24,J01Y.96 )
ABS, TESTS 12100
HEPARIN Xa

PLASMINOGEN
ANTIPLASMIN
FIBRINOGEN-C
PROCHROM
D-DIMER

HEPARIN

44 to select <= to exlt
ENTER 1o conflrm

\. /

Action The operator must prepare the calibrator.
Two different procedures must be followed according to the kind of
heparin therapy (Jow or high doses) required.

Heparin Calibrators

To prepare the heparin calibrators at 0.8 U/mL and 0.2 U/mL proceed as
follows: using the same heparin utilized in your hospital for patient
treatment, prepare a solution of 40 U/mL of this heparin.
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Action

Status

Action
Status
Action

Instrumentation Laboratory

Calibrator 0.8 U/mL; add 20 plL of heparin solution of 40 U/mL to one mL of
fresh normal plasma pool.

Calibrator 0.2 U/mL: dilute calibrator 0.8 U/mL 1:4 with fresh normal
plasma pool (1+3).

Note:

Preparation of the 40 U/mL Heparin solution

For example: having heparin at the concentration of 25.000U/mL, add 80
uL of this heparin to 50 mL of distilled water.

For example: having heparin at the concentration of 5.000 U/mL, add 80 pL
of this heparin to 10 mL of distilfed water.

HEPARIN (ifa) assay high doses: dilute calibrator 0.8 U/mL, samples and
fresh normal pfasma pool 1:30 (1+28) with working diluent.

HEPARIN (ifa) assay fow doses: dilute calibrator 0.2 U/mL, samples and
fresh normal plasma poof 1:15 (1+14) with working difuent,

Working difuent; to 5.6 mL of difuted buffer add 0.4 mi. of dissoived AT-i11.

Move the cursor by means of the 4 and ¥ keys to the tests to the
type of curve to be outlined and press ENTER to confirm the choice.
The check frame is displayed.

Note:

The high or low choice is dispfayed adjacent to the selected test in the
upper left hand comer of the screen.

In case of HIGH CURVE, the calibration can be stored and used for subse-
gquent runs. For the LOW CURVE, the calibration is executed every run,

Usable rotor presence,

7 24.3UL%,96 )

HEPARIN HIGH 12:00

CHECK: USABLE ROTOR PRESENCE

CLEANING SILUTION LEVEL POS. 1
EMZYME LEVEL POS, 2
SUBSTRATE LEVEL POS, 3

REFERENCE SOLUTION LEVEL

NOT CALIBRATED

4 to start analysls and callbratlon = to exit
\ ¥ to start analysls Y

Check that a usahble rotor is present in the rotor holder.

Enzyme level.

Empty the enzyme bottle contents into reservoir 2 marked E (MICRO)
of the instrument.
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Status
Action

Status

Action

Status

Substrate level.

Empty the substrate bottle contents into reservoir 3 marked 8
{MICRQ) of the instrument.

Note:
{ abef the reservoirs (micro E and S) with the appropriate stickers (marked
HEP) included in the reservoirs box.

Reference emulsion level.

Check that the reference emulsion level is adequate {a level of 1.5 -2
cm is enough to run 1 or 2 rotors, considering the dead volume),
otherwise replace the bottle.

Once the operator has carried out the necessary checks, he has to
press 4 to start anpalysis and calibration.

Before placing the Calibrator, the fresh normal plasma pecol and the
samples on the tray, the operator must carry out predilutions
according to the curve selected as previously described.

The Instrument indicates the positioning of the prediluted Calibrator, the
prediluted fresh normal plasma poo! and samples (15 maximum),

In this frame the operator is also requested to key in the heparin
concentration of the Calibration Plasma, This value is displayed in reverse
video.

4 24.0UL.96 \
12:00

HEPARIN HIGH

PLACE:

CALISRATOR IN *POOL" POSITION 0.80
[DIL. WITH WORKING DILUENT)

N.P, IN *DIL* POSITION
(DIL. WITH WORKING DILUENT)

SAMPLES DILUTED WITH WORKING BILUENT
{max 15) STARTING FROM POS, No. 1

Key In new value
L ENTER ta conflrm = ionexit
_/
24.JUL.96\
HEPARIN HIGH 12:00
PLACE:
CALIBRATOR IN “POOL" POSITION 0.80
[DIL. WITH WORKING DILUENT}
N.f. IN "DIL" POSITION
(DiL, WITH WORKING DILUEMT)
SAMPLES DILUTED WITH WORKING DILUENT
{max 15) STARTING FROM POS, No. 1
v to stamt analysis & to exit
Ny /

Instrumentation Laboratory
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Action

Status

Action

Instrumentation Laboratory

Note:

The value should be within the folflowing range:

- High Curve: 0.64-0.96 U/mL

- Low Curve: 0.16-0.24 U/mL

The calibration curve and refative difutions are calcufated according to the
inserted value.

Key in the value of the Calibration Plasma and then press ENTER.
The displayed values can be modified or confirmed by pressing
ENTER.

Place the prediluted Calibrator in“POOL” position, the prediluted
fresh normal plasma pool in “DIL” position and the prediluted
samples into the correct positions.

Press “\ to start analysis”.

/" (00 _NOT_OPEN_COVER | 24,U1%.96 )
HEPARIN 12:00
LOADING

PLEASE WAIT

- S/

If during the instrumental checks the rotor and/or some samples are
missing or the rotor is used, the conditions described for PT-FIB apply.
The sampling phase begins and is followed by activation, loading,
incubation and acquisition.

/_ lO.AUG.?Z\
HEPARIN HIGH 12:00
RESULTS

Ulml AQD U/m! AOD
1 0,19 0.259 11 0,11 0.333
2 0,24 0.2635 12 0,17 0.347
3 0,30 0.246 13 0,30 0.257
4 0.22 0.259 14 0.25 0.2461
5 0.17 0.123 15 0.24 0.281
& 0.15 0.345
7 0.26 0.347
-3 0.22 0,259
g 0.22 0.25¢ P = 0,995
10 0.19 0.262
4 to see Cal! Doto ond Graphlcs PRT to print
t@« to see Analysls Data < Jo save

.

The operator may key in the Sample 1D using the numerical keyboard
and confirming the number.
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Status

Warning

Status

Status

Action

Status

During incubation, the sampling arm with fiuidic sensors checks the liquids
presence,

It is recommended not to remove the sampie tray and the reagent
reservoirs until the sensor check is ended.
For flags and alarms, please refer to section 6, Troubleshooting.

At the end of the acquisition the results are displayed.

Note:

if more than one calibration point or the first point (0.8 U/mL or 0.2 U/mL} is
out of range, the “not calibrated” frame is displayed instead of the “results”
frame.

For HEPARIN the results are expressed in U/mL with respect to the
calibration curve effected with the values from the first three cuvettes of the
rotor:

HIGH CURVE LOW CURVE

0.8 U/mL 0.2 U/mL
0.4 Uimb 0.1 U/mL
0.0 U/mL 0.0 U/imL

In addition, 12 is reported which gives an indication of the acceptability of
the regression line among the three points read.

22,0ULY.96 )
HEPARIN LOW 12:00
RESULTS

HEP | Ufml ACD
0,20 0,352
0.10 0.359
a.00 0.371

m=-.1,234 q=0,445 12 = 0.995

4 to ses Cal Date ond Graphics BRT to print
« 1o exh

- J

By pressing “< “ the operator is asked to save or not the calibration
data.
By pressing “A” it is possible to see the calibration data.

In addition to the three point calibration, the r2, the slope (m) are pre-
sented.

if one of the points (0.4 and 0.0 for high curve or 0.1 and 0.0 for low curve)
is out of range the curve is outiined on two points.

The out of range data are not presented the message “2 POINT CAL" is
displayed.

In cases where the first calibration point is out of range, a message is
displayed in place of the “results™ frame as foliows:

Insbumentation Laboratory
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Action

Status

Action

Status

instrumentation Laboratory

- “NOT CALIBRATED: NO 1* POINT"

- “NOT CALIBRATED: INSUFFICIENT DATA"

- “NOT CALIBRATED: SLOPE OUT OF RANGE”"

Press “PRT" to print the calibration data.
Press “<” to return to the main menu.

If “1™ to see cal data and graphics is pressed, the calibration curve

graph is displayed.

The calibration curve with its relative parameters (m, g, and r?) is displayed.

4 24.0U0%.96 )
HEPARIN LOW 12:00
RESULTS

= -7.6%95

= 2,981

o. U = 0,995
595 0,36 0.37_0.D.

1 to see CAL DATA aond GRAPHICS PRT to print

4 to ses ANALYSIS DATA <= to exit

Press “PRT" to print the calibration curve.

Press “<” the Operator is asked to accept or reject the calibration.

Press ENTER to confirm acceptable Cal or Press i  to not confirm

the calibration.
Press “J" to see Analysis Data.

7 10.AUG.92 )
HEPARIN HIGH 12:00
RESULTS

u/m) AQD uiml AOQD
1 g.5% 0.159 1 0.21 0.433
2 g.74 0.165 12 0.37 0,347
3 0.30 0.3446 13 0.30 0.357
4 0.32 0.359 14 0.35 0.361
5 0.27 0.423 15 0.44 0.181
& 0.2§ 0.445
7 0.26 0,447
8 0.32 0.3569
9 0.32 0.359 = 0.995
10 0.3¢9 0.362
o to see Cal Data ond Graphles PRT to pirint
¥ to see Anolysls Daia

< to save _/

The"results” frame is presented again.
Note:

in the ‘resuits” frame and printout, the optical density of the samples is

displayed close to the heparin concentration.
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3.1.9

Status

Action

Action

Antithrombin I

For Calibration Plasma, Control Plasma, reagents preparation and
handling, refer to the manufacturer’s instructions inciuded with the kit.

Instrument READY.
The last test executed is displayed in reverse,

—

READY 12

24.JUL.96 \
:00

PI-FIB DOUBLE TESTS
APTT ABS. TESIS
T SPECIAL TESTS

PT-FIBfAPTT
TTIAPTT,

SINGLE FACTOR

¥ €D to select
ENTER to conflrm

< to exlt

J

Move the cursor by means of the NJand < Keys to select ABS.

TESTS.

—

ABS, TESTS

24.0017,96 )
12:00

HEPARIN Xa
HEPARIN
m—ﬂ-lll
PLASMINO
ANTIPLASMIN
FIBRINOGEN-C
PROCHROM
D-DIMER

A4 to select
ENTER 1o contlim

<= to exit

/

Move the cursor by means of the 4 and \ keys to select AT-1il and

press ENTER.
The “check” frame appears.

/—

FADI

24.4ULY, 96
12300

CHECK: USABLE ROTOR PRESENCE

K & to start anajysls

CLEANING SOLUTION LEVEL POS. 1
ENZYME LEVEL POS, 2
SUBSTRATE LEVEL POS, 3
REFERENCE SOLUTION LEVEL
CAL DATA see PROG
o to cuolibrate < to exit

/

Instrumentation Laboratory



ACL 6000 /7000 Operator's Manual

Status
Action
Status
Action
Status
Action

Status
Action

Status
Action

3.1.91

Action

instrumentation Laboratory

If the instrument is not calibrated, the Not Calibrated message will
appear in reverse video, If the instrument is calibrated, the message
CAL DATA (see PROG) will appear.

Usable rotor presence,

Check that a usable rotor is present in the rotor holder.
Cleaning solution level.

Place the cleaning solution in position 1.

Thrombin level.

Empty the thrombin bottle contents into reservoir 2 marked E
(MICRQ) of the instrument.

Substrate level.

Empty the substrate bottle contents into reservoir 3 marked S
(MICROQ) of the instrument.

Note:
Labef the reservoirs (micro E and S) with the appropriate stickers (market
AT-11f) included in the reservoirs box.

Reference emulsion level.

Check that the reference emulsion level is adequate (a level of 1.5-2
cm is enough to run 1 or 2 rotors, considering the dead volume),
otherwise replace the bottle.

AT-lll Calibration

When the lot/s number of Calibration Plasma and/ar reagents are changed
and/or controls are out of range the calibration must be repeated.

If “A” is pressed in the “CHECK?” frame , a calibration cycle is
initiated.

4 24,JUL.96 \\
AT-ll}  CAL 12:00
AT-II1
ANALYTICAL CALIBRATION COMDITION
N.P. LOT No. sertaniins

EMZYME/SUBSTRATE LOT. No. i

Key In new value = to ex|t
ENTER to contltm )
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Action

Action

The operator can key in new vaiues or to continue by pressing
ENTER.

a 24.JULY.96
AT-lIl CAL 12:00
PLACE
NP, IN "POOL" POSITION 100,0

BUFFER IN ‘DIL* POSITIOM (4 mL BIG CUP)
BUFFER IN POS. 16

EMPTY CUPS FROM PQS, No, 1 TO POS, No. 12
AND IH POS. No. 18 and 17

Key In new value <= to exlt
ENTER to conflim

- /

in this frame the operator is also requested to key in the percentage
of activity of the Calibration Plasma. This value is displayed in
reverse.

Note:

The value should be within the range! 70-130%.

The Cafibration curve and refative difutions are calcufated according to the
inserted value.

7 24,00LY.96 )
ATl CAL 12100
PLACE
M.P, IN "POOL" POSITION 100.0

BUFFER IN "DIL* POSITION (4 mlL BIG CUP)
BUFFER [N PQS. 14

EMPTY CUPS FROM POS, No. 1 10 POS, Ho, 12
AND N POS, to, 18 and 17

< to exit
¥ to start onalysls

\. /

Key in the value of the Calibration Plasma and press ENTER.
The displayed values can be modified or confirmed by pressing
ENTER.

The operator places:
- the Calibration Plasma in “POOQOL” position,
- the diluted buffer in position "DIL" {using 4 mL cup),

- the diluted buffer in position 16,

- 12 empty cups from position 1 to 12 of the sample tray,
- empty cups in position 18 to 17.

Instrumentation Laboratory
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Press “\” to start analysis.

Notes:

- To avoid possible cross contamination problems due to the presence of
polybrene (heparin inhibitor) in the AT-lif substrate, the instrument
performs an extra needle washing cycle (external needle) using position
"DIL" of the sample tray where the diluted buffer of the kit is positioned,

- To avoid possible cross contamination problems due to the presence of
thrombin (enzyme in position 2), the instrument performs an extra
needle washing cycle (intermal needle) using position 1 of the reagent
reservoir where the cleaning solution is placed.

Status  If during the instrumentat check the rotor and/or some samples are missing
or the rotor is used, the conditions described for PT-FIB apply. The
sampling phase begins and is followed by activation, loading, incubation
and acquisition.

/[0 1OT OFEN COvER] 24,2007.96 )
AT-1[1 CAL 12:00
LOADING

PLEASE WAIT

\ J

Afterwards the instrument loads 4 times the 100%, 4 times the 50% and 4
times the 25%. The instrument automatically carries out calibration
diluitions.

Status  During the incubation phase the sampling arm with fluidic sensors checks
the liquids presence.

warning Do not remove the sample tray or reagent reservoirs until the fluidic
check has been completed or the cycle will be aborted.
For flags and alarms regarding sensors refer to section 6,
Troubleshooting.

Status At the end of acquisition, the calibration data are displayed in terms of
value expressed in activity and optical density corresponding to the 3
points (100% - 50% - 25%) and CV %.

Instrumentation Laboratory 3.59
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Action

Status

Action
Status
Action

' ™\

AT-1IL CAL 24,3ULY,946
RESULTS 12:00
% D OD
Al-11L 100 0.193 CYy = 1.5
50 0.421 Cy = 2.0
25 0,536 CYy = 2,5
m = 273.2 g = 156,512 = 1.000
4 to see Cal Daota and Graphles PRT to print
< 1o save

.

If relative CV % is outside the pre-estabilished range values, the value is
presented in reverse. Ranges are the following:

NP  (100%) CV%= 8

NP (50%) V%= 6
NP (25%) CV%= 4

In cases where more than one point or the 100% point is out of range, a
message is displayed in place of the “results” frame as follows:

- “NOT CALIBRATED: NO 1% POINT"
- “NOT CALIBRATED: INSUFFICIENT DATA’
- “NOT CALIBRATED: SLOPE OUT OF RANGE"

Press PRT to print the calibration data.-
If 1 to continue is pressed, the calibration curve graph is displayed.

The cafibration curve with relative parameters (m, q, and r?) is displayed.

{ 24.JULY.96_\
ATl CAL 12;00
RESULTS
A AT-111
100
50

m = -218,5

g = 1421

25 ? = 1.000
0.20 0.25 0.46 Q.D.

4 to see Cal Dato and Geaphics PRT to print

Y <= to save

By pressing PRT to print, the calibration data are printed.
Here it is possible to accept or reject the calibration.

Press <= to return.

Instrurnentation Laboratory
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Status
Action
Action

3.1.98.2

Action

Status

Action

Instrumentation Laboratary

7 N
AT-ll1 CAL 24.JULY,94é
RESULTS 12:00

% b 0D
AT 100 0,193 Cy = 1.6
S0 0.421 Cv = 2.0
25 0.5346 Cv = 2,5
m = 273,2 g = 156.5 12 = 1.000
4 to ses Cal Date and Graphlcs PRT to print
<« 1o sove

A

The operator is asked to confirm the acceptable calibration.

Press ENTER to confirm the choice.

In the calibration acceptance frame, p
not acceptable,

ress 4 if the calibration is

AT-lll Analysis
- 24,ULY.96 )
AT-111 12:00
CHECK: USABLE ROTOR PRESENCE
CLEANING SOLUTION LEVEL POS, 1
ENZYME LEVEL POS. 2
SUBSTRATE LEVEL POS, 3
REFERENCE SOLUTION LEVEL
CAL DATA ([see PROG)
4 to calibrate <= to exit
K ¥ to start analysis e

To carry out the analysis, the operator

must press v to start analysis

in the “check” frame after having completed the required actions.

Before pressing ¥ to start analysis, the operator must load the sample tray

as follows:

- Diluted buffer in “DIL” position (using 4 mL Big Cup)
- Samples (maximum 9) starting from position number 1
- Empty cups (maximum 9) starting from position number 10

Press \ to start analysis.
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Status The sampling phase begins.

Note:
Addifional needie washing is carried out as in AT-if CAL

Status  If during the instrumental checks the rotor and/or seme samples are
missing or the rotor is used, the conditions described for PT-FIB apply.
The sampling phase begins and is followed by activation, loading,
incubation and acquisition.

24.00L.96 )
AT-1IL 12:00
PLACE:
BUFFER IN *DIL* POSITION (4 mL 8IS CUP)
SAMPLES {max 9) STARTING FROM POS, No, 1
EMPTY CUPS [mox 9) STARTING FROM PCS, No. 10
b to start gnalysls <= to exlt
/" [DC_NGT OPER_COVER ] 24,0196
AT-IT  CAL 12:00
LOADING
PLEASE WAIT
\. /

Status  During the incubation phase, the sampling arm with fluidic sensors checks
for liquids presence.

Warning Do not remove the sample tray or reagent reservoirs until the fluidic
check has been completed or the cycle will be aborted.
For flags and alarms regarding sensors refer to section 8,
Troubleshooting.

Status  After acquisition, the resuits frame appears,
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Action

Action

Instrumentation Laboratory

7 24.0ULY.96
AY-11 12:00
RESULTS

% AOD
1 ?8 0.189
2 51 0.174
3 104 0.199
4 92 0,186
5 102 0.170
I 47 0.199
7 104 0.189
g 98 0.173
9 103 0.170
PRT to print
\ <= 1o eoxit
Note:

For AT - il the results are expressed in activity with respect to the
cafibration curve stored in the memory.

Press < to return to the ABS. menu.
Press PRT to print the results.

Note:
In the “results™ frame and printout, the optical density of the samples is
displayed near the activity.

if during sensors check the diluted buffer (DIL position of the sample tray}
or the cleaning solution is missing (position 1 of the reagent reservoir), a
“warning” frame is displayed before the main menu.

24,000,961
AT 12:00

ATTENTION: ERRCR CODE 2§
BEFORE PROCEEDING REFER
TC THE OPERATOR'S MANUAL

+ to contlnue

- J

If extra washing has not been performed (because of the lack of
diluted buffer or cleaning solution) or the cycle has been stopped by
pressing STOP-ENTER, the operator must carry out a normal cleaning
before starting a new cycle {refer to section 5, Maintenance).

Press V to continue and follow the directions for the normal cleaning
procedure.
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3.1.10

Status

Action

Action

Plasminogen

For Calibration Plasma, Control plasma, reagents preparation and
handiing, refer to the manufacturer's instructions included with the kit.

Instrument READY,

The last test executed is displayed in reverse video,

"z 24,00L.96
READY 12:00
PT.Fid DOUVBLE TESTS
?TPTT [ABS. JTESTS ]

SPECIAL TESTS
PT-FIB/APTT
TTJAPTT

SINGLE FACTOR

€2 10 select
ENTER to confitm

= to exit

S/

Move the cursor by means of the PV and <> keys to select ABS.

TESTS and press ENTER.

ABS, TESTS

24000796 )
12:00

HEPARIN Xa
HEPARIN

AT-111
PLASMINOGEN
ANTIPLASMIN
FIBRINOGEN-C
PROCHROM
D-DIMER

4+¥ to selsct
ENTER to conflrm

N

<=

to  exit

Move the cursor by means of the £V and <> keys to select
PLASMINOGEN and press ENTER.

The “check” frame is displayed.

-

PLASMINOGEN

24‘JUL.96\
12:00

STREPTOKINASE LEVEL
SUBSTRATE LEVEL
REFERENCE SOLUTION

CAL DATA (see PROG)

CHECK: USABLE ROTOR PRESENCE

LEVEL

POS, 2
POS, 3

4 3o start analysls and callbration
4 to start analysls

< to exlit

J

Instrumentation Laboratory
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Status
Action

Status
Action

Status
Action

Status
Action

Status

Action
Status

Instrumentation Laboratory

Usable rotor presence.

Check that a usable rotor is present in the rotor holder.

Strepiokinase level control.

Empty the streptokinase bottle contents into reservoir 2 marked E
(MICRO) of the instrument.

Substrate level control

Empty the substrate bottle contents into reservoir 3 marked S
{MICRO) of the instrument.

Nofte:
Label the reservoirs (micro E and S) with the appropriate stickers (marked
PLG) included in the reservoirs box.

Reference Emulsion level ,

Make sure that the reference emulsion leve!l is adequate (a level of 1.5
-2 cm is enough to run 1 or 2 rotors, considering the dead velume).
Press ' to continue.

Before placing the Calibration Plasma and the samples on the tray, the
operator must carry out predilutions: 1 part of Calibration Plasma + 20 parts
of diluted buffer, 1 part of sample + 20 parts of diluted buffer (1:21

Dilution).

Press "1\ to start analysis and calibration.

The instrument indicates the positioning of the prediluted Calibration
Plasma, diluted buffer and prediluted samples (15 maximum).

In this frame the operator is also requested to key in the percentage of
activity of the Calibration Plasma. This value is displayed in reverse.

Note:

The value should be within the range: 70-130%.

The calibration curve and relative dilutions are calculated according to the
inserted value.

The calibration curve can be stored and used for subsequent runs.

7 24.0UL.96 )
PLASMINOGEN 12:00
PLACE:

N.P. IN *POOL* POSITION 100.0
(PREDILUTED WITH BUFFER)

BUFFER IN "DIL* POSITION

SAMPLES (mox 15) DILUTED WiTH DILUENT
STARTING FROM POS, NO,1

Key in new value T
ENTER to conflim &= 1o exlt

- /
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Action

Status

Action

Status

Warning

Status

Key in the value of the Calibration Plasma and press ENTER.

The displayed values can he modified or confirmed by pressing
ENTER.

Place the prediluted Calibration Plasma in “POOL” position, the
diluted buffer in “DIL” position and the prediluted samples into the
correct positions.

Press \ to start analysis.

( 24,0096
PLASMINOGERN 12:00
PLACE:
1.5, 1N *POOL* POSITION
[PREDILUTED WITH BUFFER)

BUFFER IN *DIL* POSITION

SAMPLES (max 18] DILUTED WITH DILUENT
STARTING FROM POS, NO,I

+ to stant onalysls < to exlt

\- J/

If, during the instrumental checks, the roter and/or some samples are
missing or the rotor is used, the conditions descrbed for PT-FIB apply.

/" [0C_NOT OPEN_COWER 24,001,961\
FLASMINOGEN 12+00
LOADING

PLEASE WAIT
. J

The sampling phase begins and is followed by activation, loading,
incubation and acquisition,

The operator may key in the Sample IDs using the numerical
keyboard and confirming the number.

During the incubation phase the sampling arm with fluidic sensors checks
the liquids presence.

Do not remove the sample tray or reagent reservoirs until the fluidic
check has been completed or the cycle will be aborted. For flags and
alarms related to this matter, refer to section §, Troubleshooting.

At the end of the acquisition and calculation, the “results” frame appears.

Instrumentation Laboratory
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Action

Status

Instrumentation Laboratory

Note:

I more than one calibration point or the 100% point is out of range the “not
calibrated” frame is displayed instead of the resuits frame.

For Plasminogen the results are expressed in activity with respect to the
calibration curve defined by the values from the first three cuvettes of the
rotor (100% - 50% - 25%). In addition, 1? is reported which gives an
indication of the acceptability of the correfation between the three points.

24.JULN96

PLASMINOGEN 12:00
RESULTS
% AOD % AOD
1 88 0.320 11 110 0.362
2 0.512 12 85 0,318
3 104 0.357 13 83 0.316
4 ?3 0.347 14 83 0.316
Bl 89 0.340 18 8¢ 0.340
-] 113 0.3465
7 93 0.367
8 @3 0.3567
9 126 0.380 = 0.999
10 131 0.383
4 to see Cal Data and Graphlcs PRT to piint
Vv to see Analys(s data < 10 save

Press “«<=" the operator is asked to accept or reject the calibration.
Press ¢/ to see the calibration data.

The values expressed in activity and optical density corresponding to the 3
points (100% - 50% - 25%) are displayed.

/ 24500796\
PLASMINOGEMN 12:00
RESULTS

% AOD
100 0.355
50 0.159
25 0.073
m= 1,234 g= 0,878 12 = 0,999
AN 1o see CAL DATA and GRAPHICS PRT to print
L ¥ 1o see analysls data < to save

/

If one of the points 50% or 25% is out of range, the curve is outiined on
two points,

The data beyond the limits are not presented and, the message “2 POINT
CAL’ is displayed.

In cases where more than one point or the 100% point is out of range, a
message is displayed in place of the “results” frame as follows:

- “NOT CALIBRATED: NO 1= POINT"
- “NOT CALIBRATED: INSUFFICIENT DATA
- “NOT CALIBRATED: SLOPE QUT OF RANGE”

3.67



3.68

Action

Status

Action

Status

Action

Press “PRT" to print the calibration data.

lf “4\((
curve graph is displayed.

to see Cal Data and Graphics is pressed, the calibration

The calibration curve with relative parameters (m, g, and r?) is displayed.

( 24900756
PLASMINOGEN 12:00
RESULTS
A PLG
100
50 m = 263.8
= 6.724
cr" = 0,999
25
t t T
0.07 0.1% 0.36 0.0,
4 {0 see Cal Dota and Graphics
¥ to see Analysls Data

PRT to print
<= to suve)

Press “PRT" to print the calibration graph.
Press “J to see analysis data” the “results” frame appears.

The “results” frame is presented.

4 24.08LY,96 )
PLASMINOGEN 12:00
RESULTS

% AOD % ACD
1 88 0,320 11 110 0.362
2 0.512 12 85 0.318
3 104 0.357 13 83 0,316
4 93 0.347 14 83 0,314
5 39 0.340 15 89 0.340
) 113 0.365
7 93 0.357
8 93 0.357
9 126 0.380 * = 0,999
10 131 0.383
4 to see Cal Dato ana Graphles PRT to print
¥ 10 see Anolysls data A <= 1o teturn

Press “PRT" to reprint the resuits.

Press “<=" to save or not the calibration data and return to the main

menu,

Note:

In the ‘resufts” frame and printout, the optical density of the sample is

displayed near the activity.
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3.1.11 Alpha-2-Antiplasmin

For calibration Plasma, Controls plasma, reagents preparation and
handling, refer to the manufacturer's instructions included with the kit.

Status Instrument READY.
The last test executed is displayed in reverse video.

24.0UL.96 )
12:00

READY
PT-FIB DOUBLE _TESTS
APTT [ ABS. TESTS |
AL TESTS
PT-FIB/APTT SPECI T
TTJAPTT

SINGLE FACTOR

A€ to selsct
ENTER to confirm < to exit

- /

Action Maove the cursor by means of the AJand < keys to select ABS.
TESTS and press ENTER.

% 24,000,956 )
12100

ABS, TESIS

HEPARIN Xao
HEPARIN

AT-11E
PLASMINOGEN
FLA N

BRINOGEN-
PROCHROM
D-DIMER

¥ to select
ENTER 1o confiim

e J

Action Move the cursor by means of the PV keys to select ANTIPLASMIN
and press ENTER.
The “check” frame is displayed.

/_ 24.JUL.96\
ANRTIPLASMIN 12:00
CHECK: USABLE ROTOR PRESENCE

PLASMIN LEVEL POS. 2
SUBSTRATE LEVEL POS. 3

REFERENCE SOLUTION LEVEL

CAL DATA (see PROG)

4 to start analysis and callbrotlon

K 4 1o start anolysls < to exit
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Status
Action
Status
Action

Status
Action

Status
Action

Action

Status

Action

Usable rotor presence.
Check that a usable rotor is present in the rotor holder.
Plasmin level.

Empty the plasmin bottle contents into reservoir 2 marked E (MICRO)
of the instrument.

Substrate level.

Empty the substrate bottle contents into reservoir 3 marked S
(MICRO) of the instrument.

Note:
Label the reservoirs (micro £ and S) with the appropriate stickers (marked
AT-PL) incitded in the reservoirs box.

Reference emulsion level.

Make sure that the Reference emulsion level is adequate (a level of 1.5
-2 em is enough to run 1 or 2 rotors, considering the dead volume}),
otherwise replace the bottle.

Press "4)\" to start analysis,

The instrument indicates the positioning of the prediluted Calibration
Plasma, diluted buffer and prediluted samples (15 maximum).

- 24,JUL,946
ANTIPLASMIN 12:00

PLACE!
N.P. I *POOL* POSITION -
(FREDILUTED WITH BUFFER) m
BUFFER IN 'DIL' POSITION

SAMPLES [max 15] DILUTED WITH DILUENT
STARTING FROM POS. NO.1

Key In new value
ENTER to confitm = to exl?/

In this frame the operator is also requested to key in the percentage of
activity of the Calibration Plasma. This value is displayed in reverse video.

Note:

The value should be within the range: 70-130%.

The calibration curve and relative dilutions are calculated according to the
inserted value.

The calibration can be stored and used for subsequent runs.

Key in the value of the Calibration Plasma and press ENTER.
The displayed values ¢an be modified or confirmed by pressing
ENTER.
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Status

Action

Status

Warning

Status

Instrumentation Laboratory

Before placing the Calibration Plasma and the samples on the tray,
the operator must carry out predilutions: 1 part of Calibration Plasma
+ 10 parts of diluted buffer (1:11 Dilution).

Place the prediluted Calibration Plasma in “PQOL” position, the
diluted buffer in “DIL> position and the predituted samples into the
assigned positions.

Press < to start analysis.

4 24,0156 )

ANTIPLASMIN 12:00
PLACE:
NP IN *POOL" POSITION 100.0
(PREDILUTED WITH BUFFER)
BUFFER [N "DIL" POSITION
SAMPLES [max 18) DILUTED WITH DILUENT
STARTING FROM POS, NO,I
¥ to start analysis < to exit
- /

If, during the instrument checks, the rotor and/or some samples are missing
or the rotor is used, the conditions described for PT-FIB apply.

The sampling phase begins; it is followed by activation, loading, incubation
and acquisition,

/" [00_NOT OPEN COVER | 24.0UL.96 )
ANTIPLASMIN 12:00
LOADING

PLEASE WAIT

The operator may key in the Sample iDs using the numerical
keyboard and confirming the number.

During the incubation phase the sampling arm with fluidic sensors checks
the liquids presence,

Do not remove the sample tray or reagent reservoirs until the fluidic
check has been completed or the cycle will be aborted.
For flags and alarms, refer to section 6, Troublesooting.

At the end of the acquisiticn and the calculation phases, the results frame
is displayed.
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Action
Status

4 24.0ULY.96

AHNTIPLASMIN 12:00
RESULTS
% AOD % AOD
1 123 0.462 11 117 0.480
2 54 0.583 12 98 0.510
3 118 0.474 13 111 0.484
4 53 0.584 14 108 0.4920
5 137 0.321 15 184 0.270
P 0.576
7 63 0,474
8 118 0.470
9 120 0,460 = 0.9%98
10 127 0.484
4 to see Cal Dota and Graphlcs PRT to pilnt
¥ to see Analysls Doto & to save
\. )
Note:

{f more than one calibration point or the 100% point is out of range, the “not
calibrated” frame is dispfayed instead of the “resulfts” frame.

For ANTIPLASMIN, the results are expressed in activity with respect to the
calibration curve obtained from the vafues from the first three cuvettes of
the rotor (100% - 50% - 25%). - In addition r* is reported which gives an
indication of the acceptability of the regression line between the three
points.

Press “4\” to see the calibration data.

In addition to the three points of the calibration, the r?, the slope (m) and
the intercept (q) are presented.

4 24.0ULY.96 )
ANTIPLASMIN 12:00
RESULTS .

% A0D
100 0,500
50 0.588
28 0,636

n o= 2339 g = 167.9 r2 = 0.998

A to soe Cal Data and Graphics PRT to print
\ J to see Analysis Data < 1o suve)

If one of the points 50% or 25% is out of range, the curve is outiined on two
points,

Out of range data are not presented and the message “2 POINT CAL” is
displayed.

in cases where more than one point or the 100% point is out of range, a
message is displayed in place of the “results” frame as follows:

- “NOT CALIBRATED: NO 1% POINT"
- “NOT CALIBRATED: INSUFFICIENT DATA"
- “NOT CALIBRATED: SLOPE CUT OF RANGE"

Instrumentation Laboratory
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Action

Status

Action

Status

Action
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Press “PRT" to print the calibration data.

If “A” is pressed, the calibration curve graph is displayed.

The calibration curve with relative parameters (m, q, and r?) is displayed.

7 24.JUL%.96 )
ANTIPLASMIN 12:00
RESULYS

AT-PL
A
100
50
m = -554,5
= 376.,5
25 t* = 0,998
t ¥ +—
G.50 0.59 0.64 0O.D.
4 to see Cal Data and Grophics PRT to print
\ 4 1o see Analysls Data < to save /

Press “PRT to print the calibration curve,
Pressing “<” the operator is asked to confirm or reject the

calibration.
Pressing “V to see Analysis Data” to retu

The “results” frame returns.

m to the “results” frame.

24.J01%.96 )
ANTIPLASMIN 12:00
RESULTS
% AOD % AOD
1 123 0.462 11 117 0.480
2 54 0.583 12 98 0.510
3 118 0.474 13 11 0,484
4 53 0,584 14 108 0,490
5 117 0.321 18 184 0.270
6 0.576
7 63 0.474
8 118 0,470
9 120 0.4460 ? o= 0,998
10 127 0,484
4 to ses Cal Data and Graphles PRT to pilnt
¥ to see Analysls Data < to save

Press “PRT" to reprint the results,

Nofte:

in the “resufts” frame and printout, the optical density of the samples is

displayed near the activity.
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3.1.12 Fibrinogen-C

For Calibration Plasma, Control plasma, reagents preparation and
handling, refer to the manufacturer’s instruction included with the kit.

Status  Instrument READY.

The last test executed is displayed in reverse video.

24.JUL.96\
12:00

1T
PT-FIBJAPTT
TI{APTT

SINGLE FACTOR

READY
P1-FI£ DOUBLE _TESTS
APTT ABS. TESTS ]

SPECIAL TESTS

tb e3> 1o select
K ENTER to contlrm

< 1o exit

Action Move the cursor by means of the M and <= keys to select ABS.

TESTS and press ENTER.

/

ABS, TESTS

24.0UL%.96
12:00

HEPARIN Xa
HEPARIN
AT-iI1
PLASMINOGEN
ANTIPLASMIN
BRING
FROCHROM
D-DIMER

A4 to sslect
K ENTER to conflim

<= to exlt

/

Status  The last test executed is displayed in reverse.

Action Move the cursor by means of the A and <> keys to select
FIBRINOGEN-C and press ENTER.

CAL DATA [see PROG)

24.JUL.96\
FIBRINOGEN-C 12:00
CHECK: USABLE ROTOR PRESENCE
CLEANING SOLUTION POS, 1
THROMBIN LEVEL POS, 2

REFERENCE SOLUTION LEVEL

14 to callbtate
4 ta start anclysls

<= ta exit

J
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Status
Action
Status
Action

Status
Action

Status
Action

3.1.121

Action

Instrumentation Laboratory

The “check” frame appears.
It is possible to select 1 to calibrate or < to start the analysis.

Usable rotor presence.
Check that a usable rotor is present in the rotor holder.
Cleaning Solution level.

Fill the reservoir Micro 1 (CLEAN) with the appropriate quantity of
Cleaning Solution. Magnetic stir bar is not needed.

Thrombin level,

Empty the Thrombin vial content into the reservoir Micro 2 (FIB-C).
Magnetic stir bar is not needed.

Reference emulsion level,

Make sure that the Reference emulsion level is adequate (a level of 1.5
- 2 cm is enough to run 1 or 2 rotors, considering the dead volume),
otherwise replace the bottle.

In case the instrument does not have a stored calibrafion, the check frame
will show "NOT CALIBRATED",
If the instrument has a calibration in the memory, than the check frame will
show "CAL DATA (see PROG)".

FIB-C Calibration

if In the check frame "T" is pressed 1o calibrate the analytical conditions
frame appears.

/ 24.JULY.96 N

FIB-C CAL 12100

FIBRINOGEN-C
ANALYTICAL CALIBRATION CONDITIONS

N, P, tot, No. tiesrartiiiannny

THROMBIN LOT, HNo,

------- ssvievnne

<= fo exit J

In this frame the operator is asked to key in the Calibration Plasma Lot
number (N,P, 1D} and the reagent Lot No. (Thrombin Lot No.).

key In new value
K ENTER to confitm

Press ENTER to display the "place” frame,
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Action

7 24.00L.96 )

Fi8-C CAL 12:00

PLACE:
NP, IN "POOL" POSITION 300

FACTOR DILUENT IN "DIL* POSITION (2 ml CUP)

Koy In new value = to exit
ENTER to contlrm /

in this frame the operator is asked to key in the Fibrinogen-C value of the
Calibration Plasma in mgfdL or g/l (according to the selection done in
PROG-UNITS). The value is displayed in reverse,

Note:

The vajue must be within the range 200-350 mg/dL (2.0 - 3.5 g/L), or the
value wilf not be accepted and the cursor remains in place.

The calibration curve and refative dilutions are calcufated according to the
inserted value.

24.JULSS I
FIB-C CAL 12:00
PLACE:
NP, [N "POOL" POSITION 300
FACTOR DILUENT I "DiL* POSITION {2 mL CUF)
k ¥ 1o start onalysls < to exit
/

Key in the Fibrinogen-C value of the Calibration Plasma indicated in
the insert sheet and press ENTER. The displayed values can be
modified or confirmed by pressing ENTER.

Place the Calibration Plasma in “POOL” position, the Factor diluent
in “DIL” position {use 2 mL cups).

Press ¥ to start analysis.
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/" [DO_NOT OPEN_GOVER ] 24.00LY.96
FIB-C 12:00
LOADING

PLEASE WAIT

\. ./
Status  The sampling phase begins and is followed by loading, incubation and
acquisition,

During the incubation phase the sampling arm checks the liquids presence.
The instrument loads each standard point of the calibration four times.

Warning Do not remove the sample tray or the reagent reservoirs until the
fluidic check has been completed or the cycle will be aborted.

Status At the end of acquisition and calculation the calibration data are displayed
in terms of values expressed in mg/dL {or g/L) and in seconds
corresponding to the three points of the calibration curve {mean value + CV
+ curve parameters).

For example, if the Calibration Plasma is assigned to be 300 mg/dL, the
calibration curve will be as follows:

- 450 mg/dL (150% of the Calibration Plasma - CV limits 1.5)
- 300 mg/dl {100% of the Calibration Piasma - CV [imits 2.0)
- 150 mg/dL (50% of the Calibration Plagsma - CV limits 2.5).

/ FIBRINOGEN-C 24, JULY.96
RESULTS 12:00
mg/dL s
450 7.2 Cv = 0.90
300 9.9 CV = 0,62
150 20,7 Ccv = 2,17

m = 2538 g = 2,506 12 = 0.999

A to see Cal Data and Graphlcs PRT to print
\ J to see Anglysis Dato < 10 save /

Action Press “T™ to see the calibration graph.
Press “< to accept or reject the calibration.
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Status  In cases where one more points are out of range, a message is displayed,
in place of the “results™ frame, as follows:

- NOT CALIBRATED: NO 1 POINT
- NOT CALIBRATED: INSUFFICIENT DATA
- NOT CALIBRATED: SLOPE OUT OF RANGE.

Action Press “PRT” to print the calibration data.
If “1” is pressed, the calibrafion curve graph is displayed.

7 24.JULY.9&
FI3-C 12:00
RESULTS

c

-2.554
2.478
0.999

m

n

Lo

I
+

4 to see Cal Data and Graphlics PRT to print
<= fo save

-

Action Press “PRT” to print the calibration graph.
Press “<=” to accept or reject the calibration.
By pressing ENTER the calibration is accepted and saved.
By pressing “"1\", not to confirm, the calibration is not accepted.

31.12.2 FIB-C Analysis

Press "V to start analysis in the check frame to begin analysis.
The "place” frame will appear.

24,JUL.96
Fi&-C 12:00

PLACE:
FACTCR DILUENT IN "DIL* POSITION {4 mL BIG CUP)

SAMPLES {max. 18] STARTING FROM POS. No. 1

\ €L to start anziysis <= to exlt

The operator must place the Factor diluent in “DIL" position (please use

4 mL BIG CUP) and sampies (maximum 18) starting from position number
1. The loading, incubation and acquisition phases will follow.

At the end, the RESULTS frame will appear.
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Status
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( FI18-C

\.

RESULTS
mg/dL 3 mgfdl 5
1 285 10.5 1 308 9.8
2 291 10.3 12 294 10.2
3 311 9.7 13 3N 2.7
4 288 10.4 14 315 2.6
5 308 ?.8 16 285 10.5
6 315 9.6
7 294 10,2
B8 291 10.3
9 288 10,4
10 285 10.5
PRT to Prnt
<= to exit J

Press “PRT” to print the results.
Press "<-” to return to the ABS. menu.

If extra washing has not been performed because of the lack of the
Cleaning solution, or the cycle has been stopped by pressing
STOP-ENTER, a “Warning” frame appears and the operator must cany out
a manual cleaning procedure before starting a new cycle,

The extra washing cycle is needed to eliminate the thrombin residual from
the needie and to aveid potential cany-over,

Press™N” to continue and follow the indications described in the ACL

Operator's Manual.

24.0UY.96
FIB-C 12;00
ATTENTION: ERROR CODE 25
BEFORE PROCEEDING REFER
TO THE OPERATOR'S MANUAL
4 to continue
e _/
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3.1.13

Status

Action

Action

Pro

-Chrom

For Calibration Plasma, Control plasma, reagents preparation and
handling, refer manufacturer’s instruction included with the kit.

Instrument READY,
The last test executed is displayed in reverse video,

< 24.00L,96 1\
READY 12:00
PT-FIB DOUBLE _TESTS
APTY (CABS. TESTS ]

Ju SPECIAL TESTS
PT-FIB/APTT

TTJAPTT

SINGLE FACTOR

pd€&D> to select
ENTER to confirm

<= to exlt

Move the cursor by means of the M and <> keys to select ABS.
TESTS and press ENTER.

/_

ABS, TESTS

24,JULY,%¢
12:00

HEPARIN Xo
HEPARIN

AT-11I
PLASMINOGEN
ANTIPLASMIN
FIBRINOGEN-C
D-DIMER

+¥ to select
ENTER 1o conflrm

<= to exlt

S/

Move the cursor by means of the ™V keys to select PROCHROM and
press ENTER. The check frame is displayed.

4 24.JUL.96 )
PROCHROM 12:00
CHECK: USABLE ROTOR PRESENCE
ENZYME LEVEL POS, 2
SUBSTRATE LEVEL POS. 3
REFERENCE SOLUTION LEVEL

NOT CALIBRATED

4 to statt analysis and collbration = to exlt

Vv oto start analysls -

N S/

Instrumentation Laboratory
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Status
Action
Status
Action

Status

Action

Status
Action

Status

Action
Status

Instrumentation Laboratory

Usable rotor presence.
Check that a usable rotor is present in the rotor holder.
Enzyme level.

Empty the enzyme bottle contents into reservoir 2 marked E {MICRO)
of the instrument.

Substrate level,

Empty the substrate bottle contents into reservoir 3 marked S
(MICRO) of the instrument.

Note:

Label the reservoirs (micro E and S) with the appropriate sticker included in
the reservoirs box.

Reference Emuision [evel.

Make sure that the reference emulsion level is adequate (a level of 1.5
-2 cm is enough to run 1 or 2 rotors, considering the dead volume},
otherwise replace the bottle.

Press / to start analysis and calibration.

The analytical calibration conditions appear.

24.JULY.?6‘\
PROCHROM 12:00
PROCHROM:
ANALYTICAL CALIBRATION CONDITION
N. P. LOT MNo, sesevsanrone
ENZYME LOT No.  seeess deanes
SUBSTRATE LOT No. ceerenaviens
Key In new value = to exit
ENTER to conflrm
J

Key in the required Lot Numbers.

The instrument indicates the positioning of the Calibration Plasma, diluents
and samples {15 maximum).

In this frame the operator is also asked to key in the percentage of actvity
of the Calibration Plasma. This value is displayed in reverse,

Note:

The vaiue shouid be within the range: 70-130%.

The calibration curve and relative dilutions are calcufated according to the
inserted value.
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Action

Status

PROCHROM

24,0096
12100

PLACE:

N.P. IR *P0OOL" POSITION

PROQCHROM DILUENT IN "DIL* POSITION

PROCHROM DILUENT IN POSNo,18 (2 mL CUP)
SAMPLES [MAX 18§) STARTING FROM PQOS, No. 1

Kay In new vgolue
ENTER to contirm

< to exit

/

Key in the value of the Calibration Plasma and press ENTER.
The displayed values can be modified or confirmed by pressing

ENTER.

The operator places the Calibration Plasma in “POOL” position, the
diluent in “DIL* position and in position 18, and the samples into the

correct positions.
Press ¥ to start analysis.

7 24,4UL,96 )
PROCHROM 12:00
PLACE:

N,P. IN *POOL* POSITION 100.0

PROCHROM DILUENT IN "DIL* POSITION
PROCHROM OILUENT IN POS.No,18 (2 mL CUP)
SAMPLES {MAX 15) STARTING FROM POS. Ne. 1

4 to start anolysis

-

<= to exit

/

If, during the instrument check, the rotor and/or some samples are missing
or the rotor is used, the conditions described for PT-FIB apply.

{ (DO _HOT OPEN_COVER
PROCHROM
LOADING

24,0096 )
12:00

PLEASE WAIT

Instrumentation Laboratory
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Action

Status

Waming

Action

Status

nstrumentation Laboratory

The sampling phase begins and is followed by loading, activation, incuba-
tion, acquisition.

The operator may key in the Sample ID using the numerical keyboard
and confirm the number.

During the incubation phase the sampling arm with fluidic sensors checks
the liquid presence.

Do not remove the sample tray or reagent reservoirs until the fluidic
check has been completed or the cycle will be aborted. For flags and
alarms related to this matter, refer to section &, Troubleshooting.

Note:

If more than one calibration point or the 100% point is out of range, the “not
calibrated” frame is displayed instead of the resuits one.

For ProChrom the results are expressed in activity with respect to the
calibration curve defined by the values from the first three cuvettes of the
rotor (100% - 50% - 25%). In addition, # which gives an indication of the
acceptability of the regression line between the three points read is

reported.

7 N\
PROCHROM 24,JULY, 96
RESULTS 12100

% AQD % AQD
1 88 0.320 11 110 0.362
2 104 0,512 12 85 0.318
3 104 0,357 13 83 0.316
4 93 0.347 14 83 0,31%
5 &9 0.340 15 8¢ D.340
6 113 0.365
7 93 0,357
8 93 0.357
? 124 0.380 )
10 131 0.383 = 0.999
2 to see Cal Daota and Graphics PRT to print
\ 4 to see Analysls Data & to save

Press “<=" to save calibration and the screen returns to the main
menu.
Press “4\” to see the calibration data.

The value expressed in activity and optical density coresponding to the 3
points (100% - 50% - 0%) are displayed.

1 )
PROCHROM 24,JULY, 98
RESULTS 12:00

% AQD
0 0.000
50 g.128
100 0.238

m = 420,3 q = «1.376 12 = 0.998

4 to ses Cal Dgta and Graphles PRT to print
Vv to see Analysls Data < 1o save

- J
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Action

Status

Action

Status

Action

If one of the points 50% or 0% is out of range, the curve is outiined on two
points.

The data beyond the limits are net presented and the message “2 POINT
CAL’ is displayed.

In cases where more than one point or the 100% point is out of range, a
message is displayed in place of the “results” frame as follows:

- “NOT CALIBRATED: NO 1% POINT”
- “NOT CALIBRATED: INSUFFICIENT DATA”
- “NOT CALBRATED: SLOPE OUT OF RANGE"

Press “PRT" to print the calibration data.
If “4" is pressed, the calibration curve graph is displayed.

The calibration curve with relative parameters (m, g, and r?) is displayed.

4 22,000%.96
PROCHROM 12:00
RESULIS
A

100
50
r = 17-52
q = 16.61
0.0 r? = 0.999%
+ t t
1.00 3.70 4,70 R?
4 to see Cal Data and Graphlics PRT to print
¥ to see Analysls Data = to return

Press “PRT" to print the calibration graph.
Press “\'" to present again the “results Analysis Data” frame.

The “results” frame retums,

PROCHROM 24,JULY,96 w
RESULTS 12:00
% AQD % ACD

1 88 0.320 11 110 0,362
2 104 0.512 12 85 0.318
3 104 0.357 13 83 0.316
4 93 0.347 14 . 83 0.314
& 89 0.340 15 89 0.340
& 113 0.345
7 93 0,357
8 93 0.387
9 126 0.380 .
10 131 0.383 1" = 0.999
A to see Col Data and Graphlcs PRT to print
\ 4 to see Analysis Dato = %0 saove

Press “PRT" to print the resuits.
Pressing “<" the operator is asked to accept or reject the calibration.

Instrumentation Laboratory
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Nate:

In the “results” frame and printout, the optical density of the sample is
displayed near the activity.

Status  If only analysis is selected,

% 24,001,961\

PROCHROM 12:00

PLACE:

PROCHROM DILUENT IN POS,No,18 (2 mL CUP]
SAMPLES [MAX 18&) STARTING FROM POS, No, 1

L to start analysls < to exit

\- /

Action Press ¥ to start analysis.

Status  If, during the instrument checks, the rotor and/or some samples are missing
or the rotor is used, the conditions described for PT-FIB apply.

/Loo NOT OPEN COVER] 24.JULY.96 )
PROCHROM 12:00
LOADING

PLEASE WAIT

__ ' J

The sampling phase begins and is foliowed by activation, loading, incuba-
tion, acquisition,

Action The operator may key in the Sample ID using the numerical keyboard
and confirm the number.
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Status  During the incubation phase the sampling arm with fluidic sensors checks
the liquid presence.

Waming Do not remove the sample tray or reagent reservoirs until the fluidic
check has been completed or the cycle will be aborted. For flags and
alarms related to this matter, refer to section 6, Troubleshooting.

Note:
In the “results"” frame and printout, the optical density of the sample is
displayed near the activity.

'\
FROCHROM 24,JULY,96
RESULTS 12:00
% A0D % A0D
1 8B 0.320 11 110 0.362
2 121 0.372 12 85 0.318
3 104 0,387 13 83 0.316
4 93 0.347 14 83 0,316
& 89 0.340 is 89 0.340
& 113 0.365
7 N 0,357
g 93 0,357
9 126 0.380
10 131 0.383
PRT to print
< to exit
. J
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3.1.14

Status

Action

Action

Instrumentation Laboratory

D-Dimer

For Calibrator, Contral plasma, reagents preparation and handling, refer to
the manufacturer's. instructions included with the kit.

Instrument READY,
The last test executed is displayed in reverse.

/

READY

24.0UL.96
12:00

PT-FIB DOUBLE

TESTS

APTT (ABS. T£S

TS J

7 SPECIAL
PT-FIB/APTT

TT/APTT

SINGLE FACTOR

TESTS

F¥ €3 to select
ENTER to conflim

<= to exif

_/

Move the cursor by means of the Mland < keys to select ABS.

TESTS.

ABS, TESTS

24,JU%,96 )
12100

HEPARIN Xa
HEPARIN

AT-111
PLASMINOGEN
ANTIPLASMIN
FIERINOGER-C
PROCHROM

D-DIMER

24 to
ENTER

select
to conflrm

<=

\.

to  exlt

_/

Move the cursor by means of the  and Vv
press ENTER.
The “check” frame appears.

keys to select D-Dimer an

/

D-DIMER

24,JULY. 24 \
12:00

CHECK: USABLE ROTOR PRESENCE
LATEX REAGENT LEVEL
REFERENCE SOLUTION LEVEL

NOT CALIBRATED

POS, 1

4 1o collbrate
+ to start analysls

= to exlt
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If the instrument is not calibrated relative message will appear. If the
instrument is calibrated the message CAL DATA (see PROG) will
appear.

Status  Usable rotor presence.

Action Check that a usable rotor is present in the rotor holder.
Status Latex reagent ievel in position 1,
Action Place the latex reagent in position 1.

Status  Reference solution level.

Action Check that the reference sclution level is adequate (a level of 1.5-2
c¢m is enough to run 1 or 2 rotors, considering the dead volume),
otherwise replace the bottle.

3.1.14.1 D-Dimer Calibration

When the lot/s number of Calibration Plasma and/or reagents are changed
and/or controls are out of range the calibration must be repeated.,

Action  if in the “CHECK” frame “/” is pressed, a calibration cycle is
initiated.

Status  If the instrument is calibrated, the D-Dimer calibration analytical conditions
are displayed.

4 24.90L.96 )

D-DIMER CAL 12:00

D-DIMER:
ANALYTICAL CALIBRATION CONDITION

N,P. LOT. No, veesnsrianas

LATEX REAGENT LOT. No,

DD BUFFER LOL. No.
Key In new valua < to exlt

ENTER to contirm

/

Action The operator is either able to key in new values or to continue by
pressing ENTER.
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' 10,AUG.92 '\

D-DIMER CAL 12:00

PLACE:
CALIBRATOR IN*POOL" POSITION

D-DIMER BUFFERIN "DIL' POSITION
EMPTY CUPSINPOSITIOM 18AND 17
FACTORDILUENTINPOSITION 14

Key in new value <= to exlt
ENTER to confirm

o /
In this frame the operator is aiso requested to key in the value in
ng/mL of the Calibration Plasma. This value is displayed in reverse
{default is 1000).

Note:
The value should be within the range: 950-1050 ng/mL.
The Calibration curve and relative dilutions are calculated according to the

inserted value,

7 10.AU6.92
D-DIMER CAL 12:00
PLACE: _

CALIBRATORIN'POOL*POSITION 1000

D-DIMERBUFFERIN'DIL*POSITION
EMPTYCUPSINPOSITIONTEAND17?
FACTORDILUENTINPOSITION16

" <= to exit
1o start analysls
N /
Action Key in the value of the Calibration Plasma an then press ENTER.
The displayed values can be modified or confirmed by pressing
ENTER.

The operator places:

- the Calibration Plasma in “POOL" position,
- empty cups in position 18 and 17,

- the D-Dimer buffer in position "DIL" (using 4 mL cup),
- the factor diluent in position 16,
Action Press “\” to start analysis.
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Status

Status

Warning

Status

If, during the instrument checks, the rotor and/or some samples are missing
or the rotor is used, the conditions described for PT-FIB apply. The
sampling phase begins and is followed by activation, loading, incubation

and acquisition.

/ [0C_NOT OFEN _COVER ]
D-DIMER CAL
LOADING

10.AUG.92
12:00

PLEASE WAIT

AN

-

Afterwards the instrument loads 4 times the 100%, 4 times the 50% and 4
times the 25%. The instrument automatically carries out calibration

diluitions.

During the incubation phase the sampling arm with fluidic sensors checks

the liquids presence.

Do not remove the sample tray or reagent reservoirs until the fluidic
check has been completed or the cycle will be aborted.
For flags and alarms regarding sensors please refer to section

6,Troubleshooting.

At the end of acquisition the calibration data, in terms of value expressed in
activity and optical density corresponding to the 3 points (1000 - 500 - 250

ng/mL) and CVs % are displayed.

N

% 10.AUG.92 )
D-DIMER CAL 12:00
RESULTS

D-DIMER
ng/mL D O.D.
1000 0.180 Cv = 1.5
500 0.090 Ccv = 2.0
250 0.045 CYV = 2.5
m = 273.2 q = 156.5 12 = 1.000
A to see Cal Data and Graphlc PRT to print
< to save

Instrumentation Laboratory
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Action

Status

Action

Action

Instrumentation Laboratory

If relative CV % is outside the pre-estabilished range values, the value is
presented in reverse. Ranges are the following:

NP (100%) CV%= 4
NP  (50%) CV%= 6
NP  (25%) CV%= 10

In cases where more than one point, or the 1st point is out of range a
message is displayed in place of the “results” frame as follows:

- “NOT CALIBRATED: NO 1% POINT"
- “NOT CALIBRATED: INSUFFICENT DATA"
- “NOT CALIBRATED: SLOPE OUT OF RANGE"

Pressing PRT to print it is possible to print the calibration data.
If 1 to see cal data and graphics is pressed, the calibration curve
graph is displayed.

The calibration curve with relative parameters (m, q, and r?) is displayed.

( 24.JULY.96 )
D-DIMER CAL 12:00
RESULTS
c
100
50 m = 263.8
q: = 6.724
= 0.999
25 +
$ t t
0.045 0.090 0.180 O.D.
4 to see Cal Data and Graphics PRT to print
< to save

o

By pressing PRT, the calibration data are printed.

By press <= to save the operator is asked to accept or not the
calibration.
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Status
Action
Action

3.1.14.2

a 10.AUG.?2\
D-DIMER CAL 12:00
RESULTS

D-DIMER
ng/mL o 0.0,
1000 0.180 cvV o= 1.5
500 0.090 cvy = 2.0
250 0.045 CV = 2.5
m = 273.2 g = 1865 12 = 1,000
A to see Cal Datoc and Graphle PRT 1o print
< 1o save

o

The operator is asked to confirm the acceptable calibration.

By pressing ENTER the choice is confirmed.

In the calibration acceptance frame press 4 if the calibration is not

acceptable.
D-Dimer Analysis
/ 24.JULY.96 )
D-DIMER 12:00
CHECK: USABLE ROTOR PRESENCE
LATEX REAGENT LEVEL POS. 1
REFERENCE SOLUTION LEVEL
CAL DATA ([see PROG)
$ to calibrate <= to exlf
to start analysls
. S
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Action

Status

Action
Status
Status

Instrurnentation Laboratory

To carry out the analysis, the operator has to press ¥ to start
analysis in the “check” frame after having completed the required
actions.

Before pressing \ to start analysis, the operator has to load the sample
tray as follows:

- Latex reagent in position 1

- D-Dimer buffer in position "DIL"

- Samples starting from position 1 of the sample tray

Press  to start analysis.

The sampling phase begins.

If during the instrumental checks the rotor and/or some samples are
missing or the rotor is used, the conditions described far PT-FIB apply.
The sampling phase begins and is followed by activation, loading,
incubation and acquisition.

/ 'IG.AUG.?Z\

D-DRAER 12:00

PLACE:
D-DIMERBUFFER IN"DIL*POSITION

SAMPLES(max 18] STARTINGFROM, POS. No. 1

<= to exlt

¥ to stort analysis

- J
f DO NOT OPEN COVER | 10.AUG.92\
D-DIMER CAL 12:00

LOADING

PLEASE WAIT
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Status During the incubation phase the sampling arm with fluidic sensors checks
the liquids presence,

Warning Do not remove the sample tray or reagent reservoirs until the fluidic
check has been completed or the cycie will be aborted.
For flags and alarms regarding sensors please refer to section 6.

. Status  After the acquisition the results frame appears.

10.AUG.‘?2\
D-DIMER 12:00
RESULTS
ng/mt AOD offset ng/mt AOD offset
1 988 0,189 0.689 11 480 0.171 0.677
2 510 0.174 0.674 12 1010 0.187 0.687
3 1040 0.199 0.699 13 490 0.172 0.672
4 920 0.186 0.686 14 1010 0.184 0,684
5 1020 0.170 0,670 15 1020 0.186 0.4686
6 470 0.199 0.699 16 990 0.170 0.670
7 1040 0.189 D.689 17 @70 0.7165 0.665
g 980 0.173 0,673 18 220 0,158 0,655
¢ 1030 0.170 D0.670
10 470 0,204 0.654
PRT to print
<= 1o exit
\- /

Note:

For D-Dimer the resuits are expressed in activity with respect to the
calibration curve stored in the memory.

Action By pressing <= the display returns to the ABS. menu.
Pressing PRT to print it is possible to print the resuits.

Note:
in the “results” frame and printout the optical density of the samples is
dispfayed near the ng/mL together with the offset.

3.84 Instrumentation Laboratory



3.1.15 Pro-IL-Complex

NOTE:
This test is NOT currently cleared for use in the United States.

For Calibration Plasma, Contro! plasma, reagents preparation and
handling, refer to the manufacturer's instructions inciuded with the kit (IL kit
currently not available in U.S.A.).

Status  Insttument READY,
The last test executed is displayed in reverse video.

24,0196 )
12:00

READY

PT-FIB DOUBLE TESTS
APTT ABS, TESTS
17

PT-FIB/APTT SPECIAL _TESTS
TT/APTT

SINGLE FACTOR

Av€> to select
ENTER to contlim = fo exit

/‘

Action Move the cursor by means of the N and V keys to select SPECIAL
TESTS and press ENTER.
The SPECIAL TESTS menu is displayed.

24.400%.96 )
SPECIAL TESTS 12:00

| PRO-IL-COMPLEX
HEPATOCOMPLEX

PROCLOT
PROTEIN §
APCR ¥

A4 to sselect
ENTER to contlrm = to exi /

Select PRO-IL-COMPLEX and press ENTER.
The “check™ frame is displayed.

Status  Usable rotor presence.
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Action
Status

Action

Status

Action

3.1.15.1

Action
Status

( 24.JULY, 96 N\
PRO-IL-COMPLEX 12:00

CHECK; USAELE ROTOR PRESENCE
BOVINE THROMBOPLASTIN LEVEL POS, 1

REFEREMCE SOLUTION LEVEL

[ wor CALIBRATED |

4 to collbrate <= to exlf
Vv to stert analysls

- _/

Check that a usable rotor is present in the rotor holder.
Bovine thromboplastin level.

Empty the thromboplastin bottle contents into reservoir 1 of the
instrument.

Note:
Labef reservoir No. 1 with the appropriate sticker (marked PCX) incfuded in
the reservoirs box.

Reference emulsion level,

Check that the Reference emulsion level is adequate (a level of 1.5 -2
cm is enough to run 1 or 2 rotors, considering the dead volume),
otherwise replace the bottie.

If the insirument is not calibrated, an appropriate message will appear.

Pro-IL. Complex Calibration

When the lot/s number of Calibration Plasma and/or reagents are changed,
the calibration must be repeated,

If 1 is pressed In the check frame, a calibration cycle is initiated.

If the instrument is calibrated, the PCX last accepted calibration analytical
conditions are displayed.
It is possible to change the following parameters:

- NP ID

- Bovine Thromboplastin Lot No.
~ 181 value

Instrumentation Laboratory
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Action

Status

Instrumentation Laboratory

/ 24, 0ULY.9 6_\
12300

PRO-IL.COMPLEX CAlL

PRO-IL-COMPLEX
ANALYTICAL CALUIBRATION CONDITIONS

N.P. LOT, MNo.

BOVINE THROMBOPLASTIN LOT Ho.
181 1.0a0

Xey In new value

ENTER to contlrm = o oxli

Note;

Acceptable range for IS! is 0.100 to 9.999 (see the insert sheet inciuded in
the Pro-IL-Compiex kit).

if an IS! of 1.000 is entered and the Calibration Plasma (100%) is present
on the sample tray in position 17, the sample results are given in ratio. If an
{3/ different from 1.000 is entered and the Calibration Plasma (100%) is
present on the sample tray in position 17, the sample results are given in
INR,

The operator can confirrn any parameter by pressing ENTER. If a
parameter has to be changed, ENTER must be pressed after the new
data has been entered.

The parameter to be confirmed or changed is displayed in reverse.

After keying in all data, the instrument displays the “place” frame.
Positionin for the prediluted Calibration Plasma (25%), Factor Diluent,
Calibration Plasma (100%) and bovine deficient plasma are shown,

In this frame the operator is also asked to key in the percentage of activity
of the Calibration Plasma, This value is displayed in reverse.

4 2400096 1\
PRO-IL-COMPLEX CAL 12100
PLACE:

H.P. DILUTED 1+3 WITH FACTOR DILUENT [N *POOL' POSIION
HE IN POSTION NO, 17 o]

FACTOR DIRUENT IN "DIL* POSITION
BOVINE DEFICIENT PLASMA IN POS. NO. 18 {2 ml CUP)

Key In new value = to exit
ENTER to conflrm

Note:

The value should be within the range: 70-130%.

The calibration curve and refative dilutions are calculated according fo the
inserted value.
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Action Key in the value of the Calibration Plasma and press ENTER.
The displayed values can be modified or confirmed by pressing
ENTER,
Place the prediluted Calibration Plasma 25% (1 part of Calibration
Plasma + 3 parts of Factor Diluent) in “POOL” position.
Place the Factor Diluent in “DIL” position.
Place the Calibration Plasma 100% in position number 17 for RANR
calculation and cal curve between 100% and 25%.
Place the bovine deficient plasma In position number 18 (use 2 mL

cups).

Press \ to start analysis.

/ 24,JULY. 26 -\\
PRO-IL-COMPLEX CAL 12:00
PLACE:

N.P. DILUTEC 143 WITH FACTOR DILUENT 1M "PQOL" POSITION
PP IN POSIION MO, 17

FACTOR DILUENT IN *DIL* POSITION 100
BOVINE DEFICIENT PLASMA I POS. KO, 18 [2 mL CUP)

v to start analysls = to extt

o %

Status  If, during instrument checks, the rotor and/or the sample/s are missing, the
conditions described for PT-FIB apply.
On the third line of the video the following messages are displayed in
sequence:

~ "LOADING”
- “INCUBATION"
- “ACQUISITION?

; DO _NOT OPEN COVER 24.JULY.96\\
PRG-IL-COMPLEX 12300

LOADING

PLEASE WAIT

o J

The instrument loads the 25 %, the 12.5 %, the 6.25 % and (if present) the
100 %, 4 times each ievel,

Instrument automatically carries out calibration dilutions.

During the incubation phase the sampling arm with fluidic sensors checks
the liquids presence.
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Warning

Status

Status

Status

Instrumentation Labaratory

Do not remove the sample tray or reagent reservoirs until the fluidic
check has been completed or the cycle will be aborted.
For flags and alarms, refer to section 6, Troubleshooting.

At the end of the acquisition phase the calibration data are displayed.

-

PRO«IL-COMPLEX CAL 24,JU0L.96
RESULTS 12:00
PCX % s cY
25,0 41.0 0.5
12.5 53.2 1.0
6,3 71,0 1.5

m = 1,234 g = 0,567 r2 = 0.999

100 30.0 0.5
4 to see CAL DATA and GRAPHICS PRT to print
<= to sove
N
Note:

In cases where more than one point or the first calibration point is out of
range, a message is displayed in pface of the “results” frame as foflows:

- “NOT CALIBRATED: NO 1% POINT”
- “NOT CALIBRATED: INSUFFICIENT DATA”
- “NOT CALIBRATED: SLOPE OUT OF RANGE”

The results of the calibration are expressed in Activity (%) and seconds.

If reiative CV% is outside the pre-estabilished range, the value is presented
in reverse,

Ranges are the following:

- NLP. (25 %) 3CV %
- NP, (12.5 %) 4CV %
- N.P. (6.25 %) 6 CV %
- N.P. (100 %) 20V %

The r?, which provides an indication of the regression line between the
calibration points, is also expressed,

Error conditions are signalled on the VDU,

If 2 sample coagulates in less than the blank time, the message “COAG
ERROR” {instead of the result) is displayed.

If a sample does not coagulate, the message “-0-" is displayed.

Pro-IL-Complex percentage (100% - 25% ~ 12.5% - 6.25%) and relative
seconds are displayed,

If one of the points 12.5% or 6,25% of the calibration curve is out of range,
the calibration curve is defined on two points.

The out of range data is not displayed and the message “2 POINT CAL”
appears,
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Action

Action

Status

Action

Note:

In calcufation of the results in activity two situations are possible:

a) If the Calibration Plasma (100%) is not present in position number 17,
the curve outlined (25% - 12.5% - 6.25%)} gives a lineanty from 25% to
4%. When the sample values are not in range, they are displayed in

reverse.,

b) Ifthe Calibration Plasma (100%) is present in position number 17, a
second curve (outlined between 25% and 100%) gives a linearity from
4% to 150%. The reverse format appears when the sample result is

higher than 150% or fower than 4%.

Press "PRT" to print the calibration data.

Press "1 to see Cal Data and graphics” to display the calibration

curve graph.

4 24.50LY.96 )
PRO-IL-COMPLEX 12;00
RESULTS
g A pCX
1.4
1.1

m = -2,522

q = 1.393

0.6 7 = 0,999
0.00 0.1 0.24 1g R

1+ 1o see Cel Dato and Graphics PRT to print

sQve

) to
\ =

e

Press "PRT" to print the calibration graph.

Press "M " to display the calibration curve from 25% to 100%.
Press again "A" to display the calibration data are shown.

The *“calibration” frame is displayed again.

/’ 24.JULY.96\\
PRO-1L-COMPLEX 12:00
RESULTS

% s CcV
25.0 41,0 0.5
12.8 §3.2 1.0
6.3 71.0 1.5
m= 1,234 q = 0,456 12 = 0,999
100 30,0 . 0.5
4 to nof confirm
K ENTER to contlim acceptable Cal /

Press "<" to accept or reject the calibration.

Instrumentation Laboratory
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3.1.14.2

Action

Status

Action
Status

Instrumentation Laboratory

Pro-iL Complex Analysis

PRO-IL-COMPLEX

24, 0ULY.96
12:00

CHECK: USABLE ROTOR PRESENCE
BOVINE THROMBOPLASTIN

REFERENCE SOLUTION LEVEL

CAL DATA (see PROG)

LEVEL POS. 1

4+ 1o callbrate
¥ to Stort Analysls

.

<= to exlt

/

To carry out the analysis, the operator

must press "\ to start analysis”

after having completed the required actions.

PRO-1L-COMPLEX

24,JULY.98 )
12i00

PLACE:
BQVINE DEFICIENT PLASMA IN POSITION Nao,
SAMPLES {max 17} STARTING FROM POSITION

18
No, 1

¥ to stort analysis

< to exit

A

Before pressing "V to start analysis”, the operator must foad the sample

tray as follows:

- Bovine deficient plasma in position 18
- Samples starting from position number 1 (maximum 17).

Press "V to start analysis™.

The sampling phase begins and is followed by the following phases:

- "LOADING"
- "INCUBATION"
- "ACQUISITION"
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ff DQ NOT OPEN COVER 24.JULY.?6‘\
PRO+ILsCOMPLEX 12:00
LQADING

PLEASE WAIT

. /

Status  After the acquisition, the results frame appears.

(f 24,JU0Y,94 ‘\
PRO-1L-CORMPLEX 12:00
RESULTS

% [NR s % INR s
1 23.0 1,37 42,4 N 23,0 1.37 42,4
2 23,2 1,37 42.2 12 23,2 1.37 42,2
3 232 1,37 42,3 13 23,2 1.37 423
4 23,0 1.37 42,4 14 231 1.37 424
5 23,1 1,37 42.3 15 23,0 1.37 423
& 23.0 1,37 42,2 18 230 1,37 423
7 23.0 1,37 42,3 17 23.0 1,37 423
g 23.2 1.37 42.2
9 23.0 1.37 42.4
10 23.0 1.37 42.4
PRT to print
<« 10 sove
L J

If the instrument was calibrated without using the 100%, results will be
expressed in % and seconds,

Results above 25% will be in reverse because the linearity will be
guaranteed from 4 to 25%.

If the instrument was calibrated using the 100%, results will be expressed
in %, seconds and R/INR,

Linearity range will be guaranteed from 4 to 150%.

Action Press "PRT" to re-print the results.
Press <" to display the Special Tests menu.

3.1.16 Hepatocomplex
NOTE:
This test is not currently cleared for use in the United States.

For Calibration Plasma, Control plasma, reagents preparation and
handling, refer to the manufacturer's instructions included with the kit (IL kit
currently not available in U.S.A.)

Status Instrument READY.
The last test executed is displayed in reverse video.
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READY

24,0ULY.96
12:00

PI-F1B
APTT

17
PT-FIB/APTT
TTZAPTT

SINGLE FACTOR

DOUBLE TESTS
ABS, TESTS

SPECIAL TESYS |

Av€> to selact
kEI‘-ITER to confirm

= 10 GXIYJ

Action Move the cursor by means of the D and ¥ keys to select SPECIAL

TESTS and press ENTER.

The SPECIAL TESTS menu is displayed.

—

SPECIAL TESTS

24, JULY.¢4
12:00

PRO-IL-COMPLEX
HEPATOCOMFLEXJ
PROCLOT

PROTEIN §
APCR ¥

¥ to select
ENTER fo confltm

= to exlt

_/

Select HEPATOCOMPLEX and press ENTER.

The “check” frame is displayed.

Status  Usable rotor presence,

HEPATOQCOMPLEX

24,017,986 )
12:00

CHECK: USABLE ROTCK

[ Mo1 caLraTED |

PRESENCE
RABBIT THROMBOPLASTIN

REFERENCE SOQLUTION LEVEL

LEVEL POS, 1

4 to calibrate
k + to start analysis

< to  exit

Y

Action Check that a usable rotor is present in the rotor holder.

Status  Rabbit Thromboplastin level.

Action Empty the thromboplastin bottle contents into reservoir 1 of the

instrument,

Instrumentation Laboratory
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Status
Action

3.1.16.1

Action
Status

Action

Note:
Label reservoir number 1 with the appropriate sticker (marked HPX)
inciuded in the reservoirs box.

Reference emulsion level,

Check that the reference emulsion level is adequate {a level of 1.5 - 2
cm is enough to run 1 or 2 rotors, considering the dead volume),
otherwise replace the bottle.

If the instrument is not calibrated, an appropriate message will appear.

Hepatocomplex Calibration

When the lot/s number of Calibration Plasma and/or reagents are changed,
the calibration must be repeated,

If N is pressed in the check frame the calibration cycle is initiated.

If the instrument is calibrated, the HPX last accepted calibration analytical
conditions are displayed.
It is possible to change the following parameters:

- NP.ID
- Rabbit Thromboplastin Lot No,
- ISI value

4 24.J UL\“.Qé_\
HEPATOCOMPLEX CAL 12i00

HEPATQCOMPLEX
ANALYTICAL CALIBRATION CONDITIONS

N.P. LOT, No,

RABBIT THROMBCPLASTIN LOT Na, tensen
] 1.000

Key In new value
ENTER 1o contiim = te exd

. /

Note:

Acceptable range for 18] is 0.100 fo 9.999 (see the insert sheet inciuded in
the Hepatocomplex kit).

If an ISt of 1.000 is entered, the sample results are given in ratio. If an IS/
different from 1.000 is entered, the sample resuits are given in INR,

The operator can confirm any parameter by pressing ENTER. If a
parameter has to be changed, ENTER must be pressed after the new
information has been entered.

The parameter to be confirmed or changed is displayed in reverse.

instrumentation Laboratory
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Status

Action

Status

Instrumentation Laboratory

After keying all data in, the instrument displays the “place” frame.
Directions for the positioning of Calibration Plasma, Factor Diluent and
bovine deficient plasma are displayed.

In this frame the operator is also asked to key in the percentage of activity
of the Calibration Piasma. This value is displayed in reverse.

24.JULY. 96 -\
HEPATOCOMPLEX CAL 12:00

PLACE:

N.P, i POCL" POSITION

DILUEHT IN *DIL* POSTMON
S8OVINE CEFICIENT PLASMA IN POS. Mo, 18 [2 mL CUP)

Key In new value

ENTER to contlim <= to exit

Note:

The value should be within the range: 70-130%.

The calibration curve and relative dilutions are calculated according fo the
inserted value.

Key in the value of the Calibration Plasma and press ENTER.

The displayed values can be modified or confirned by pressing
ENTER.

Place the Calibration Plasma in “POOL” position.

Place the Factor Diluent in “DIL” position.

Place the bovine deficient plasma in position number 18 {use 2 mL
cups). Press + to start analysis.

24.0UL96 )

HEPATOQCOMPLEX CAL 12:00
PLACE:
N I *PQOL* POSITION 100

DILUENT [N "DIL* POSTION
BOVINE DEFICIEMT PLASMA IN POS, No, 18 (2 mL CUP)

voto start anolysis = to exit

/

If, during instrument checks, the rotor and/or the sample/s are missing, the
conditions previously described are valid,

On the third line of the video the following messages are displayed in
sequence;

- “LOADING”
- “INCUBATION”
- “ACQUISITION"
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/" [DO ROT_OPER_COVER] 24.JULY.96 )
HEPATOCOMFLEX 12:00
LOAOING

PLEASE WAIT

N J

The instrument loads the 100 %, the 50 %, and the 25 %, four times each
level.
The instrument automatically carries out the dilutions.

Warning Do not remove the sample tray or the reagent reservoirs until the
fluidic check has been completed or the cycle will he aborted.
For flags and alarms, refer to section 6, Troubleshooting.

Status At the end of the acquisition phase the calibration data are displayed.

HEPATOCOMPLEX 24.JULY.96 w
RESULTS 12:00
% $
100 18.6 CV = 0.5
50 27.5 cv = 1,0
25 38.6 Ccv = 1.§

m = 0,029 g = - 0.000 2 = 0,986

4 to see CAL DATA and GRAPHICS PRT to print
<= to save

N _/
Note:

in cases where more than one point, or the point 100% is out of range, a
message is displayed in place of the “results” frame as follows:

- “NOT CALIBRATED: NO 1 PQINT”
- “NOT CALIBRATED: INSUFFICIENT DATA”
- “NOT CALIBRATED: SLOPE QUT OF RANGE”

Status  On the VDU the results are expressed in Activity (%) and seconds,
If relative CV% is outside the pre-estabilished range, the value is
presented in reverse. Range are the following:

- N.P. (100%) 1.5 CV%
- N.P. (50%) 2.0 CV%
- N.P. (25%) 6.0 CV%
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Status

Action

Status

Action

Status

Instrumentatian Laboratory

The r2, which provides an indication of the regression line between the
calibration points, is also expressed.

Final conditions are signalied on the VDU,

if a sample coagulates in less than the blank time, the message “COAG
ERROR?" {instead of the result) is displayed.

If a sample does not coagulate, the message “-0-" is displayed.

Hepatocomplex percentage (100% - 50% - 25%) and relative seconds are
displayed.

If one of the points 50% or 25% of the calibration curve is out of range, the
caiibration curve is outlined on two points.

The out of range data is not displayed and the message “2 POINT CAL”
appears.

Press "PRT" to print the calibration data.
Press "2 to see Cal Data and graphics® to display the calibration
graph.

The calibration curve (100% - 50% - 25%) and relative parameters (m, g
and r?) are displayed.

This curve gives a linearity between 8% and 150%. When a sample is not
in this range, it is displayed in reverse.

/ 24,JULY.96
HEPATOCOMPLEX 12:00
RESULTS
g A HPX
2.0
1.7

m = «2,066
q = 2.003
1.4 = 1.000
f - +
0.006 0.15% 0.29 1Igq R
A to see Col Dato and Graphlcs PRT to print
«= to save

e
Press PRT to print the calibration graph.
Press " to see Cal Data and Graphics™ to display the calibration
frame again,

The calibration frame is displayed again.

HEPATOCOMPLEX 24.J0LY.96
RESULTS 12:00
PCX % s
100 18.5 CY = 0.8
50 27.5 cy = 1.0
25 8.6 cv = 1.8
m = 0,029 q = - 0,000 12 = 0,984
1 to sea CAL DATA 6nd GRAPHICS PRT 1o print
<= 10 5gve
- _/
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Status It is possible to accept or reject the calibration.

Action Press < to save the following screen is displayed.

- 24.0ULY.96
HEPATOCOMPLEX CAL 12:00
RESULTS
HPX % s

100 18.8 cv
50 27.8 Ccv
25 38.6 cv

o n
— -
OO,

m = 0,029 qg=-0.000 r2 = 0.986

4 to not conilim
ENTER to contlrm acceptable cal

-

/

Status  The operator is asked to confirm the acceptable calibration.

3.1.16.2 Hepatocomplex Analysis

~

HEPATOCOMPLEX

20,000,961\

12:00

CHECK: USABLE ROTOR PRESENCE

REFERENCE SOLUTION LEVEL

Cal DATA (see PROG)

RABBIT THROMBOPLASTIN LEVEL POS, 1

A 1o cuallbrate
¥ 1o start analysls

= to exit

/

Action To carry outthe analysis, the operator must press "V in the check frame

after completing the required actions.

Instrumentation Laboratory
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Status

Action

Status

Status

Instrurnentation Labaratory

24,JULY.96

HEPATOCOMPLEX 12;00

PLACE;
BOVINE DEFICIENT PLASMA IN PQSITMON No. 18 (2 mi CUP)
SAMPLES (max 17) STARTING FROM POS. No, 1

4 to start analysis = fo exii/

Before pressing "\ to start analysis” the operator must icad the sampie
tray as follows:

- Bovine deficient plasma in position number 18

- Samples starting from position number 1 (maximum 17).

Press "\ to start analysis™.

The loading phase begins and is followed by the incubation and the

acquisition phases.

/[DO NOT QPEN COVER] 24,4ULY,946 ‘\
HEPATQOCOMPLEX 12:00
LOADING

PLEASE WAIT

N S/

During the incubation phase, the sampling arm with fluidic sensor checks
the liquids presence.

After the acquisition, the results frame appears.

4 ™
HEPATOCOMPLEX 24,JULY.94
RESULTS 12:00

% INR s % MR s
1 92,8 1,64 21.1 11 92,8 1.04 21.1
2 92.8 1.04 21.1 12 92.8 1.04 21,1
3 92,8 1,04 21,1 13 92.8 1.04 21.1
4 92,6 1.04 21.1 14 92.8 1.04 21.1
5§ 92.8 1.04 21,1 15 92,8 1.04 21.1
6 92.8 1.04 21,1 16 92.8 1,04 21,1
7 92.8 1,04 21,1 17 92.8 1.04 21,1
8 92,8 1.04 21.]
9 92.8 1.04 21.
10 92,8 1.04 211
PRT to print
<= to exi?
N J
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Results are expressed in %, seconds and R/INR,
Linearity range in % is guaranteed from 8 to 150%

Action Press "PRT" o re-print the results,
Pressing "<=" to exit the instrument will show the main menu.

3.1.17 ProClot

For Calibration Plasma, Control plasma, reagents preparation and
handling, refer to the manufacturer’s instructions included with the kit.

Status  Instrument READY.
The last test executed is displayed in reverse,

[ 24.JULY.96
READY . 12:Q0
PI-F1B DOUBLE TESTS
APTT ABS. TESTS
T7
PT-FIB/APTT SPECIAL TESTS
TT/APTY

SINGLE FACTOR

¥4 ta select
ENTER to contltm

= ta ext

S/

Action Move the cursor by means of the PV and <> keys to select
SPECIAL TESTS and press ENTER to confirm.
The SPECIAL TESTS menu is displayed.

4 24,0ULY,96 1\
100

SPECIAL TESIS 12:0

PRO-IL-COMPLEX
HEPATOCOMPLEX
PROCLOT

PROTEIN §
APCR ¥

+4 to select = to exlt
\ ENTER to conflim

_/

Select PROCLOT and press ENTER.
The “check” frame is displayed.

Status  Usable rotor presence.
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"z 24..1uw.9¢w
PROCLOT 12:00

CHECK: USABLE ROTOR PRESENCE
CEPHALINE LEVEL POS, 2
CALCIUMM CHLORIDE LEVEL POS, 3
REFERENCE SOLUTION LEVEL

HOT CALIBRATED

4 to start analysls and callbictlon = to exit
\ v to start anaiysis

_/

Action Check that a usable rotor is present in the rotor hoider.

Status  Directions for positioning of cephalin, CaCl, and reference emulsion are
displayed.

Action Empty the cephalin bottle contents into reservoir 2 marked APTT
(MACRO) of the instrument.
Empty the Calcium Chloride bottle into reservoir 3 marked CaCl, of
the instrument.
Check that the reference emulsion level is adequate (a level of 1.5 -
2 c¢m is enough to run 1 or 2 rotors, considering the dead volume),
otherwise replace the bottie.
Press "4 to start analysis and calibration™. The “Analytical
conditions” frame is displayed.

;" 24.0UL0.96 )
PRGCLOY 12:00
PROCLOT ANALYTICAL CALIBRATION CONDITION

N.P. LOT. No. sresnannas
PROCLOT LOT, No. irireanaes
CEPHALIN LOT. No.
CALCIUM CHLORIDE LOT. NO. siseessess
Xey In new value
L ENTER to confirm = to exit
_/

Action The operator must enter the Calibration Lot Number, the ProClot Lot
Number, the Cephalin Lot Number and the Calcium Chloride Lot
Number.

The "PLACE” frame appears.
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Status

Action

Status

7 24,0096 )

PROCLOT 12:00
PLACE;
N.P. IN *PQOL" POSITION

YYORKING DILUENT IN "DIL* POSITION [2 mL CUP)
PROTEIN C DEF. PLASMA [0% STD] IN POS, 18 {2 ml CUP)
EMPTY CUP IN POS, 17

SAMPLES (MAX 14) STARTING FROM POS.No.1

tey In new value
ENTER to contlrm < to exit

/

Direction for positioning of the Calibration Plasma, of the working diluent,
of the samples, of the empty cups and of the Protein C deficient plasma
are displayed.

In this frame the operator is also asked to key in the percentage of the
activity of the Calibration Plasma, This value is displayed in reverse.

Note:
The Cal Plasma value should be within the range 70%-130%.
The calibration curve can be stored and used for subsequent runs.

The value can be modified or confirmed by pressing ENTER.
Calibration Plasma must be placed in “POOL" position, diluent in
“DIL” position and the samples {maximum 16) from position number
1 of the sample tray onwards. An empty cup has to be placed in
position 17.
Protein C deficient plasma must be placed in position number 18 of
the sample tray.
If a calibration is already stored in the memory and only the analysis
has to be performed the following "PLACE” frame appears.

/_ 24.JUL.96\

PROCLOT 12:00

PLACES

WORKING DILVENT IN *DIL* POSITION [2 mL CUP)
PROTEIN € OEFICIENT PLASMA [0% STO) IN POS, No, 18 (2 mi CUP]
SAMPLES (mox 18] STARTING FROM POS. No. 1

<= 10 axlt

¥ to stort anolysls

\. /
Press \ to start analysis.

If, during instrument checks, the rotor and/or the sample tray are missing or
the rotor is used, the conditions described for PT-FIB apply.
in the ProClot test, analysis and calibration are carried out simultaneously.

Instrumentation Laboratory
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Warning

Status

Instrumentation Laboratory

The loading phase begins. The instrument aspirates and dispenses Protein
C deficient plasma and cephalin. Protein C deficient plasma activation
starts, The instrument then aspirates and dispenses the Calibration Plasma
(if no cafibration has been stored) and the samples. Appropriate dilutions
are made.

Calibration Plasma and sample activation starts.

The instrument aspirates and dispenses the CaCl, .

This is followed by the incubation and acquisition phases.

Note;
During the first incubation phase, the sampling arm with fluidic sensors
checks the liguids presence.

Do not remove the sample tray or reagent reservoirs until the fluidic
check has been completed or the cycle will be aborted.
For flags and alarms, refer to section 6, Troubleshooting.

The message “DO NOT OPEN COVER" is displayed on the first line of the
video. On the third line of the video the following messages are displayed
in sequence;

- “LOADING"

“ACTIVATION"

- “LOADING"

- “INCUBATION"

- “ACTIVATION"

- “LOADING”

- “INCUBATION”

- “ACQUISITION"

" (60 1ol OFEN COvER) 24001996 )
PROCLOT 12:00
LOADING

PLEASE WAIT
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Action

Status

/ 24,014,956 )

PROCLOT 12:00
RESULTS
% R 5 % R s
1 105 2,65 1468 11 ?9 2,58 161
2 105 2,65 165 12 e9 2,58 161
3 105 2,65 1465 13 99 2.58 161
4 108 2.65 145 14 9?9 2.58 161
S 1058 2,65 145
& 108 2.65 165
7 105 2,65 165 o= 0,999
a 1058 2.6% 165
9 99 2.58 181
10 99 2.58 161
A to see Cal Data ond Grophlcs PRT to ptlint
\ + to see Analysls Data < to save
Note:

Nof calibrated conditions:

- NOT CALIBRATED: NO 1% POINT (the 0% point is out of range)
- NOT CALIBRATED; INSUFFICIENT DATA (1 point instead of 3)
- NOT CALIBRATED: SLOPE OUT OF RANGE.

Results are expressed in activity (%), ratio and seconds; the r#, which
provides an indication of the regression line between the points, is also
expressed.

On the printout, only activity (%) and ratio are reported.

Error indications are signalled on the videc.

If a sample coagulates in less than the blank time, the message “COAG
ERROR “ (instead of the result expressed in activity) is displayed.

if a sample does not coaguiate, the message “-0- “in reverse is displayed.

Press PRT to print the resuits.
Press "<=" to return to the main menu.

Press M to see Cal Data and Graphics frame

Protein C percentage values (100% - 50% - 0%) and the corresponding
values in seconds are displayed together with the r2

/ 24.0U1%.96 )
PROCLOT 12:00
RESULTS

% s
0 2.3
50 120
100 120

m = 13.48 g = 14,52 12 = 0,999

1 to sae Cal Doto and Graphics PRT to print
4 to see Analysls Data <= to save

If one of the points 50% or 0% of the calibration curve is out of range, the
calibration curve is defined on two points.

The data out of range is not displayed, and the message “2 POINT CAL" is
displayed.
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Action
Status

Action

Status

Action

Instrumentation Laboratory

Press "1 to see Cal Data and Graphics™ to display the graph frame.

The calibration curve and relative parameters (m - q - r?) are shown,

{ 24,JULY.%4 \
PROCLOT 12;00
RESULTS
A pP-CLOT

100
50
m = 17.52
q = 16.61
0.0 . ' = 0.999
-+ t t
1.00 3.70 .70 R”?
N to see Cal Dato and Graphles PRT t¢ print
\ ¥ to see Anglysls Data <= 1o sQvVE

Press "<=" {o return to the main menu.
Press ¥ to return to the results frame.

The “results” frame is displayed again.

2A.JULY.?6_\\
PROCLOT 12:00
RESLLTS
% R s % R s

1 105 2.65 165 il 99 2,58 161

2 105 2.658 145 12 9% 2,58 161

3 105 2.65 165 13 99 2.58 161

4 105 2.5 16§ 14 9¢  2.58 161

§ 105 2.68 }‘22

& 105 2,68 2

7 105 2.5 165 £ o= 0,999

a8 105 2,85 165

9 ?9 2.58 141

11 9 2.58 161
4 to sees Cal Dota and Graphles PRT to print
4 to see Analysls Dato < to sove

Press "<=" to store the calibration.

Note:
In the “resufts” frarne and printout, the sample value expressed in activity
are presented the vaiues in ratio and in seconds.

Limitations:
ProClot assay may be affected by LAC (Lupus Anticoagulant) or high
concentrations of Factor Vili:C (> 250%) in the plasma assayed.

We suggest repeating the test performing additional dilutions of the
pfasma assayed (1:20, 1:40 with deficient plasma).
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31.18 Protein-8

For Calibration Plasma, Control plasma, reagents preparation and
handling, refer to the manufacturer's instruction included in the kit.

Status  Instrument READY,

The last test executed is displayed in reverse video.

SINGLE FACTOR

24,0017,96 )
READY 12100
PI-FIB DOUBLE TESIS
APTT TESTS
T
PT-FIBJAPTT
IT{APTT

2¥€2> to select
ENTER to cantlrm

< to exit

J/

Action Move the cursor by means of the MV and <->keys to select SPECIAL

TESTS and press ENTER.

The SPECIAL TESTS menu is displayed.

/

SPECIAL TESIS

24.JULY.?6\
12:00

PRO-IL-COMPLEX
HEPATOCOMPLEX
PROCLOT

[ PROTEIN §

APCR ¥

¥ to sslect = to exht
ENTER to conflim
N J
Select Protein S and press ENTER.
The “check” frame is displayed.
Status  Usable rotor presence.

4 24,3011,96
PROTEIN-S 12:00
CHECK: USABLE ROTOR PRESENCE

BOVINE THROMBOPLASTIN LEVEL  POS, 1
REFERENCE SOLUTION LEVEL
= ta exlt

L v to contlnue
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Action

Status

Action

Status

Action

Status

Instrumertation Laboratory

Check that a usable rotor is present in the rotor holder.

Directions for the bovine thromboplastin and the reference emulsion levels
control are displayed.

Empty the thromboplastin bottle contents into reservoir 1 (MICRO) of
the instrument.

Check that the reference emulsion level is adequate (a Jevel of 1.5 -2
cm is enough to run 1 or 2 rotors, considering the dead volume),
otherwise replace the bottle.

Press "a to continue™. The “PLACE” frame is displayed.

Indications concerning the positioning of the Calibration Plasma, of the
Protein S deficlent plasma (0%), of the 50% standard (optional), of the
prediluted activated Protein S deficient plasma and of the samples are
shown.

fn this frame the operator is also requested to key in the percentage of the
activity of the Calibration Plasma. This value is displayed in reverse.

24.JUL.%\
PROTEIN-§ 12:00
PLACE:
NP TN TPOOL POSITION?

N.P. DILUTED 1+1 WITH 0% $I0 IN POS.N.17 (OPT,)
PROTEIN-S DEF. PLASMA (0% STD} IN "DIL” POS.
ACTIVATED PROTEIN-S DEF, PLASMA IN POS.18

(2 mL CUP] PREDIL, 1413 WiTH FACTOR DIL,
SAMPLES (MAX 146) STARTING FROM POS, Ho, |

Koy in new value
ENTER fo contlrm < fo sxi

- S

Note:
This value shouid be within the range 70%-130%.

The value can be modified or confirmed by pressing ENTER.
Calibration Plasma has to be placed in “POOL” position, 0% (Protein
S deficient plasma} in “DIL” position, 50% standard (optional) in
position 17, activated Protein-S Deficient Plasma (prediluted 1:2 with
Factor diluent) in position number 18 and the samples (maximum 16}
from position number 1 of the sample tray onwards.

Press a to start analysis.

If, during instrument checks, the rotor and/er the sample tray are missing or
the rotor is used, the same indications described for the PT-Fib cycle apply.
in the Protein-S test, analysis and calibration are carried out
simultaneously,

The loading phase begins. This is followed by the incubation and the
acquisition phases,

Note:
During the incubation phase the sampling arm with fluidic sensors checks
the liquids presence.
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Warning Do not remove the sample tray or reagent reservoirs until the fluidic
check has been completed or the cycle will be aborted.
For flags and alarms, please refer to section 6.

Status  The message “DO NOT OPEN COVER” is displayed on the first line of the
video. On the third line of the video the following messages are displayed
in sequence:

- “LOADING”
- “INCUBATION"
- “ACQUISITION”

/[DO NOT OPEN COVER] 24.90LY.96 )
PROTEIN-S 12:00
LOADING

PLEASE WAIT

. J/

Status At the end of the acquisition and calculation phases, the “results” frame is
displayed.
/_ 24,JULY.96 \

FROTEIN-S 12:00
RESULTS

9
°%

e

k44

2NN
~0
~0

— o —

QU NONE W=
—
[N w]
Lo
— ottt ot et ot
OO ONO
—— O hth O n

—

4 to see Cal Data and Graphics PRT tc¢ print
¥ 1o see Anclysls Data = to exlt

\. /
Nofe:

Not calibrated conditions:

- NOT CALIBRATED:; NO 1 POINT (the 0% point is out of range)
- NOT CALIBRATED: INSUFFICIENT DATA (1 point instead of 3)
- NOT CALIBRATED: SLOPE QUT OF RANGE,

Resuits are expressed in activity (%), ratio and seconds; the 2 is afso
expressed which provides an indication of the regression fine between the
points.
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Action

Status

Action

Status

Instrumentation Laboratory

On the printout, only activity (%) and seconds are reported.
Error indications are signalfed on the video.
If & sample coaguiates in less than the blank time, the message “COAG

ERROR “(instead of the resuit expressed in activity) is displayed.
If a sample does not coagulate, the message “-0- “in reverse is displayed.

Press "PRT" to print the results.
Press "M to see Cal Data and Graphics to display the calibration

data.

Protein S percentage values (100% - 50% - 0%) and the corresponding
values in seconds are displayed together with the r2.

/ 24.0U0LY.98 \
PROTEIN-$ 12:00
RESULIS

P-§ % s
) 62.3
50 120
100 140

m=1.234 q=0.876 12 = 0,999

4 to see Col Doto and Grophlcs PRT to print
¥ to see Anclysls Dato <= to exlt

-

if one of the points 50% or 0% of the calibration curve is out of range, the

calibration curve is defined on two points.
The data out of range is not displayed, and the message “2 POINT CAL” is

displayed.

Press "¢ to return” to the main menu.
Press "/ to see Cal data and Graphics" to display the graph frame.

Presentation of the calibration curve and of the relative parameters (m-q-r?)
are displayed.

/ 24.JULY.96\
FROTEIN-S 12:00
RESULTS
A P-$

100
50
m = 17.52
q = 16.41
u.onI = 0,999
1 $ -
62.3 120 140 T
A to ses Cal Dota and Grophles PRT to print
4 1o see Anolysis Data <= to exlt
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Action Press "\ to see Analysis Data " the display returns to the “results”
frame.

Status  The “results” frame s displayed.

/_ 24,JULY.96
PROTEIN-S 12;00
RESULTS

o,
o

99

%
105
108
10§
105
105
108
105
108
99
99

9
9%

—
N
——
DO O O
ot -

r? 0.99¢

OV~ WG~
el ad ik i ad e d e e
[« e e Ae s Sie e S o 2 o S0
—anhon v h th h

—

A to ses Cal Daoto and Graphlcs PRT to prind
¥ to see Analysis Data <= to exi

Action Press "<- to exit"” to return to the Special Tests menu.

Note:
in the “resuifts™ frame and prinfout, the sample value expressed in activity
and are presented with the values in seconds.

Limitations:
Protein S assay may be affected by high concentrations of Factor Vila
and APCr in the plasma assayed.

We suggest repeating the test performing additional dilutions of the
plasma assayed (1:2 or 1:4 with PS deficient pfasma).
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3.1.19 APCR-V

For Calibration Plasma, Controf plasma, reagents preparation and
handling, refer to the manufacturers instructions included with the kit.

Status  Instrument READY.
The last test executed is displayed in reverse.

( 24,JULY. 94 \
READY 12:00
PT-FlB OOUBLE TESTS

APTT ABS, TESTS

m

P1-FIBJAPTT SPECIAL TESTS
TT{APTT

SINGLE FACTOR

v &3 to salect

ENTER to confirm = o exit

A

Action Move the cursor by means of the M and <-rkeys to select SPECIAL
TESTS and press ENTER.
The SPECIAL TESTS menu is displayed.

24,001,946 )
SPECIAL TESTS 12:00

PRO-{L-COMPLEX
HEPATOCOMPLEX
PROCLOT

PROTEIN S
APCR V¥

A4 to zelect = to ext
K ENTER ta conflem

Select APCR-V and press ENTER.
The “check” frame is displayed.

Status  Usable rotor presence,
4 24.Ju5.9ﬁ

APCR ¥ 1200

CHECK:
USABLE ROTOR PRESENCE
APTT REAGENT LEVEL POS. 2

ACTIVATED CALCIUM CHLORIDE LEVEL POS, 3
REFERENCE SOLUTION LEVEL

4 1o continue < to exlt

e /
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Action

Status

Action

Status

Action

Status

Action

Check that a usable rotor is present in the rotor holder.

Indications concerning the APTT reagent, the activated calcium chloride
and the reference emulsion levels control are displayed.

Empty the cephalin bottle contents into reservoir 2 marked APTT
(MACRO) of the instrument.

Empty the activated calcium chloride bottle contents into reservoir 3
marked CaCl2 (MACRO) of the instrument.

Indications concerning the reference emulsion level.

Check that the reference emulsion level is adequate (a level of 1.5 -2
cm is enough to run 1 or 2 rotors, considering the dead volume),
otherwise replace the bottle.

Press "V to continue”. The “PLACE” frame is displayed.

24.0UL.96 )

APCR V 12:00

CHECK:

N.P. IN "POOL" POSITION

DEFICIENT PLASMA IN *DIL* POSITION (4 mL CUP)
CALCIUM CHLORIDE IN POS. No. 18 [2 mL CUP)
SAMPLES STARTING FROM POSITION No. 1 [max 16)

< to exit

Vv to start analysls

7

Indications concerning the positioning of the Calibration Plasma, of the
Factor V deficient plasma, calcium chloride and of the samples are shown.

Place the indicated materials in accordance to the screen indications.
Press \ to start analysis.

/ DO NOT OPEN COVER| 24.JULY.96\
APCR V 12:00
ACQUISITION

PLEASE WAIT

No J
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Status

Action

Warning

Status

instrumentation Laboratary

If during instrumental check the roter and/or the sampie tray are missing or
the rotor is used, the same indications described for the PT-Fib cycle apply.
The loading phase begins. This is followed by the incubation and the
acquisition phases,

The operator is able to enter Sampie ID using the numerical keyboard
and confirming the number.

Note:
During the incubation phase the sampling arm with fluidic sensors checks
the liquids presence.

Do not remove the sample tray or reagent reservoirs until the fluidic
check has been completed or the cycle will be aborted.
For flags and alarms, refer to section 6, Troubleshooting.

At the end of the acquisition phase, the "results” frame follows calculation
frame.

APCR results are expressed in seconds for the TO (basal value), seconds
for the TA (activated value) and Ratio or Normalized Ratio.

4 10,A0G,92 )
APCR ¥ 12:00
RESULTS

T{0) T(a] R T(0) T(a) R
1 30.5 87.3 1.18 11 30.5 87,3 1,26
2 44.3 78,9 1.75 12 46,3 78.9 1.58
3 32,5 44,9 1,23 13 32,5 64,9 1,01
4 41.0 43.5 1,55 14 41,0 43.5 2,29
5 26,7 239 1.03% 15 26,7 23.9 1.04
6 60,3 45,9 2.28 16 60,3 45.9 2.20
7 27.3 78,0 1.03
8 58,1 82.0 2,19
¢ 32.4 56.7 1,22
10 48.3 23.9 1.82 NP 48.3 23,9
4+ to contlnue iRItofo e‘::rm
- retum _J

Note:
If in the PROG-Calculation the operator selects the Normalized Ratio the
instrument will normalize the results versus the “pool” position.

Ratio calcufation for the sample is as follows:

R = TA in seconds / T0 in seconds

TA is the activated time and TQ is the basal time.
NR is calcufated as follows:

NR = Patient Ratio / Pool Ratio.
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3.1.20

3.1.20.1

Re-Use of Partially Used Rotors

Introduction

Rotors which have been previously used but still show free positions, may
be re-used for ali tests, provided that the number of samples to be
analyzed does not require more free positions than those available.

In the presence of very diluted samples (for example single factors or
chromogenic tests) or dried out rotors, the instrument is not capable of
absolutely defining all used positions. It is extremely important that the
operator checks the actual status of the used rotor relative to the test to be
performed and introduces the first free position to be used prior to starting
analysis.

Minimum Number of Free Positions

The minimum number of consecutive free rotor cuvettes (positions)
necessary for re-use of a rotor depends on the type of test to be carried
out. Certain positions are “reserved” independently of the number of
samples to be analyzed as follows:

Screening tests

PT-FIB, APTT, TT (standard or extended).

Number of reserved positions = 2 (1 for reference emulsion, 1 for sample
tray N.P. position).

Thus, for n samples, 2 + n free positions are necessary.

Double tests

PT-FIB, APTT, TT (standard or extended).

Number of reserved positions = 2 (1 for reference emulsion, 1 for sample
tray N.P. position).

In double tests each sample is loaded twice, the number of free positions
necessary for n samples is 2 + 2n.

Mixed tests

PT-FIB/APTT, TT/APTT

Number of reserved positions = 4 (2 for reference emulsion, 2 for sample
tray N.P. position).

The number of free positions necessary for n samples is 4 + 2n.

Note:

Half this number of positions must be in each of two sectors separated by
10 positions.
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Single Factors

Number of reserved positions = 4 (1 for reference emulsion, 1 for
calibration plasma 100%, 1 for calibration plasma $0%, 1 for calibration
plasma 25%).

The number of free positions necessary for n sampies is 4 + n.

Absorbance Tests

HEPARIN, a-2-ANTIPLASMIN, PLASMINOGEN, PROCHROM, FIB-C
Number of reserved positions = 5 [1 for reference emuision, 1 for the
optical reference (buffer+enzyme), 1 for calibration plasma 100%, 1 for
calibration plasma 50%, 1 for calibration plasma 25%].

The number of free positions necessary for n samples is § + n.

AT-Iilanalysis

Number of reserved positions = 2 (1 for reference emulsion, 1 for optical
reference).
The number of free positions necessary for n samples is 2 + n,

Pro-lIL-Complex analysis

Number of reserved positions = 1 (for reference emulsion).
The number of free positions necessary for n samplesis 1 + n.

Hepatocomplex analysis

Number of reserved positions = 1 (for reference emulsion).
The number of free positions necessary for n samples is 1+ n,

ProCiot

Number of reserved positions = 4 (1 for reference emulsion, 1 for
calibration plasma 100%, 1 for calibration plasma 50%, 1 for calibration
plasma 0%).

The number of free positions necessary for n sample is 4 + n.

Protein-S

Number of reserved positions = 4 (1 for reference emulsion, 1 for
calibration plasma 100%, 1 for calibration plasma $0%, 1 for calibration
plasma 25%).

The number of free positions necessary for n sample is 4 + n,
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3.1.20.2

Operator Actions

If, the instrument identifies a used rotor with sufficient free positions to
enable the test to be carried out correctly, when the operator initiates a test,
the frame shown below is displayed.

The information (N pos) indicates the number of positions necessary to
carry out the test requested by the operator based on the number of
samples in the sample tray, including the “reserved" positions.

24,JULY,96 N
PT-FIB 12:00

NUMBER OF NEEDED CUVETIE 3

ENTER STARTING CUVETTE NUMBER [

Key in starting cuvette < 10 lood new rotor
ENTER to confirm

- /

The operator must check the rotor carefully, identifying the free sector/s
and confirming there are sufficient truly free positions to enable the test to
be completed correctly,

The first free cuvette position of the sector to be used must be entered via
the keyboard.

If the instrument, during the rotor check, establishes that there are more
samples than available free positions for the test requested, the message
“UNSUFFICIENT ROTOR POSITIONS” is presented,

7 pr-Fe 24,300.96
PRE-ANALYSIS 12:00

INSUFFICIENT ROTOR POSITIONS
LOAD NEW ROTOR

< to abort cycle
Y 1t continue

N /
Following a visual check of the rotor, the operator may choose to reduce
the number of samples to be analyzed or insert a new rotor and start again,
If a test has been requested or the instrument establishes that there are
less free positions than those necessary to carry out a minimal test (1
sample or 1 Quality Contrel with just Calibration Plasma), the message
“LOAD NEW ROTOR” is displayed.
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Warning In particular cases the instrument is not capable of defining all used
positions (i.e. last 6 positions in PT calibration, dilution 25%,
chromogenic cycles, dried rotor). Please check the rotor carefully.

If the used cuvettes are completely dried before starting the cycle, the
operator is advised to introduce in one used position 200 pL of
reference emulsion using a manual pipette to allow the use of the re-
used rotor program.

3.1.20.3 Rotor Loading Characteristics

The following tables and diagrams show how the rotor cuvettes are ioaded
when tests are requested involving new or used rotors,

Cycle Samples New Rotor Used Rotor
PT FIB CAL ref. emuls, 20 not re-usable
100 % 1-6
50 % 7-12
25 % 13-18
PT-FIB ref, emuls. 19 n
APTT N.P. 20 n+1
TT sample 1 1 n+2
sample 2 2 n+3
DOUBLE PT-FIB ref. emuls. 19 n
DOUBLE APTT N.P. 20 n+1
DOUBLE TT sample 1 1and 2 n+2 n+3
sample 2 3and 4 n+4 n+5
PT-FIB/APTT ref, emuls. 19 and 8 n+10
TT/APTT N.P. 20 and 10 n+1 n+11
D-DIMER sample 1 1 and 11 n+2 n+12
sample 2 2 and 12 n+3 n+13
Single Factor ref, emuls. 17 n
100% 18
50% 19
25% 20
sample 1 1 n+4
sample 2 2 n+5
Plasminogen ref, emuls, 16
Heparin optical reference 17
a-2-Antiplasmin 100 % 18
ProChrom 50 % 19
25% 20
sample 1 1 n+5
sample 2 2 n+6

.
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Cycle Samples New Rotor Used Rotor
AT-l1) ref, emuls, 19
Heparin Xa optical reference 20
D-Dimer sample 1 1 n+1
analysis sample 2 2 n+2
Pro-IL-Complex ref. emuls. 20
analysis sample 1 1 n+1
sample 2 2 n+2
Hepatocomplex ref, emuls. 20
analysis sample 1 1 n+1
sample 2 2 n+2
ProClot ref, emuls. 17
100% 18
50% 19
0% 20
sample 1 1 n+1
sample 2 2 n+2
Fib-C ref, emuls, 18
analysis optical ref. 20
sample 1 1 n+2
sample 2 2 n+3
Protein S ref. emuls. 17
100% 20
50% 19
0% 18
sample 1 1 n+4
sample 2 2 n+5
ATl ref, emuls. 18 not re-usable
Heparin Xa optical ref, 20
D-Dimer 100% 14
calibration 50% 5-8
25% 8-12
PCX ref, emuls, 20 not re-usable
calibration 25% 1-4
12.5% 5-8
6.25% g-12
100% (optional) 13-16
HPX ref, emuls, 20 not re-usable
calibration 100% 1-4
50% 5-8
25% 9-12
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FIB-C ref.emuls. 19 not re-usable
calibration optical ref, 20

150% 14

100% 5-8

150% .12

n; cuvette number keyed in by the operator corresponding to the first free
position.

s: sample

3.1.21 Reference Values

As with many other clinical analyses, coagulation analysis requires
accurate resulis to effect accurate and precise diagnoses. Even very small
divergencies in measured variables can be significant. Furthermore, it is
important to remember that PT, FIB and APTT are often necessary
parameters to decide the therapy for patients in anticoagulant and heparin
therapy.

We believe that this is a sufficient reason to insist on the necessity of
precise results.

The ranges of the Reference values are:

o forPT xXx.x seconds +9%

» for FIB xxx mgfdiL 20 %

e for APTT xx.x seconds +15%
Note:

If the instrument is not cafibrated, the Quality Control for FIB is not
performed and the operator can insert the PT vaiue of Calibration Plasma
(100% activity) in the PROG Setup “Reference material”.

If the instrument is calibrated for PT and FIB, the values (PT 100% in
seconds and FIB in mg/dL) go directly into the PROG “Reference Values’,

For APTT the operator inserts the vajue of the Calibration Plasma in the
PROG “Reference material” according to the range of the laboratory and of
the reagent.

For more details see section 4.
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3.2 Profiles

Profiles allow the Operator to execute a combination of tests (profile) on
samples placed on the sample tray.

The tests to be run are determined by the database. If no information is
available in the database, the complete profile is executed,

The materials (reagents and rotor) must be placed during the preanalytical
phase.

If more than one rotor is required to run the profile, the instrument will flag
the operator when the rotor needs to be changed.

The available profiles are listed in the next table which also shows the
correct positioning of the material (reagents , diluents and calibrators)
needed for each single profile,

If the material must be positioned in the sample tray area, the table
indicates if specific containers have to be used {(i. e. 4 mL cup).

In order to increase the number of reagents on-board, the instrument will
use a specific reservoir for position 3 (alternative reservaoir).

Different profiles may have different positions for the materials to optimize
the positions available,

The number of samples can be either 17 or 18 depending on the profile
selected.

if the operator loads 18 samples for a profile allowing just 17 samples, a
message will appear flagging the operator,

If a profile that allows conly 17 samples is launched with 18 samples in the
sample tray, a specif warning is given to the operator.

The execution of the tests in the profile is sequential according to the order
indicated in the profile,
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Profiles Sample Tray Reagents Reservoir
Pos.17 Pos.18 Pos.19  Pos.20 Reag. 1 Reag.2 Reag.3
PT-FIB Cal Calcium Cephalin  Calcium
APTT Plasma  Thrombe- (APTT) Chlonide
PT. plastin (APTT)
APTT) (PT)
PT-FIB Calcium  Cal Calcium  Cephalin  Thrombin
APTT Chlonde  Plasma Thrombo- (APTT) [¢RD)
TT (APTT) (PT, plastm
APTT, (PT)
™
PT-FIB Factor Cal. Calcdium  Thrombin Cleaning
FIB-C Diluent Plasma  Thrombo- (FIB-C) (FiB-C)
{FIB-C) (PT) plastin
(PTY
APTT Factor Calcium  Cal Thrombin Cephalin  Cleaning
FIB-C Diluent Chloride  Plasma {FIB-C) {(APTT) (F1B-C)
(FIB-C) (APTT}  (APTT)
TT Factor Cal. Thrombin Thrombin  Cleaning
FIB-C Diluent Plasma an {F1B-C) (FIB-C)
(FIB-C) (TD)
HPX Deficient Deficient Bovine Rabbit
PCX Plasma Plasma Thrombo- Thrombo-
{PCX) {HPX) plastin plastin
(PCX) (HPX)
HPX Deficient Calcium  Cal Rabbit Cephalin  Thrombin
APTT Plasma Chloride  Plasma Thrombo- {APTT) mn
T (HPX) (APTT)  (APTT,  plastin
™ {(HPX)
PCX Deficient Calcium  Cal Bovine Cephalin ~ Thrombin
APTT Plasma Chioride  Plasma Thrembo- (APTT) (N
T (PCX) (APTT)  (APTT, plastin
™ (PCX)
HPX Factor Deficient Rabbit Thrombin Cleaning
FIB-C Diluent Plasma  Thrombo- (FIB-C) (FIB-C)
(FIB-C}  (HPX) plastin
(HPX)
2700w
PCX Factor Deficient Rabbit Thrombin Cleaning
FIB-C Diluent Plasma  Thrombo- (FIB-C) (FiB-C)
(FIB-C)  (PCX) plastin
(PCX)
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3.21

3.2.2

Profiles selection

24.JULY.?6\\
READY 12:00
TESTS
PROFILE
+4 to selectl
ENTER to conflim
S

From the main menu, select the profiles submenu.

( PROFILES 24.JULY.96\
12;00

PT-FIB/APTT
PT-FIB/APTT/TT
PT-FIB/FIB-C
APTT/FIB-C
TI/F1B-C
HPX{PCX
PCX/APTUTT
HPX/APTTITT
PCX/FIB-C
HPX{FIB-C

+¥ to select <= 10 exlt
ENTER to confiim

/

Preanalitycal phase
The selection of a profile will open the preanalytical phase.

If a profile is selected where the calibration is expected to be, a message
will flag the operator,

The operator may decide to continue or go back, interrupting the
procedure,

if the FIB is derived from the PT and the Fib is not calibrated, the Fib
result will not be given.
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4 24,0096 )

PI-FIB/APTTITT 12:00

UNCALIBRATED TEST: PT, FIB
Fi18 WILL NOT BE PERFORMED

ENTER to contlirm PROG to teturn

N _/

According to the profile selected a specific check frame will indicate the
materials needed to execute it,

/ 24.JUL‘!’.96\

PT-FIB/APTT 12:00

CHECK: usA8LE ROTOR PRESENCE
THROMBOPLASTIN LEVEL IN POS.
CEPHALIN LEVEL IM POS. 2
CALCIUM CHLORIDE IN POS, 3
NORMAL POOL IN *POOL* POSITION
SAMPLES (mox 18)

REFERENCE SOLUTION LEYEL

L ¥ to start analysls <= 10 exlt

S
Check frames presented are those reported in the following table.

PT-FIB/APTT Check: Usable rotor presence
Thromboplastin level in Pos. 1
Cephalin level in Pos. 2
Calcium Chloride in Pos, 3
Normal Pool in Pool Position
Samples (maximum 18)
Reference emulsion level

PT-FIB/APTT/TT Check: Usable rotor presence
Thromboplastin level in Pos. 1
Cephalin level in Pos. 2
Thrombin leve! in Pos. 3 (altemnative Reservoir)
Calciurn Chloride in Dil Position {4 mL big cup)
Normmal Pool in Pool Position
Samples (maximum 18)
Reference emulsion level
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PT-FIB/FIB-C

Check: Usable rotor presence

Thromboplastin level in Pos. 1

Thrombin Clauss level in Pos, 2

Cleaning level in Pos. 3 (alternative Reservoir)
Factor Diluent in Dil Position (4 mL big cup)
Nommal Pool in Pool Position

Samples {(maximum 18)

Reference emulsion level

APTT/FIB-.C

Check. Usable rotor presence

Thrombin Clauss level in Pos, 1

Cephalin leve! in Pos. 2

Cleaning level in Pos. 3 (alternative Reservoir)
Factor Diluent in Pos. 18 {4 mL big cup)
Calcium Chloride in Dil Position (4 mL big cup)
Normal Pool in Pool Position

Samples {(maximum 17)

Reference emulsion level

TT/FIB-C

Check: Usable rotar presence

Thrombin TT level in Pos. 1

Thrombin Clauss level in Pos. 2

Cleaning level in Pos. 3 (alternative Reservoir)
Factor Diluent in Dil Position (4 mL big cup )
Normal Pool in Pool Position

Sampies {maximum 18)

Reference emulsion level

HPX/PCX

Check: Usable rotor presence

Bovine Thromboplastin level in Pos, 1
Rabbit Thromboeplastin level in Pos. 2
Deficient Plasma in Pos. 20 (HPX)
Deficient Plasma in Pos. 18 (PCX)
Samples (maximum 18)

Reference emulsion level

HPX/APTTT

Check: Usable rotor presence

Rabbit Thromboplastin level in Pos. 1

Cephalin level in Pos. 2

Thrombin TT level in Pos. 3 (altemative Reservoir)
Deficient Plasma in Pos, 18

Calcium Chloride in Dil Position (4 mL big cup)
Normal Pool in Pool Position

Samples (maximum 17)

Reference emulsion level
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PCX/APTT/TT Check: Usable rotor presence
Bovine Thromboplastin level in Pos. 1
Cephalin level in Pos. 2
Thrombin TT level in Pos. 3 (alternative Reservoir)
Deficient Plasma in Pos. 18
Calcium Chloride in Dil Position (4 mL big cup)
Normal Pool in Pool Position
Samples (maximum 17)
Reference emulsion level

HPX/FIB-C Check: Usable rotor presence
Rabbit Thromboplastin level in Pos. 1
Thrombin Clauss level in Pos. 2
Cleaning level in Pos. 3 (alternative Reservoir)
Factor Diluent in Dil Position (4 mL big cup)
Deficient Plasma in Pool Position
Samples {(maximum 18)
Reference emulsion level

PCX/FIB-C Check: Usable rotor presence
Bovine Thromboplastin level in Pos. 1
Thrombin Clauss level in Pos. 2
Cleaning level in Pos. 3 (alternative Reservoir)
Factor Diluent in Dil Position (4 mL big cup)
Deficient Plasma in N.P. Position
Samples (maximum 18)
Reference emulsion level

Before running a profile, the samples must be identified by sample IDs.
The Loadlist option can be used (one of the nine available).

The loadlist can be prepared indipendently or by selecting the analytical
cycle just before starting.

It is important to identify the samples using their sample IDs.

The following checks are carried out: IDs

1. The sample ID must be unique on the loadlist. A repeated sample ID is
not accepted and a message is displayed

2. If the sample ID is the number 301 (greater than the 300 maximum) for
the database, a message appears and the ID is cancelled automati-
cally

A sample ID, which is not yet present in the database, will be created in
the database.

In the preanalytical phase, it is possible to access the DMS through the INS
function key to the loadlist (excluding the one already in use).

When the COMMANDS key is pressed to start the analysis, the following
checks are carried out:

1. Sample IDs should not have more than 8 tests in the database. This
calculation is done based on the following rules:
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» for the samples already in the Database and with the tests already
programmed (also if received through the RS232 interface), only the
requested tests are considered if part of the selected profile. If the
result is already present in the database for a given test the test is
not executed. This is different from the single test, where the test is
executed even if the result is present in the database and in this case
the resuit is added into the database together with the others already
present

» for the samples already in the database and with no tests being
programmed, all requested tests present in the profile will be
considered, If the requested tests exceed the 8 results (including the
results already in the database), a message is given and the analysis
cannot start.

= for the sampies not in the database, all tests included in the profile
will be executed.

2. Sample [Ds which identify QC materials will be executed if at ieast one
sample is requested at the same time having the same test or the QC
material being pregrammed,

If one or more samples have one of the above conditions, the message list
is presented and the loadlist is represented.

If the loadlist contains more |Ds than allowed, the |Ds that exceed the
maximum number are ignored.

The request is included in the database when the result is received ( if
STOP is pressed, the test is not left pending).

After initiating the COMMANDS to start, the material verification on the
sample tray is carried out and the rotor presence is verified,

The following checks are done:

At least one sample should exist.

At least one executable test should be programmed for the samples to be
run,

All samples must be identified through the loadlist. If samples are present
in the foadlist but not on the sample tray, they are ignored.

All material needed for the requested tests should be present in assigned
positions,

The rotor should have at least 3 consecutives positions free.

If anyone of these checks is not correct the analysis cannot continue and
the following actions must be taken.

If samples or tests are not executable, a message appears.
If a sample is not identified, a message appears.

If the material is net available (required cup on the sample tray), a
message will be displayed and it will be possible to stop the analysis or add
the missing materials and then continue.

If the rotor has less than 3 free cuvettes, a message appears and the
operator must change the rotor and restart.
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If the rotor has 3 or more free cuvettes, a message relative to the sector
being used is displayed.

The optional materials (i.e. Normal Pool) can be missing. However, this
prevents the calculation of some results in the same way it does for the
single tests.

Tests requiring calibration can be executed with the exception of Fib-
derived and Fib-C, In this case only the measured resuit will be given,

Execution of a test run

When the analysis starts, the instrument schedules according to a
predefined scheme with a specific sequence of tests.

Tests can be divided in more than one rotor (if necessary) according to the
number of cuvettes available,

Execution is divided into a sequence of mini-batches which will contain
Joading, incubation and acquisition in accordance with the tests required.

When results are available, they are stored in the database.
Printing (internal printer) can be selected as ON or OFF.

The external printer can only be activated from the database while in the
READY state.

During execution of the profile, the loadlist remains on the screen but it
cannot be modified.

In the status area of the instrument, the test name and the phase in process
are displayed.

Operations that can be done in this moment are:
interrupt the execution of the profile

access the PROG menu {excluding the DMS, QC and editing of the loadlist
in use).

If the rotor is full {or it has less than 3 cuvettes available), the operator is
informed via a specific message on the screen and a sound alarm {7
consecutive beeps).

The profile will continue only when the rotor has been changed and restart
has been given.

When passing from one test to another, there are stilt sufficient positions to
be used on the rotor, the instrument proceeds automatically.
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3.24

3.25

At the end of each run, resuits are transferred to the database and printed
on the internal printer (if activated).

Between one run and the other the same check on the materials present on
the sample tray is carred out

The execution of a profile can be blocked by pressing STOP-ENTER.,

If the STOP-ENTER is used during the transfer of the results, resuits are
still transferred into the database.

Loading phase

The loading phase is executed according to the positions of each material
relative to the tests to be run and it is dependent on the selected profile.

Each loading phase is preceded by the same checks.

This allows changes {rearranging of cups) that may occur between one
phase and ancther,

It is possible that rearranging of some of the material needed for the profile
will cause testing to be stopped.

Additional washes (to minimize carry-over effects) are automatically
handled by the schedufing.

Data Acquisition
Acquistion and data reduction are done in the same way as the single tests
(independently from the profile).

If the tests have been programmed to be in standard or extended
acquisition time, the single tests as well the profiles perform the same.

Results are stored in the database as soon as they are completed and are
printed (automatically on the internal printer if ON) but are not shown on
the screen.

The screen will show the loadlist being selected for all runs in process,

Results can be seen at the end in the database.
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4 Special Programs

4.0 Special Programs (PROG)

Press the PROG key to display a secondary menu which aliows the
verification or the modification of various functions and information,

These PROGRAMS are disabled in certain situations: during the
introduction of data in a cycle, in the date/time screen at power on, and
during acquisition.

Printout in Program Mode is possible when the instrument is in the READY

state,

Prog Submenu Ready Analysis Acquisition

DMS v

LOADLIST « »

Qc *

CAL DATA v *

WARNING - *

DIAGNOSTIC PRIMING *
MAINTENANCE ¥ *
TEMPERATURE CONTROL » *
NEEDLEs POSITION v
VDU BRIGHTNESS =
SERVICE *

SET-UP REFERENCEMATERIAL -
CALCULATION "
RATIOADJUSTMENT ¥
ACQUISITIONTIME *

UNITS -

DATE/TIME *

PRINTERSTATUS *

INTERFACE STATUS -

SYSTEM CONFIGURATION *

INTERNAL BCR # v
*Enabled

# This option is not present on the ACL 6000
Status  Any status prior to acquisition or foliowing insertion of data or print out.

-Action Press PROG,
Move the cursor using the / and \ keys to the desired program
Press ENTER.

Status  The program selected is presented in reverse. If the program is enabled,
the following frame appears automatically.
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If the program is disabled, the program list is presented for a second
choice.

24,JULY.?4 N
PROG 12:00

DMS
LOADLIST

QcC

CALIBRATION DATA
VARNING
DIAGHOSTIC

SETUP

¥4 10 select PROG [return
ENTER ta contlim it

_/

Note:

- If PROG js pressed a second time, the display retumns to the cycle in
progress. If information is entered during an operative cycle, the new
conditions are only operative for the following cycle.

Patient Database

The patient database contains all patient results being stored including
flags. The database also offers the abiiity to print results (according to
different criteria ) and to download and upload from/to the host computer
(also according to specific criteria).

Sample List screen

From the PROG menu, selecting the DMS option it is possible to access
the sample contained in the database.

Samples are presented from the last introduced. Use "Pg DW" to access
subsequent pages and use "Pg UP" to retum to the previous page.

This screen allows 12 patients lines for each page.

DMS 24.JULY.96\
xxx/300 SAMPLES 12:00
24-07+96-001 BONGIOVANNI PAOLO 4 E
24-07-96-002 PETRARCA FRANCESCO C E
24.07-94-003 DI GIOVANNI MARIO c -
24-07-96-004 ERIS ERNESTO P~
24.07-956-005 MANTOVAN] MADDALENA p -
24.07-94+006 5 -
24-07-96-007 P
24.07-96-008 FRANCESCHINI MAURO N -
24.07-96-009 P - E
24-07-96-010
PQUP/DW [move) INS [create] PRI [pIint] PROG (return]
ENTER {selact] DEL [remove] COMMANDS [more)} < (previous}

-
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This list contains patient identification, name of the patient (if inserted),
status of the tests associated to it (Completed, Pending, No test), and any
flag which indicate the presence of a warning or an error,

Available keys:

Key Associated action

Armmow UP Position the selection bar from one sample to another;

Arrow DOWN on the first/last sample shown it acts as scroll of the
entire page.

Ammow LEFT Disabled

Astow RIGHT Disabled

Page UP Display the previous/next page.

Page DOWN

BackSpace Moves back to the previous menu (this case will be the
PROG menu).

STOP Disabled

PRT Print the selected sample/samples according to the
“Selection Criteria”,

PROG Clese the display of the database going back to the Test
menu.

COMMANDS This key activates a secondary commands menu which
includes several options: Transmit, Receive. Selecting
Transmit the operator can access the “Selection Criteria”
menu, while Receive selection activates the reception of
the data from the Host. During the data reception, the of
“Test dowload enguiry transmitting” message is
presented,

INS Opens a new window for the insertion of the data ofa
new sample (“New Patient Data” screen) .

DEL Allows deletion of a selected sample/samples using the
“Selection Criteria™ menu.

ENTER Shows the data of the patient in detalls (“Patient Data”

screen).
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Error messages:

Action Possible error

INS DATABASE FULL

ENTER SAMPLE ID NOT FOUND

ENTER INVALID RANGE SPECIFICATION

During execution

PRINTER ERROR

During execution

TRANSMISSION ERROR

Operation completed

Indication of the number of samples processed.

During the execution of a print command or transmission/reception of data,
errors are shown on the screen, offering the possibility to interrupt the
execution of the same action.

Selection Criteria screen

DMS

XXX/300 SAMPLES

24.JULY.95\
12:00

SAMPLE ID...ccviinnens
ALL SAMPLES
TRANSMITTED

NOT TRANSMITTED
COMPLETED
PENDING

FLAGGED

NOT FLAGGED

...................

AV €= 1o select
k ENTER to confiim

PROG (return)
< (previous) .

This submenu can be activated using the commands PRINT, DELETE,

TRANSMIT which allow the selection of the samples.

The first option (presented as default with the cursor on the first character
of the sample ID and the field in reverse) contains the sample identification
currently selected at the moment of the request of the command. The user
can confirm this option using the ENTER key to select on the single sample
ID or to use the Arrow UP and DOWN to select different items.

The option FROM - TO allows specification of a sample ID interval.

The option BY LOADLIST allows selection all the samples present in a
specific loadlist.

If printing, the operator can select the kind of report to be printed.

The selection is done using the help messages (last two lines) with the
following information:
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24..1”].‘1.?6\
12;00

r/ DMS

XXX/3D0 SAMPLES

SAMPLE 1D.cuivessrsores
ALL SAMPLES
TRANSMITTED

NOT TRANSMITTED
COMPLETED
PENDING

FLAGGED

NOT FLAGGED

FROM ........ TO
BY LOADLIST Mo,

4 to select Sample Report
\ ¥ 1o select Cumulatlve Report

During execution of this command, a message is displayed the number of
samples to which this action applies.

In case of cancellation, of samples a message Is presented to display the
number of samples on which the action is done,

The messages are the following:

“PROCESSED XXX SAMPLES™
“TRANSMISSION IN PROGRESS FOR x SAMPLES”
“PROCESSSED XXX SAMPLES™

Available keys:

Key Associated action

Arrow UP The UP and DOWN keys allows selection of display.

Arrow DOWN The selected option is represented in reverse, Default is
by sample ID.
If there are editable field, the cursor is positioned on the
first character to be edited,

Arrow LEFT When the option selected is FROM-TO, the LEFT and

Arrow RIGHT RIGHT keys allow movement of the cursor on the first or
on the second editable field.
No defaults are presented in these cases.

Page UP Disabled

Page DOWN

Back Space Back to the previous menu (in this case to the SAMPLE
LIST).

STOP Disabled

PRT Disabled

PROG Back to the test menu selection.
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COMMANDS Disabled

INS Disabled

DEL On the Sample_id, From, Te, By_loadlist_no, fields
allow cancellation of the last inserted character.

ENTER Ends sample selection and activates the command.
If the parameters are confirmed to be valid and in the
command is not activated due to errors the cursor
remains in the position to be corrected.

Error messages:

Action Possible errors
ENTER SAMPLE ID NOT FOUND
ENTER INVALID RANGE SELECTION

Commands Menu screen

DMS 24 JULY 1994
0227300 SAMPLES 12:00

TRANSMIT
RECEIVE
MAKE LOADLIST

A to setect PROG (return}
K ENTER to coniitm . & (provious) Y,

The COMMANDS key is associated with all the selected options using a
submenu.

The COMMANDS content depends on the different actions.

The reported example is relative to the COMMANDS selection from the
Sample List screen.

This menu allows activation of RECEIVE from the host and TRANSMIT to
the host and Make Loadlist.
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DMS

XXX{30G SAMPLES

N

24, JULY,946
12:00

Transmitting message; 8000X

Test Upload In progress

4 v 2> € to select
ENTER to conflrm

PROG [teturn)
<= [previous)

When this action is completed, the SAMPLE LIST screen is presented.

In TRANSMISSION to host, the selection criteria submenu is presented
and it is possible to define how many samples need to be transmitted.

After the selection, a transmission of data begins (as described for the

reception phase),

Available keys:

Key Associated action

Arrow UP Move the selection bar from one command to another.

Arrow DOWN

Ammow LEFT Disabled

Arrow RIGHT

Page UP Disabled

Page DOWN

BackSpace Back to the previous menu (in this case to the SAMPLE
LIST menu).

STOP Disabled

PRT Disabled

PROG Back to the tests selection menu

COMMANDS Disabled

INS Disabled

DEL Disabled

ENTER Close the section and activate the command,
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Error messages:

Action Possible errors
COMMAND. DATABASE FULL
RECEIVE

COMMAND, DUPLICATED SAMPLE_ID
RECEIVE

COMMAND. MORE THAN 8 TESTS PER SAMPLE
RECEIVE

COMMAND, TRANSMISSION ERROR
RECEIVE

COMMAND, HOST NOT RESPONDING
RECEIVE

If the make loadlist option is selected three possibilities are available:

- All samples
- Pending samples

- Mark samples

—

MAKE LOADLIST
XXX1300 SAMPLES

24 JULY 1994
12:00

\

SELECT ONE OF THE CRITERIA TO
MAKE LOADLIST:

ALL SAMPLES: FROM wirrerenns TO ainnnaran
PENDING SAMPLES: FROM .erevavnie TO srrainn

MARK SAMPLES

PROG [relurn)

44 to select
L ENTER to contlim

< [previous)

Patient Data screen
12 lines are available to display the data,

/_s,wm DATA 24.J;JL:96
XXX/300 SAMPLES 2:00
sample 0 30-01-95-001 nume BONGIOVARNI MARIQ
Tsstpsmcnou sex M blrth 20.01,40
status trans depl
Pld 126 5 sJima 121 % WITHE
126 s 07 R 120 %
AT 324 5 DBd R 97 % 24078 E
AR 12345 “0C mm
-§ Lanot 1 £
fwx fﬁ“ one 240796
PeL 124 s BI3INR 141 % 24.07,88
LIS o e 121 % 407,98
PgUP (prev] INS [create) PRT(prInt) PROG(teturn)
\ PGOW (next]  DEL {remaove} ENTER {selact) <=(previous)
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The first three lines contains the patient demographics of the selected
sample with the completion status of associated tests and host status
{transmitted or not transmitted).

Status of the sample is one of the following:

C = completed (all results associated are available)

P = pending (associated tests are not completed)

N = no tests associated

For transmission, two status are available;

T = data being transmitted to host.

L = (Local) item not yet transmitted,

The D field is enly for reading.

The "TEST SELECTION" field is selectable and allows selection of the test
programming screen.

The NAME, SEX, BIRTH, DEPARTMENT fields and the content can be
moedified.

The "E” fleld indicates the presence of waming messages.

It is possible to select the lines containing the text messages (with or
without results). Use the ENTER key to display the complete wamning
message associated with the tests,

Using the DEL key to cancel the selected test. if the test has resuits
pending, confimmation is required.

Each unusual event is shown through the warning list and on the internal
printer through the error messages.

These messages are also stored in the database and shown using the field
errors ("E").

Out of range results are shown in reverse using the “—" (underflow) and
=7 (overfiow) symbols.

Other error messages relating to the tests will be shown with a specific
message using the entire result space as follows:

*calc. error”

“not coag.”

“coag. error X
n-o‘ﬂ

For double tests the same considerations are valid.
The name of the test is presented on the first line of the sample.

Closing this screen using the PgUP, PgDW, INS, <=, PROG keys, and
confirmation of the data introduced is required.
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The operator can perform the following actions:

ENTER: confirm and save the data

DEL: do not confirn the changes

BACK: to cancel the command

Available keys:

Key Associated action

Arrow UP Allows moving the cursor from one field to another; the

Arrow DOWN selectable fields are; NAME, TEST SELECTION,

Arrow LEFT SEX, BIRTH, DEPARTM.

Arrow RIGHT

Page UP Display the previous / subsequent sample,

Page DOWN

BackSpace Back to the previous menu (sample list).

STOP Disabled

PRT Prints the dispiayed sample,

PROG Close the display and returns to the Selection Test
menu.

COMMANDS Disabled

INS Opens a new screen fo insert new sample data (New
Patient Data).

DEL When the cursor is on an editable field, allows
cancellation of the last editable field. When it is on one
of the 8 tests, it permits the cancellation of the test
selected. No effect on the other fields,

ENTER Ends the editing of a single field and moves to go to the

next field (as the Arrow-DOWN key).

When the cursor is on an expandable field, it opens a
detailed screen that displays or updates the
correspondent data, In particular:

- When the cursor is on the "TEST SELECTION" field,
ENTER opens the programming test screen (Test
Programming screen).

- When the cursor is on one of the 8 tests, it opens a
screen with the error messages and /or wamings
associated with the selected tests.
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4.1.5 New Patient Data Screen

/" saMpLE DATA 24,0096
XXXf300 SAMPLES. 12:00
SAMPLE 1D NHAME
TEST SELECTION sex  blrth
Status Trons dept
INS [creote) PRT[print} PROG (return}
ENTER(select) < {previous]

Instrumentation Laboratory

The screen is similar to the one used for the display of sample data with
the following differences:

The Sample ID field is editable and can accept numeric and alpha-numeric
characters (space excluded).

Unique ID in the patient database level as well as the QC database is

verified.

When closing the screen using PROG and STOP keys, the confirmation
will be required to save the data introduced.

The operator can perform the following actions:

ENTER: to confirm and save the data

DEL: to remove a new sample

BACK: to cancel the command

Available keys:

Key Associated action

Arrow UP Allows movement of the cursor from one field to
Arrow DOWN another; selectable fields are: SAMPLE ID, NAME,
Arrow LEFT TEST SELECTION, SEX, BIRTH, DEPARTM
Arrow RIGHT

Page UP Disabled

Page DOWN

Back Space Returns to the previous menu (sample fist)

STOP Closes the display and returns to the main menu
PRT Allows print of the displayed sample

PROG Closes the display and returmns to the Test

Selection menu
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COMMANDS Disabled

INS Opens a screen to insert a new patient record (New
Patient Data).

DEL When the cursor is on an editable field, aliows
cancellation of the last character being inserted. On the
other fields it has nc effect.

ENTER Closes the editing on a single sample and passes to the
next field (as the Arrow-DOWN key).
When the cursor is on the "TEST SELECTION" field,
ENTER opens the programming test screen (Test
Programming screen).

Errors messages:

Actions Possible errors

Request to insert DATABASE FULL
a new sample
record

Confirm of an DUPLICATED SAMPLE 1D
insertion

Test Selection Screen

/‘IEST SELECTION . 24,JUL.%6
017/300 SAMPLES 12:00
PT > AT-l1} F-Vill h = evIll 1 pr-ffaptt
18 HEP nh  F«X n F-1X | pt-ffaptiftt
*APTT HEP I F-X1 h F-XI | pt-fffib-c
L2t PLG F-Xi{ h F-X11 | aptt/fib-C
FIB-C AT-PL F-VIl N E-YIL 1 ttiflb-c
PCX P-Chtom F-X h X I hpx/pcx
HPX PT-d Fs¥ h Fe¥ ] poxfaptt/it
P-Clot FlB-d £-11 h F-11 1 hpx/aptt/1t
P-S APTT-d pexffib-c
APCR V TT-d npx/fin-c
D-DIMER
A4 1o move FROG{return)
COMMANDS to select/{deselec? = [(previous]

This screen shows the tests associated with the sample and allows
selection and/or addition of new tests or cance! previous selection.
Selection through a profile is considered a shorter way to select a group of
tests.

The analyzer does not memorize if a test is selected directly or through a
profile.

Up to 8 tests can be selected.

Tests already executed cannot be deselected.
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Here are the rules for test programming.

1. A test cannot be reprogrammed if already in the database. This is
independent of having results or coming from a profile.

2. ltis not possible to deselect a test if it already has already resuits.
The PT and FIB tests can be selected individually.

The profile selection adds missing tests to those already present in the
database, independently from the tests already executed.

5. The profile selection including the PT-Fib must selected both PT and

Fib.

Available keys:

Key Associated action

Arrow UP Moves the cursor on the tests and profiles selection.

Arrow DOWN

Arrow LEFT

Arrow RIGHT

Page UP Disabled

Page DOWN

Back Space Ends with the programming of the tests and retum
to the previous screen (Patient Data screen).

STOP Disabled

PRT Enabled

PROG Ends the insertion or the modification of the sample
and returns to the menu of the TEST selection.

COMMANDS Tests Selection

INS Disabled

DEL Disabled

ENTER Selects or deselects the current test or the profile.

The selection of a profile automatically selects the tests
of the same profile. It is not possible to deselect a
profile.

The tests associated with a profile can be selected /
deselected independently from the profile itself.

Error messages:

Action

Possible errors

TEST SELECTION MORE THAN 8 TESTS PER SAMPLE
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Notes:
o Use of the PROG key:

From the TEST menu it is possible to access the PROG functions only if
the editing is not in process.

During an active cycle, some PROG functions can be disabled.
Accessing PROG, the principal menu is shown with the cursor on the
DMS selection independently from the operation being done,

From the PROG screen it is possible to return to the TEST previously
displayed: the PROG key is afways interpreted as an end of an

operation (simitar to Previous Menu). If editing is in process, a
confirmation message is shown.

e LIMITS:

Maximum number of samples = 300

Maximum number of tests = 8 (Double tests occupy two positions)
Number of digits on the Sample Data screen:

samplelD = 12 characters

name = 20 characters

department = 16 characters

sex = 1 characters

birth date = 10 characters (fixed format DD/MM/YYYY)

test-date = 10 characters (fixed format DD/MM/YYYY)

Testexecuiion

The single test execution verifies the ability to store the results obtained in
the database.

At the start the samples which have more than 8 tests are presented with a
notification of too many tests.

For execution of a single test on identified samples, the foliowing rules are
valid:

the test to be executed is programmed, the result obtained is associated to
the test programmed; and the sample status will be updated.

i the test to be executed is not programmed, the test is added to those
already associated and the sample status is updated.

For PT and FIB the following rules are valid:
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Test Programmed
(not executed)

Test executed

Handling

PT PT-FIB The PT result is connected to the test
being programmed. If the sample has
already 8 test requests, the sample

cannot be executed.

- PT-FIB Both are added

PT-d PT-FIB Both are added

PT PT-FIB/APTT The PT and Fib resuits are associated

FiB with the tests being programmed and the
APTT is added.

PT PT-FIB The PT result is connected to the test

FiB-d being programmed and the Fib is added.

PT PT-FiB-d The PT and Fib results executed in

FIB double are added while the PT and Fib in

single remain pending,

For execution of the profile the following rules are valid;

In particular for PT and FIB, these are the rules:

PT PT-FIB/APTT/TT The PT result is connected to the fest

FiB-d profile already programmed. The Fib is not
archived and APTT and TT are not
executed.

FiB PT-FIB/APTT/TT The Fib result is connected to the test

profile

being programmed. The PT is not
archived; APTT and TT are not executed.

Results presentation

The presentation order of results {on the screen and on the printer) is fixed
and is the same used for the test programming. Each test uses a single line
for the results presentation and a time order is done. Each test can be
cancelled singularly (valid for PT and Fib).

PT AT-1l0 F-VIil h F-VII 1§
FIB HEP h FX h F-1X 1
APTT HEP | F-XI h F-XI'!
TT PLG F-XII h F-XI1
FiB-C AT-PL F-VIl h F-VII |
PCX P-Chrom F-Xh F-X |
HPX PT-d F-V h F-V 1
P-Clot FiB-d F-ll h F-Il'1
P-S APTT-d

APCR-V TT-d

D-Dimer
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Status
Action

Status

Action

Status

Loadlist Program

This program is used to store sample 1D numbers through the loadlists.
Sample IDs can be entered by using either the keyboard or the bar code
scanner. The sample ID can be numerical or aipha-numerical and with a
maximum of 12 digits for each sample.

The stored loadlist can be recalled during a cycle when required,

Ready state.

Move the cursor by means of the 2 and \ keys to select LOADLIST
and press ENTER.

A frame in which it is possible to clear all the loadlists stored in memory is
displayed.

We suggest performing this operation at the beginning of each working
day.

24,JULY.96 \

LOADLIST 12:00
SELECT LOADLIST;

1 I9NKY96 11:58

S "

3

4

5

6

7

8

9

4 to cisar all [cadilsts «= to exit

3 to continuve

. _/

Note:
In order to identify the used / not used fists, a list of nine loadiists is dis-
played.

The dateftime of the fast change recorded will be indicated when the
loadfist is used.

Press M to clear all stored loadlists.

The instrument asks for a confirmation,

- 24,500,961
LOADLIST 12:00
LOADLIST
1 19MY 96 11:58
2
3
4
5
]
7
8
?
4 to return without deletion
L ENTER to contlim deietion .
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Action
Status

Action

Status

Action

- Status

Action
Status
Action
Status

Status

Instrumentation Laboratory

Press ENTER to confirm.

The memory will be cleared of all previously stored loadlists and the “select
loadlist” frame will be displayed.

Press 1Mo return without deletion if it is not necessary to clear alt
loadlists.

The instrument will display the “select loadlist” frame.,

24,JULY.? b_\

LOADLIST 12:00
SELECT LOADLIST:

1 19 JULY 96

2

3

4

5

]

7 S

B i i

A T

Key In new volus PROG to retun

ENTER te contlrm < (previous)

S

Key in a number of a loadlist {from 1 to 9) and press ENTER to
confirm.

The “sample 1D insertion” frame will be displayed.

{/ 24, JULY. 96 \

LOADLIST 12:00

LOADLIST: T evaviens aunn

.

asersarseran

LLEEETEEFRYRS

mversersese

D@ W -

10..
1.
12
13
14
15
16
17
18

Koy In new value Y€ to select PROG ([return)
ENTER to conflrm COMMANDS to clear < [previous)

If it is necessary to clear the singie loadlists press Commands.
The instrument asks for a confirmation.
Press ENTER to confirm.

Memory of the single loadlist will be cleared and the insert frame of the
same loadlist will be displayed.

Note:
If UP is pressed to return without deletion, the foadlist will not be cleared
from the memory.

If "N is pressed, the cursor will be displayed on the first sample ID number
to allow editing of sample IDs.

417
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Action

Status
Action

421

24..IUI.Y.5‘6ﬂ\
LOADLIST 12:00

LOADLIST: T aerviane wreas

GOSN N
P . =
T e s

Key In new value 4¥ &> to select PROG to tetutn
ENTER to conflem COMMANDS to clear <= [ptev|ous)

_/

Use the numerical keyboard or the bar code scanner to enter the
sample ID number and press ENTER to confirm.

The cursor will move to the next position.

Repeat this operation for the number of positions required by that
loadlist

Notes:

1. I the number of samples is less than 18, press ENTER the number of
times required to complete the loadlist or press PROG to retum after
the fast number.

2. When the operator selects PROG/LOADLIST from & cycle, the instru-
ment goes directly to the “select loadlist” frame.
When a cycle is running, it is possible to edit other foa dlists as required.

3. Waming: during the acquisition phase it is not possibfe to edit sample
iDs,
If the operator is editing sample IDs and the acquisition cycle starts,
only the sample IDs entered before the beginning of the acquisition
cycle will be stored in memory. Once the acquisition cycle is ended
restart sample D editing.

Use of the External Bar Code Scanner

On the ACL 6000 the Bar Code Scanner is a standard feature. On the ACL
7000 it is an option. The external bar code scanner it is mounted on the
right side of the insttument. For additionat information see Appendix C.
The following codes may be read with the use of the bar code scanner;

1. Cade 128
Code 38
Code 93
Codabar

BowoN

)

interleaved 2 of 5
MSI/Plessey

o o

Instrumentation Laboratory



AN UVVV 7 TUVV DI aAV o IYiglilial

The bar code scanner can read numerical and alpha-numerical sample 1Ds
up to a maximum of 12 digits. The maximum bar code label length
readable is 6 cm with a resolution of 0.2 mm.

To enter the Patient ID number using the scanner, proceed as follows:

Primary tubes have to be Joaded with the bar code label oriented towards
the outside of the sample tray.

Once the loadlist number has been selected, the cursor is positioned on the
first sample ID,

Switch on the bar code scanner.

Position the scanner so that it can read the bar code label on the first
primary tube and press the trigger.

4 24.0UL%.96 )

LOADLIST 12:00

e a1
VNP OBBN—O
Ty -

Key In new volue AVd <9 to select PROG to return
ENTER to contirm COMMANDS to clear < (prevlous)

Check that label number 1 has been read correctly; a beep emitted from
the scanner will advise you that the reading has been perfermed. The
Sample 1D number will be displayed on the screen and the scanner LED
will be switched off,

Repeat for all remaining bar code labels,

Reading the Bar Code Labef

Instrumentation Laboratory 4.18
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422

When all bar code labels have been read, two situations are possible:

a.

18 primary tubes have been loaded on the sample tray.
The instrument displays the complete loadiist; the operator can check
or go back to the main menu by pressing PROG.

Less than 18 primary tubes have been loaded on the sample tray.
The instrument displays the loadlist. The operator should press ENTER
to complete the loadlist and then proceed as for case a.

Notes:

If cups are used along with primary tubes, Sample ID numbers
corresponding to these positions can be entered using the numerical
keyboard and pressing ENTER fto confirm,

If a code with more than 12 digits or an alpha numeric code is used, the
scanner wilf emit a long beep and the cursor will rermain on the position
corresponding to the non recognized label.

If a bar code fabel is damaged and the bar code scanner cannot read ft,
the scanner will not emit any signaf and the cursor will remain on the
vacant position.

in this case, we suggest using the numerical keyboard to insert the
Sample ID number and confirm it with ENTER. ENTER must be
pressed to move the cursor to the next position.

The operator should check the loadlist for correctness i.e. no duplicated
or missed 1Ds.

Use of the On-board Bar Code Reader {only on the ACL

7000)

On the ACL 7000 it is a standard feature. On the ACL 6000 the on-board
barcode reader is not present and it is an option, For additiona! information
see Chapter 4,

The following codes may be read with the use of the on-board bar code
scanner;

1.
2.
3.
4.

Codabar

Code 39

Code 128
Interleaved 2 of §

The bar code scanner can read numerical and alpha-numerical sample iDs
up to a maximum of 12 digits. The maximum bar code fabel length
readable is 6 cm with a resolution of 0.2 mm.

In order to enter the Patient |D number using the scanner, proceed as
foliow.

Primary tubes have to be loaded with the bar code label oriented towards
the outside of the sample tray.

instrumentation Laboratory
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After selecting a cycle or a profile, once the loadlist number has been
selected, press ¥ to start analysis.

The instrument will scan the tubes and report the readings on the screen.

If all readings are OK, the operator can confirm the loadlist and star the
cycle.

If some readinds are not present (cup, bad quality label, etc.) the operator
can edit the loadlist before starting the cycle.

For additional information on the setup of the different barcode label please
refer to Chapter 4.7.10,

( 24.JULY.96_\
READY 12:00
LOADLIST! T icacones eaens
100 110
102 111
103 112
104 113
108 114
106 1%
107 116
108 117
109 118
Key in new volue FROG to return
ENTER to confiim

= {previous) /

4.3 Q.C. Data Base

4.3.1 Introduction
QC database can be accessed through the PROG menu,

/ 244Ul 96\

PROG 12:00

DMS

LOADLIST

Qc

CALIBRATION DATA
YWARNING
DIAGNOSTIC

SETUP

M 1o select PROG(raturn)
ENTER to conflrm

J

Within the QC program it is possible
- to access the stored data (QC Review)

- to define new control materials or new tests to be added to the materials
already configured (QC Set Up).

Instrumentation Laboratory 4.21
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4.3.2

/_ Ql.JULY.%\

QC 12:00

REVIEW Q@C DATA BASE
SETUP QC

PROG[retlN

A4 10 select }
ENTER to conflim <= (previous

Set-up Q.C. _
The QC Set-up is organized by material. {t is possible to configure a
maximum of 10 control materials,

Each material can be configured for 10 tests maximum.

/_ 24,JU1Y.94 \
12:00

QC SET-UP

Q.C. CONTROLS LIST

NP

LOW FIB
PAT )
PAT 2

PROG(retum)
< (previous)

¥ to select INS{creare)
K ENTER to conflrm DEL{remove]

NP (normal pool) is @ QC material always present in the database as a
default material. .

The NP material is already set for a certain number of tests (PT, Fib, APTT
and TT).

It is possibie to add other tests for th is rmaterial but it is not possible to
deselect the 4 tests already configured from the set up.

The INS key allows a new material to be configured,

This function is availabie only if less than 10 materfals are in the database.
The DEL key allows the material to be removed from the database.

The operation must be confirmed and in this case all information relative to
the specific material is removed.

Select one material with ENTER and the following frame appears.

Instrumentation Laboratory
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24.JUL.96
12:00

QC SET-UP
Control ID wivivervasas LOT NO. wivvven
NOTe Liviiiiirirreneres
=PT +AT-1] ~FVIE B sl

FIB HEP Xa F-IX h FelX |

APTT HEP h F-X1 h FX1 1

T HEP | F«XIl h EXIT T

FIB-C PLG F-VIl h EVIL |

PCX AT-PL F-X h FeX |

HPX P.Chrom FeV h F-V I

APCR P-Clot F-Il h F-Il |

O-DIMER P-S
ENTER (select) PROG(return)
DEL ([aeselect) PRT to print & (previous)

This frame outlines all tests effectively configured for the QC materials
(marked with an asterisk), '

If the selection is done for the PT, all variables of the tests are used for the
QC matenial including all PT cycles (they can come from PT, PT-FIB,
double PT, double PT-FIB, PT/APTT, and profiles such as PT-FIB/APTT/
TT, PT-FIB/FIB-C, etc.).

Data are stored independently of the acquisition time selected (standard,
extended). Tests configured for the specific material are marked with .
The material ID is not modified for the existing material. If it is a new
material, it must be inserted using “INS”. The lot number (6 digits) is
optional,

If a lot of a material is modified, all QC data acquired up to that moment
are lost; this operation is executed with confirmation,

The lot number is unique and is also valid for the NP material.

Positioning the cursor on a test, the ENTER key will select/deselect the test
of the specific material. If the test has been already selected, it is possible
to view the set-up data and eventually modify parameters.

When a test is selected and ENTER is pressed a frame describing the set-
up conditions (default for target mean and SD set to 0, SD range is blank
and range for QC range and patient checking set to off} is shown.

If the material has already 10 tests selected, it is not possible to add
additional tests and the operator is alerted,

If a test is deselected, all data are removed from the database (this
operation requires confirmation).

Pressing ENTER on select/review the following frame appears,

24,JUL,98 \
QC SET-UP 12:00
Controb 1D weeerinnnnnn LOT No. wiueess
Note ......... teresnonan Test PT
Unit S
Target Mean XXX.X
Target SO KXXLX
SD Range (1.2.3) X
QC Range g¢heck ON
Patlent results fiogging for raonge check OFF
¥y &> 1o select PROG (return)

ENTER to confitm

Iou
< (previowst J 4.23
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When exiting from this screen modifications must be saved and confimed.
If modifications are made on an existing test, the new parameters become

active without losing data already contained in the database. The unit field

is predefined and cannot be modified. Units and target mean and target SD
are reported for all tests in the following table:

TEST UNIT FORMAT (Target Mean and SD}
PT Sec. 200X

FIB (PT derived) mg/dL o gfl. (as selected) YXKX OF X0
APTT sec. XXX

FIB-C mg/dL o g/L {as selected} XOOK OF X.XXX
AT-lll Yo XX

TT SEC. 200X

HPX %o XK X

EX % 00X

Factors % 20X

P-Clot % YOKX

Hep-Xa U/mL XXX

Heparin U/mL XXX

IG % 200X

AT-PL % SO0XX

P-Chrom % 20X

P-S % X

D-Dimer ng/mL XXX
APCRV seconds XXX X

wWhen the QC check is ON, each result obtained on a specific control
material is compared to the range selected.

The result is considered not valid if it is out of range.

If the QC check is OFF, no comparison is done (default is OFF).

When the patient resuits flagging is ON, ail sample results related to the
control material that was not valid are flagged for the specific test.

The flag remains for the entire analytical session (single test or profile).

If the patient results flagging is OFF, no flag is activated (default: value is
OFF).

SD range +/- max. deviation * target SD.

Note:
Refer to the Addendum page at the end of section 4 for expected 8D foriL
Reagents and Controls.

Instrumentation Laboratory
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4.3.3

Instrumentation Laboratory

Review Q.C. Data Base

Review of the data present in the database is organized by material and
then by test.

Each QC material (10 maximum) can be programmed for 10 tests
maximum,

This organization shows the material selection, then the test selection
screen.

Materials can be selected through their ID number,

/’ 24 JUL.96
QC REVIEW 12:00

Q.C. CONTROL LIST

NP
QC_MATERIAL 1
QC MATERIAL 2

123454789012

PROG{retum)
< [previous) /

A4 to select
ENTER to conflrm

-

The material selection permits review of the general information and
indications of which test is using 2 material being selected.
The test list includes from 0 to 10 elements,

/ 24.JUL9S \

,C, REVIEW 12:0

Contrel ID NP
Nateiiiiicinresraransnes

LOT NOou aaviens

PT AT-111
FIB IRTTTN
APTT
1T

amvrres

13345578

M€> 10 solect

PROGret
ENTER (solect) fretum)

= {prevlous)J

COMMANDS {transmif)

The test selection allows access of the detailed information of the material
in respect to the test being selected (view only).
The first level of information contains the cumulative statistics,

Pressing Commands the Q.C, data can be transmitted to the Host as "All
QC Data” or "By Interval Time",
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/_ 24.JUL.96\\
Q.C, REVIEW 12:00
Control 10 NP LOT NO. waannves
NOTE.seerrreserrenraronss Test PT
Unlt $
Actual Mean XXX, X
target Mean AXN,X
Actual $D XXX X
Torget §D XXX X
Neo. o1 results In statisticS XAKXK
No, of results currently In DB XxX
4 to sse plot PROG{return)

\\ 4 single results  COMMANDS (transmit]

< (previous) /

Press UP to see the Plot and ENTER to confirm the date displays the
Levey-Jennings plot and allows definition of a different time interval.

—

Q,C, REVIEVW

24.JUL.96 \
12:00

Materlocl 16 NP
NOT€iiuresnsrnansostannes Test PT

unit

Actuol Mean

Target Mean

Acrual §D

Target SD

No, ot results In statistics
No, ot resuits currently In DB

End of time interval: 24.Jul.9$

LOT NOu sorrvvar

XXX\ X
XXX X
XXX X
XXX X
XXXX
XXX

4 to maodlfy dote
\ ENTER to conflim

PROG [return)
= [prevlous_}/

The default date is the current one. The operator can introduce a desired

date as the final period of time.

The date can be entered in the sequence day, month, year. If there is no
data available in the requested period, an error message appears.

Q.C. REVIEW

24.JUL.96W

12:00

NGO DATA IN THE SPECIFIED

TIME INTERVAL

¥ ta contlnue

\

_/

If there is data available, the graph is displayed with the foliowing

characteristics.

Instrumentation Laboratory
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7 NP 24.JUL.96 )
PT 12:00
24.JUN.96
1
+35D B A 24.JUL.96
+2SD +
+15D| + + N=xxx(xxxx)
X=...00
SD=....
-15D + + CV=....
-25D ¥
-35D +
- v
2 9 16 23 30
PRT to print PROG(return)
\ <= [previous)

The graph on the Y axis is centered on the target mean value with a fixed
window of +/- 3SD.

On the X axis, the period being selected is represented.

The symbol '+' represents one or more valid result/s, the symbol '-'
represents one or more invalid result/s (out of range), the symbol **'
represents an omitted result and the symbols 'V' and ‘A’ indicate values out
of the graphical representation.

If cumulative statistics are required, the following information is shown.

i 24.0UL.96 )
RESULTS UNIT DATE TIME FLAGS OMITTED
XX.X s 23.07.9¢6 11:00 yes
XX.X s 23.07.96 18:00
..... C vrrrsverenny
..... s . Cieiraerenen
..... $: .

----- 8 » serersarenne

..... s .

..... s .

PQUP/PEDW 10 move PRT to print PROG(return)
Egrsn ?o select DEL to omit result < {previous)

The results are presented with the oldest first.

Use PgDW/PgUP to move within the entire database for the material/test
selection.

The Flags column is defined with ‘E‘ and indicates that a sample has
associated Flags.

Press ENTER to access the page containing all flags associated with a
specific sample.

The column OMITTED indicates omitted results.

Omission can be done using the DEL key.

The result is flagged with omitted and excluded from the statistics
(omission is done with confirmation).

The omitted result (and confirmed) cannot be retrieved into the statistics (a
specific symbol is used on the graph to indicate an omitted result).
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4.3.4

4.3.5

The added flag for the QC results is:

. invalid (for range checking}

Q.C. in Analysis

The number of QC samples in the analysis is defined by the operator.

in single tests selection and with identiifed samples, the system can
recognize (depending on the ID numbers) which samples are controls and/
or patients.

If the QC material is not programmed for the requested test/s, the message
“QC MATERIAL NOT PROGRAMMED" appears.

When the analysis starts, the QC materials are treated as the other
samples (ioading, incubation, acquisition).

Data obtained on the QC materials are stored in the QC database.

The N.P. material is considered as a QC material in a fixed position but is
also connected to same tests (PT, Fib-derived, APTT and TT) to confirm
the output of some results.

The NP must be positioned in position POOL for PT, FIB, APTT and TT.
For other tests this material must be placed on the sample tray.

1f the QC material is used in a profile selection, the tests executed will be
those set for the QC material if also requested in the profile. Considerations
done for the single tests are also valid for profiles, QC materials cannot be
added if the profile is already started. If a material is programmed into the
Loadlist, its position should be verified. !f the material in the cup for the QC
is not sufficient, messages for insufficient sample will be displayed.

Note:
For any additional information concerning the QC refer to NCCLS C24-A
vol. 11 No. 8, internal Quality Control Testing: Priciples and Definitions.

Elaboration Data

QC elaboration data is done on the specific units defined and fixed for each
test. If the QC range check is ON, each result is compared with

target mean + maximum deviation * target SD

If the result is out of range it is considered invalid,

If the patient result fiagging for the range check is ON, ali results of the
patients for the same tests obtained in the same analytical session with the
QC material are flagged.

All non numeric values (not coag., coag. efror, +++, ...) obtained on the QC
plasma are stored in the database but they are not used to update the
statistics. However, they are used to flag patients results.

{nvalid numeric results influence the total statistics as well as the flag on
the patients results.

Instrumentation Laboratory
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WARNING

4.4

Action

Instrumentation Laboratory

Notes:

1. Reference values for the fests TT and APTT can be defined in refative
PROG, The use is sefectable in the PROG-Calculation (Ratio versus
the value of the sample tray or versus the value of the Reference Data).

2. The IS! for PT is definable in the PROG-Reference dats.

If the instrument is not calibrated, the Ratio/INR calcuiation can be done
only if the NP is placed on the sample tray and the user has selected
Autocal ON (value must be in range).

4. In the double or mixed cycles, QC results will be stored according to the
tests but independent the cycle in which the QC is present,
For example: if the test is the PT, the QC results may derive from
material placed in one of the following combinations:

- PT - PT-FIB

- &-PT - d-PT-FIB

- PT/APTT - PT-Fib/APTT/TT
- PT-F/FIB-C

The results are stored independently of the acquisition selected (short-
Standard, short-Extended, long-Standard, fong-Extended).

IDs used for QC materials cannot be used for patient identification.
QC samples obtained with Animal Option are stored and handled as
for the other cycles (flagging, cumulative statistics, etc.). i necessary,
they can be removed from the QC database,

Cal Data Program

This program Is not accessible during:

~ the Analysis cycle, from the start of the acquisition phase to the
presentation of the results,

- the Calibration cycle, (PT-FiB, SINGLE FACTORS of the EXTR PATH,
SINGLE FACTORS of the INTR PATH, PCX, HPX, AT-lll, FIB-C,
HEPARIN Xa) from the start of the acquisition phase until the operator
has accepted or rejected the results of the calibration.

This program is used to verify the calibration analytical conditions (data,

graphs, etc.). Press PROG.

Using the A and '\ keys, select the CALIBRATION DATA to be
displayed and press ENTER.

24.JUL.96\

FROG 12:00

DMS

LOADLIST

Q.C.

CALIBRATION DATA
YARNING
DIAGNOQSTIC

SETUP

AV to solect PROG to retum
ENTER to conflrm

N— S
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Action

Status

PT-FIB Cal Data

Using the 1 and ¥ keys select PT-FIB and press ENTER.

-
CALIBRATION DATA 24'JUL'%\
12:00

PT-FIB  12,APR.1997 F-VIll b 10,SER1997
FiB-C 24, MAY. 1957 F-{X h 21.0CT, 1997
PCX 15,JUN,1997 F-XI h 12.NCV,.1997
HPX 18,JUL,1997 F-Xil h 23,DEC.1997
AT-lE[ 22.AUG.1997 FeVIlh  11,8EP.1997
Hep Xa F-X h 13.0C1.19%7
Hep h F-V h 24 ,NOV, 1997
P-Chrom Fell 16,DEC.1997
PLG
AT-PL APCR
pP-Clot
D-Dimer
A% € > to seiect PROG (return)

\ ENTER 10 contlim

<= [(previous] J

This screen indicates the date of the last saved calibration (if present) for

each test.

The “ANALYTICAL CALIBRATICN CONDITION” frame wili be displayed,

Note:

In this program it is not possible to change the conditions, only dispiay
them. The conditions can be changed only when a new calibration takes

place,

/

CALIBRATION DATA

24,0U1.96 \
12:00

PT-FIB CAL

M.P. 1D,

FIB REFERENCE VALUE
REF. EMULSIOM LOT
THROMBOPLASTIN LOT
181

(mgtdl)

CALIBRATION DATE

ANALYTICAL CALIBRATION CONDITION

357067
249
380060
270011
2.240

24.JUL.94

4 to see Col Dato and Graphlcs

\

PROG
<= [previous]

{retutn]

Action Press 1 to see CAL DATA and GRAPHICS.

Status

4,30

The PT-FIB Cal Data are displayed.

/_

CALIBRATION DATA

24.00L.96 )
12:00

% H
PT100 12,9 CV = 0.65
50 18.0 CV = .31
25 29,5 €V = 0,83
m = 0,027 g = 0,017 r2 = 1,000
mg/di a
Flg 298 $0.53 CV = 2.35
149 24,26 CV = 6,62
80 13,5 CVY = 5,28

m=275,7 ¢=23.91 12=0,998

4 to $ee Cal Data vnc Graphics

<4 to see Analyticel Conditions PRT to ptint

PROG(roruIn]
&= to exlt

Instrumentation Laboratory
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Action
Status

Action
Status

Action
Action

Status

Action
Action
Status

Instrumentation Labaratory

Press PRT to print.

The instrument prints the information contained on the display if in Ready

state,

Press 1.

The instrument displays the PT graph and relative parameters.

Press PRT to print the calibration curve if in ready state.

( 24,JUL,96 )
CALIBRATION DATA 12;00
17A PT
0.04
0.0
m = 0.034
q = -0.024
0.01 = 1,000
t + T
1.00 1,35 2.01 R
4 to sse Cal Data and Graphlcs PROG(retutn]
¥ 10 see Analyticol Conditlons  PRT to print = to ew

Press "™,
The instrument displays the FIB graph and relative parameters,
4 24.JUL.96 \
CALIBRATION DATA 12:00
c Fi8
238
e m = 240.§
qQ = 151§
59.5 o= 0.994
: T $
0.22 0.43 1.00 R
4 to see Cal Data and Graphlcs PROG [return]
\ ¥ to see Analytical conditions PRT to print <= 1o exit /

Press PRT to print the calibration curve if in ready state.

Press "&<7,
The instrument retumns to the CALIBRATION DATA frame.

Note:
If the instrument is not calibrated for PT-FiB, when the PT-FIB CAL DATA

program is entered, the “PT-FIB not calibrated” frame appears.
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CALIBRATION DATA 12;00

[PT-FIB NOT CALIBRATED |

4 to contlnue

. S/

4.4.2 Single Factors of the Extrinsic Pathway (Cal Data)

Action Using the 1 and ¥ keys, select the Single Factor of the EXTRINSIC
PATHWAY (between the four available: I, V, X and VII) and press

ENTER.
24.JUL,96
CALIBRATION DATA 12:00
PT-FIB  12,APR.1997 F-¥ill h  10.SER1997
F1B-C 24 . MAY.1997 F-IX h 21,0CT.1997
PCX 15.JUN.1997 FeXI h 12,NOV, 1997
HPX 18.JUL. 1997 F-XIth  23,DEC.1997
AT-11 22.AUG.1997 F-VIlh 11.5ER1997
Hep Xa F-Xh 13.0CT,1997
Hep h F-¥ h 24 ,NOV, 1997
p-Chrom Fell h 16.DEC.19%7
PLG
AT-PL APCR
P-Clot
D-Dimer
AN € > to select PROG (tetum)
K ENTER to conflim <= [previous]

Status  In case Factor Il has been selected, the iast accepted analytical conditions
are displayed.

Note:
As for PT-FIB data, this information cannot be modified in the PROG meny,
only during a cafibration procedure.
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7 24,0096 N\

CALIBRATIOM DATA 12:00

FACTOR =« I HIGH

ANALYTICAL CALIBRATION <CONDITION
N.P, LOT No. ravesereve
THROMBOFLASTIN LOT No. Tersraeess
DEFICIENT PLASMA LOT No.

CALIBRATION DATE: 21,JUL,%6

PROG (return)
< [previgus}

. S/
Action Press 4 1o see CAL DATA and GRAPHICS.

4+ to see Col Doto ond Graphics

Status  The instrument presents the resuits of the cafibration (high curve only) of

the Factor 1,
4 24,0UL,96
CALIBRATION DATA 12:00
% 5
10 12.9
50 18.0
25 29.5

m = 0,027 @ = 0,012 12 = 1,000

4 to see Cal Data and Graphics PROG({raturn)
¥ to see Analytical Conaitions PRT to prlnr < to exit

- J/
Action Press PRT to print.

Status  The instrument prints out the information contained on the display.
Action Press ™ tosee CAL DATA and GRAPHICS.

Status  The instrument displays the calibration graph and parameters related to
Factor I,

Action Pressing PRT to print the calibration curve if in ready state. Press
"<=" to return to the PROG CAL DATA entry screen.

24,0UL.96 )
CALIBRATION DATA 12:00
F 1
g A
1.90,
1.6 m = -5,162
g = 1.886
1 = 0,993
1.3
+ + :
0.00 0.05 0.121g R
4 to see Cal Data and Graphles PROG (tetutn]
¥ to see Anolytical Conditions  PRT to print < to ex”j
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Status

Action

Status

Action

Status

In case Factor V is selected in the CALIBRATION DATA frame, the
instrument displays the calibration graph and parameters related te it.

Press PRT to print the calibration curve if in ready state.
Press " to continue™.

24,00L,96 )

CALISRATION DATA 12:00
g A F V¥

2.04
1.74

m = -3,909

q = 2,044

1.4 f = 1.000

0.00 0.08 0.151g R
1 to see Cal Data and Gtophles PROG (return)
¥ to see Analyticol Conditions PRT to ptint < to exit

In case Factor X is selected in the CALIBRATION DATA frame, the instrument
displays the cafibration graph and parameters related to it

{ 24,0UL.96 N
CALIBRATION DATA 12:00
Ig A F X

1.9
1.6
m = -4.174
qg = 2,006
1.3 " = 1,000
} t —
0.00 0.07 0.14 1Ig_R
4 to see Cal Dato and Grophlics PROG [return)
¥ to see Analytlcal Conditlons PRT to print < to exit
_/

Press PRT to print the calibration curve if in ready state.
Press "<" to go back to the CAL DATA entry screen.

In case Factor VHi is selected in the CALIBRATION DATA frame, the
instrument displays the calibration graph and parameters related to it.

4 24,0UL.96 )
CALIBRATION DATA 12:00
g A F Vil

2,08
1.7

m = «4.,457

qQ = 2.074

1.4 * = 0.999

t 3 }
0.00 0.06 0.13 Ig _R
4 to see Col Dota ond Graphlcs PROG[return)
v to ses Analytlcal Conaltlons PRT to print <= (previous)
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Action Press PRT to print the calibration curve if in ready state.
Press "&".
Status  If the selected Factor is not calibrated the following frame appears.
2430196
CALIBRATION DATA 12300
[ F VI h NOT CALIBRATED
Vv to contlnue
\. J
Action Press V¥ to return to the "PROG” frame.
Note;
Only the calibrated factor is presented. A non-caiibrated factor is indicated
as NOT CALIBRATED.
4.4.3 Single Factor of the Intrinsic Pathway (Cal Data)
Action Using the 2 and ¥ keys, select the Single Factor of the INTRINSIC
PATHWAY (between the four available: VIII, [X, X1 and XII) and press
ENTER.
e ™)
24.JUL.96
CALIBRATION DATA 12:00
PT-FIB  12,APR,1997 F-Vil b 10,SER.1997
FIB-C  24.MAY.19%7 F-IXh  21.0CT,1997
PCX 15.JUN, 1697 FXIh  12.NOV.1997
HPX 18,JUL1997 FXllh  23.DEC.1997
AT-ll 22,AUG,1997 E-¥lih  11.SER1997
Hep Xa F-X h 13.0CT.1997
Hep h EVh  24,NOV,1997
P-Chrom F-l h  16.DEC.1997
PLG
AT-PL APCR
p-Clot
D-Dimer
¥ € & to select PROG (return)
\ ENTER to confirm <= [previous] /
Status In case Factor VIII has been selected, the last accepted analytical condi-

Instrumentation Laboratory

tions for this factor are presented.

Note;
As for PT-FIB data, this information cannot be modified in the PROG menu,

only during a calibration procedure.
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Action
Status

Action
Status
Action
Status

4 24,JUL,96
CALIBRATION DATA 12:00

FACTOR - VIII HIGH
ANALYTICAL CALIBRATION CONDITION

N.P. LOT No.

CEPPHALIN LOT No.
CALCIUM CHLORIDE LOT No,
DEFICIENT PLASMA LOT HNo.

CALIBRATION DATE: 21.JUL.96

4+ to see Cal Data ond Graphics PROG  [refurn)
< ([previous)

e /

Press & to see CAL DATA and GRAFPHICS.

The instrument presents the results of calibration for th

e selected factor.

m = 4,508 q = 2,036 12 = 0,998

4 24.0UL.96 )
CALIBRATION DATA 12100
% s
E-VI 96  43.4
48 49.1
24 54,3

4 to see Cal Data and &raphics PROG(returnt
¥ to see analytical Conditlons FRT to print < To exit

-
Press PRT to print.

The instrument prints out the information screen,
Press 4 to see CAL DATA and GRAPHICS.

The instrument shows the calibration graph and relative parameters.

24.JUL.96
CALIBRATIOM DATA 12:00
g A F-VUi
2.0
1.7
m = -6.007
= 2.00%6
1.4 1 = 0.999
0.00 0,05 0.11 1g R
4 to ses Cal Doto and Graphies PROG|[return)
<+ to see Analytico! Condlitions PRT to print < to exit

\.
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Status In case Factor 1X is selected in the CALIBRATION DATA frame, the
instrument displays the calibration graph and parameters related to it

Action Press PRT to print the calibration curve if in ready state.

Press "<".
24.JUL.96\
CALIBRATION DATA 12:00
Ig A F-1X
2,00
1.7 { ™
m = -9,035
q = 2.008
1.4 it = P.967
0.00Q 0.07 0.18 lg R
4 to see Cal Data and Graphics PROG(raturn]
¥ jo see Anolytical Condltians PRT to ptint < to exit

.

Status  In case Factor Xl is selected in the CALIBRATION DATA frame, the
instrument displays the calibration graph and parameters related to it

Action Press PRT to print the calibration curve if in ready state.
Press "\ to continue”.

7 24,4096 \
CALIBRATION DATA 12:00
2,00
1.7
m = -5.,393
= 2.002
1.4 ¢ = 1.000
3 1 I3
L4 L4 T
0.00 0.07 0,18 1g R
4 to see Cal Doto gnd Graphlcs PROG[return]
¥ 10 see Analytical Conditions PRT to print < to exlt
/

Status  In case Factor Xl is selected in the CALIBRATION DATA frame, the
instrument displays the calibration graph and parameters related to it.

Action Press PRT to print the calibration curve if in ready state.
Press "<=" to exit.

Status  The frame retums to the "PROG" frame.
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Status

Action

Action
Status

/ 2400096

CALIBRATION DATA 12100
g A FXI
2.01
1.7
m = -4.945
g = 2.007
1.4 1 = 0.998
0.00 0.07 0.18 19 R
4 to ses Cal Datc ond Graphics PROG(return)
¥ ta see Anclytlcal Condltlons PRT to print = to exit
\.
If the selected Factor is not calibrated the following frame appear.
7 24,001,968
CALIBRATION DATA 12100

[F X0 h NOT_ CALIBRATED |

¥ to caontinue

Press  to return to the "PROG” frame.
Note:

Only the calibrated factor is presented. A non-calibrated factor is indicated
as NOT CALIBRATED.

444 Pro-IL-Complex Cal Data

Using the 4 and \ keys, select PRO-IL-COMPLEX and press ENTER.

The “LAST ACCEPTED ANALYTICAL CALIBRATION CONDITIONS”
frame will be displayed.

Nofte:

in this program it is not possible to change the conditions, only dispfay
them. The conditions themselves can be changed each time a new
calibration takes place.

Instrumentation Laboratory
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Status

Action

Status
Action

Status

Instrumentation Laboratory

/_CAL]BRATION DATA 24.JUL.96
12:00
PT-FIE  12.APR.1997 FVil H  J0.SER1997
Flg-C 24.MAY. 1997 F-1X h 21,0CT,1997
PCX 15.JUN 1987 F-X) h 12.NOV.1997
HPX 18,JUL.1997 FXMIh 23.DEC.19%7
AT-H1 22.AUG, 1997 F-VILh  11.SER1997
Hep Xa E-X h 13,.0C1.1997
Hep h F-V h 24.NOV.1997
P-Chrom F-I'h 16.DEC.1997
PLG
AT-PL APCR
p-Clot
D-Dimer
A4 € D 1o salect PROG (return]
ENTER to ceontlim <= (prev]ous]/}
The PRO-IL-COMPLEX anaiytical conditions are presented,
24,JUL.96 N
PRO-IL-COMPLEX CAL 12:00
PRO-IL-COMPLEX
ANALYTICAL CALIBRATION CONDITIONS
N. P. LOT No, 918273
BOVINE THROMBOPLASTIN LOT NO, 645546
IS1 1,000
CALIBRATION DATE @ 12.SEPR.1997
4 to see Cal Dato and Graphlics PROG [return)

\.

<= (pravious) /

Press 1 to see cal data and graplhic.

PRO-IL-COMPLEX Cal

24.JUL.96\
12;00

PRO-IL-COMPLEX LAST ACCEPT

N, P, LOT No.
BOVINE THROMBOPLASTIN LOT NO,
151

ANALYTICAL CALIBRATION CONDITIONS

ED

218273
545546
1.000

4 to ses Cal Data and Graphlcs

-

= to return

The instrument presents the PRO-IL-COMPLEX graph and the parameters.

Press PRT to print the calibration
Press < to return to PROG.

The instrument returns to the PROG

curve if in the ready state.

CAL DATA frame.
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Action

{ 24,JULY.946
CALIBRTION DATA 12:00
% 5 .
PCX 25,0 4).0 cV = 0.5
12,5 £3.2 cVv = 1.0
6.3 71.0 cY = 1.5
100 30.0 cY = 0,6
m = 9,432 g = 1.289 2 = 0.999
4 to see cal data ond graphles PROG (return)
¥ to see anaiytical conditions  PRT to print = 1o exltj
(_ 24, JUL, 96 \
CALIBRATION DATA 12:00
g A PCX
1.40
1.1
= +2,622
g = 1,393
u.&u!. o= 0,999
f $ —t
0,00 0,11 0.24 [g R
4 1o see CAL DATA and GRAPHICS ROG [return]
¥ ta see Anclytical Conditlons PRT [print) <= to exit

J

Note:

If the instrument is not calibrated for Pro-{L-COMPLEX, when the PRO-{L-
COMPLEX CAL DATA program is entered, the "PRO-IL-COMPLEX not

calibrated” frame appears.

CALIBRATION DATA

24,JUL,96 \
12300

[PCX  NOT CALIBRATED |

L\L to contlnue

Press \ to return to the "PROG” frame.
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4.4.5 Hepatocomplex Cal Data

Action Using the 1 and ¥ keys, select the HEPATOCOMPLEX and press

ENTER.
24.JUL.96
CALIBRATION DATA 12:00
PT-FIB 12.APR.1997 F-VIlh 10.SEP.1997
FIB-C 24.MAY.1997 F-IX h 21.0C1.1997
PCX 15.JUN.1997 F-XI h 12.NOV.1997
HPX 18.JUL. 1997 F-XIl h 23.DEC.1997
AT-I 22.AUG.1997 F-VIlh 11.SEP.1997
Hep Xa F-X h 13.0CT.1997
Hep h F-V h 24 .NOV.1997
P-Chrom F-ll h 16.DEC.1997
PLG
AT-PL APCR
P-Clot
D-Dimer
V¥ € 2 to select PROG (return)
K ENTER to conflrm <= |prev|°u;]/
( 24.JUL.96\
CALIBRATION DATA 12:00
HEPATOCOMPLEX
ANALYTICAL CALIBRATION CONDITIONS
N. P. LOT No. 918273
RABBIT THROMBOPLASTIN LOT NO. 645546
ISI 1.000
1+ 1o see cal data and graphics PROG (return)
< (prevlous) Y,

Status The "LAST ACCEPTED ANALYTICAL CALIBRATION CONDITIONS"
frame will be displayed.

Note:

in this program it is not possible to change the conditions, only display
them. The conditions themselves can be changed each time a new
calibration takes place.

Action Press 1 to continue.
Status The HEPATOCOMPLEX Cal Data screen is presented.
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24,JUL.96 \

CALIBRATION DATA 12:00
% s
HPX 100 20.4 cYy = 4.5
50 28.8 cy = 1.0
25 39.9 cy = 1.8
m = 0,975 g = - 1,234 12 = 0.999
4 to see cal dota and graphics PRCG (return)
4 to see onalytical conditions PRT to print < to exit

\.
Action Press PRT to print

Status  The instrument prints the information contained on the display (if in the
ready state).

Action Press 4 to see the Hepatocomplex graph.

Status  The instrument presents the HPX graph and relative parameters.
24.JUL.946 \
12:00

CALIBRATION DATA
|g A HPX
2.00
1.7
m = -2,066
q = 2,003
1.4 i* = 1.000
3 + +
0.00 0.15 0.2¢ Ig R
4 to see col data and graphles . PROG (return)
3 to see analytical condltlons PRT to print <= to exlit

-
Action Press PRT to print the calibration curve if in the ready state.
Press < to return to the Cal Data entry screen.

Status  The instrument retuns to the PROG frame.

24,JUL.96 \
CALISRATION DATA 12:00

[[HPX NOT CALIBRATED |

\ J to continue J
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Note;

If the instrument is not calibrated for HEPATOCOMPLEX, when the
HETACOMPLEX CAL DATA program is entered the "HEPATOCOMPLEX
NOT CALIBRATED" frame appears.

4.4.6 AT-ll CalData

Action Using the 4 and “V keys, select AT-IIl and press ENTER,

s
24.JUL.96
CALIBRATION DATA 12:00
PT-FIB  12,AFR,1997 F-VIllh  10,SER1997
FIB-C 24,MAY, 1997 F-IX h 21.0CT.1997
PCX. 15,JUN.1997 F-X1 h 12.NOV. 1997
HPX 18,JUL, 1997 F-Xit h  23.0EC.1997
AT 22,AUG.1997 F-VIln  11.SERI1997
Hep Xa F-X h 13,0CT.1997
Hep h F-V h 24 NOV,1997
P-Chrom F-ll h 16.DEC.19%97
PLG
AT-PL APCR
p-Clot
D-Dimer
A € 3 to select PROG (ratumn]
EMTER to conflim =
\_ <= [previous) /

Status  The "LAST ACCEPTED ANALYTICAL CALIBRATION CONDITIONS"
frame will be displayed.

Note:

in this program it is not possible to change the conditions, only display

them. The conditions themsefves can be changed each time a new

calibration takes place,

/ 24,JUL.96 \
12:00

CALIBRATION DATA

ANTITHROMBIN-II]
ANALYTICAL CALIBRATION CONDITIONS

N.P. LOT No, 918273
ENZYME/SUBSTRATE LOT NO, 645544
CALIBRATION DATE 8.JUN.92
1 to see cal date and graphics PROG {return)

\ < [previous] J

Action Press 1 to see CAL DATA and GRAPHICS.
Status  The AT-lll Cal Data is presented.
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Status

Action
Status

Action

Status

4.44

-

CALIBRATION DATA

24,0UL.96 1\
12300

% D oD
AT-1II 100 0.204 CV = 0.5
&0 0.488 cv = 1,0
25 0.609 CcvV = 1.5
m = 0,975 q = - 1,234 12 = 0.999

A to see cal data and graphles
\ J 10 ses analytical canditions PRT fo print

PROG (return)

< 1o exlt
J

Press PRT to print

The instrument prints the information contained on the display if in the

ready state,

Press again 4 to see CAL data and GRAPHICS.

The instrument presents the AT-lIl graph and relative parameters.

24.90L.96 )
CALIBRATION DATA 12:00
A AT
100
50
m = -218.,5
g = 142.1
25 # = 1.000
0.20 0.25 0.46_0.D.
4 to see cal data and grophics PROG (retumn)
J to see anoclytical conditlons PRT to print < to exit

Press PRT to print the calibration curve if in the ready state.
Press <= to return to the Cal Data entry screen,

The instrument retums to the CALIBRATION DATA frame.

Note:

If the instrument is not calibrated for AT-ill, when the AT-ill CAL DATA
program is entered, the "AT-Ilf NOT CALIBRATED " frame appears.
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CALIBRATION DATA

24.JUL.96
12:00

[(AT-11 NOT_CALIBRATED |

\ ' to continue

4.4.7 Other Cal Data

7 AN

24.JUL.96

CALIBRATION DATA 12:00

PT-FIB  1Z2,APR,1997 FVIT 10.SER.1997

FIB-C 24,MAY,1997 F-1X h 21.0CT,1997

PCX 15.JUN.1927 F-XI h 12.N0V, 1997

HPX 18,JUL.1997 FXIl h  23.DEC.19%97

AT-II 22.AUG.1997 FVIlh 11.SER1997

Hep Xa F-X h 13,0CT.1997

Hep h FV h 24 ,HOV,19%97

P-Chrom F-il h 16.DEC.19%7

PLG

AT-PL APCR

p-Clat

D-Dimer

MY € > to select
K ENTER to ceonflrm

PROG [retum)
<= [previous) /

4.5 Warnings

Instrumentation Laboratory

This program is used for troubleshooting procedures.

FROG

24.JULY.96\
12:00

DMS

LOADLIST

ac

CALIBRATION DATA
WARNING
DIAGHOSTIC

SETUP

24 1o select
ENTER to  confirm

FROG freturn)

S

For all the other remaining tests, the same approach as the tests described
previously is followed.
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7 24.9UL.96 )

APTT 12:00
RESULTS

WARNING _LIST |

DATA TRANSMISSIOR ERROR 2

K FRT 1o print <= to teturn

Nofe:
This program is only accessible when the upper part of the VDU indicates
“WARNING see PROG",

Action Select the appropriate program and press ENTER. The "warning”
frame appears. Press PROG to return.

Status The instrument returns to the frame displayed before entering PROG.
The following indications can appear on the “wamning” frame:

- Magnetic stirrer fail

- Flush/optic channe! eror

- Halegen lamp fail

- Printer fail

- Thermal fail

- Preheater temperature out of range
- Peltier temperature out of range

- Master storage battery

- Slave storage (battery or write error)
- Data transmission error

- Sensor OFF

- Sensor Fail (6-7-8-9)

If a waming occurs during analysis, an error code is printed.
For explanation of the individual wamnings, see Section 6.

4.6 Diagnostics

4.6.1 Priming

This program is used to rinse dilutors, tubes and needles with Reference
emulsion,

Note:
This program is only enabled when the instrument is in the READY state
(i.e. no cycle in progress).
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/_ 24.JUL.9D

DIAGNOSTIC 12:00

PRIMING

MAINTENANCE
TEMPERATURE CONTROL
MNEEDLES POSITION
YDU BRIGHTINESS
SERVICE

4, v to selact
ENTER to conflrm PROC {rotusn)
< (previous) /

Action When this program is selected, the PRIMING frame appears.

Status  The instrument carries out a dilutor priming cycle, flushing out the
aspiration/dispensing tubes and needles.

DIAGNOSTIC o
PRIMING
PLEASE WAIT
< to retum
\_ /
Notes:

1. Itis recommended that a priming cycle be carried out before starting the
daily routine and at the end of the shift, whenever a new boftfe of
Reference Emulision is fitted, or when the instrurment has not been used
for some days.

2. Check that during priming all farge bubbles are removed from the dilutor
chambers. See also Troubleshooting, section 6.

3. We recommend priming the instrument changing from a chromogenic
test fo a coagulimetric one or vice versa,

4.6.2 Maintenance
This program allows the operator to key in the date on which certain
maintenance tasks were performed, This is memorized and serves as a
record of the time elapsed from the last maintenance operations.
The frequency of procedure is fixed and is recommended to prevent
problems with the instrument. Refer to section 5, Maintenance.
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Action
Status

Status

In laboratories where the work load is particularly heavy, it is possible to

increase the maintenance frequency.

s

DIAGHOSTIC

~

24,JUL.96
12:00

PRIMING

MAINTENANCE
TEMPERATURE CONTROL
NEEDLES POSITION
VDU BRIGHTNESS
SERVICE

TER to contltm

K & (pravious) J

Eq«, ¥ to selsct PROG [return)

Select MAINTENANCE.
The MAINTENANCE frame appears.

A maintenance schedule for the following items is displayed:

- WASTE RESERVOIR

- OPTICAL SENSORS AND WINDOWS

- AIR FILTER
- REAGENT RESERVOIRS
- CLEANING CYCLE

24.00L.96 1\
DIAGHOSTIC 12:00
MAINTENANCE
LAST DATE  DAYS
- RINSE WASTE RESERVOIR [(Z0JJUN.94 7
< CLEAN OPTICAL SENSCORS Z0,JUN.9& 15
AND WINDOWS
- CLEAMN AIR FILTER 20,JUN.96 28
- EMPTY AMD WASH 20.JUN.96 3
REAGENT RESERVOIRS
« CLEANING CYCLE 20.JUN.98 7
Key In new valve PRT to print PRCG (ratum)
kENTER to contlim <= [previous)

The cursor appears on the date next to the first parameter to be updated.
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r 24,0096 1\
DIAGNOSTIC 12:00
MAINTENANCE

LAST DATE DAYS
- RINSE WASTE RESERVOIR 20[06.96 7
- CLEAN QPTICAL SENSORS 20,JUN,%6 15
AND WINDQOWS
-~ CLEAM AIR FILTER 20, JUN.96 28
- EMPTY AND WASH 20.JUN.96 3
REAGEMNT RESERVOIRS
~ CLEANING CYCLE 20.JUN.96 7
Key In new vdalue PRT to print PROG (return]
ENTER to contlim < (previous]

Action Each parameter must be keyed in using the numerical keyboard and
confirmed with ENTER.
/_ Zd.JUL.‘?b_‘\
DIAGHOSTIC 12i00
MAINTENANCE
LAST DATE  DAYS
- RINSE WASTE RESERVOIR 20,JUN[FE] 7
. CLEAN OPTICAL SENSORS 20.JUN.96 15
AND WINDCWS
« CLEAN AJR FILTER 20.JUN.96 28
- EMPTY AND WASH 20,JUN,96 3
REAGENT RESERVOIRS
- CLEANING CYCLE 20,JUN.96 7
Ksy In new volue PRT to print PROG [retum)
ENTER 10 conflrm < (previous) _/
Action Repeat this operation for alf five items presented on the video.
Press \ to return to the Diagnostic entry frame.
24.0UL.96
DIAGNOSTIC 12:00
MAINTENANCE
LAST DATE  DAYS
« RINSE WASTE RESERVOIR 20,JUN. 98 7
- CLEAN OPTICAL SENSORS 20,JUN.96 15
AND WINDOWS
- CLEAN AIR FILTER 20,JUN,96 28
-~ EMPTY AND WASH 20,JUN.96 3
REAGENT RESERVOIRS
- CLEANING CYCLE 20,Junfes] 7
Xey In naw volue PRT to print PROG (retumn]
ENTER to confltm < (previous)
Action Press PRT to print
Status The MAINTENANCE program is printed.

Instrumentation Laboratory
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Action
Status
Action

Status

4.6.3

Action

Press <= (previous) to save data and return to DIAGNOSTIC menu.
The instrument goes back to the DIAGNOSTIC menu,
Press PROG to return.

The instrument goes back to the main menu or to the last frame entered.

Temperature Control
This program is used to monitor the temperatures.

24.JUL.96

DJAGNOSTIC 12:00

PRIMING

MAINTENANCE
TEMPERATURE CONTROL
NEEDLES POSITION
VOU BRIGHTNESS
SERVICE

4. & to selact 1
ENTER #o contlrm PROG (relurn]

\ < (previous) /

Select Temperature Control.
Press PRT to print the temperature values.

24,0096 \
DIAGHOSTIC 12:00
TEMPERATURE CONTROL

ROTOR HOLDER i 38.5°C
(Incubation: 37 == 1°C)
PELTIER 3.2 C
PRE-HEATER :  37.5°C

PROG (return)
PRT to print <= ([previgus}

-
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Instrumentation Laboratory

/ 24.3UL.96 ‘\

DIAGNOQOSTIC 12:00

TEMPERATURE CONTROL

ROTOR HOLDER 101.2°F
{incubatlon: 98.6 = 1,8°F)
PELTIER 56,7°F
PREHEATER 98,5°F
PROG [roturn)
\ PRT to print = [previous)
Notes:

1. In this frame the following temperatures are dispfayed:
- the measuring chamber area (rotor holder)
- the reagent refrigeration area (peltier)
- the rotor preheater area (preheater).

2. The temperature of the rotor holder (38.5+ 0.5 “C or 101.3 £ 0.9 °F) is
afways higher than the actual measuring chamber temperature in order
to guarantee that under alf normal ambient conditions (from 15 °C to 32
°C - from 59 °F to 89.6 °F) the temperature in the measuring chamber
of the rotor #self remains within the range 37 = 1 °C (98.6 = 1.8 °F).

3. The temperatures shown on the video have specific limits. If the actual
temperature is outside these limits, the value is indicated as — or ™.
The respective limits are:

Preheater : from 20 to 54 °C (from 68 to 128.2 °F)
Peitier :from 4to22°C (from 39.2 to 71.6 °F)
Rotor holder : from 35 to 42 °C (from 95 to 107.6 °F)

During operation the normal temperature ranges are:

Preheater : from 36 to 39 °C (from 96.8 fo 102.2 °F)
Peltier :from 12 to 15 °C (from 53.6 fo 59 °F)
Rotor holder :385+0.5°C  (101.3+ 0.9 °F)

if preheater and/or rotor holder temperatures are out of range this is
indicated by “WARNING-INCUBATION TEMP OUT OF RANGE” in the
upper part of the VDU.

The messages “WARNING” and “INCUBATION TEMP OUT OF
RANGE™ are shown in reverse.

If a temperature persists in remaining out of range, call your IL. Repre-
sentative.

4. If the rotor holder temperature is out of range, the measuring chamber
rotor cuvette temperature cannot be guaranteed to remain within the
specified range with consequent effects on the analytical resufts.
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464

4.6.5

Action

Needles Posttion

This program allows alignment of the sample arm needles.
A check of the alignment of the sample arm needles should be done once a
week or whenever a new lot of rotors is used.

See Maintenance; Section 5.

/—

DIAGNQSTIC

24.JUL.96\

12300

PRIMING

MAINTENANCE
TEMPERATURE CONTROL
NEEDLES POSITION
VDU BRIGHTNESS
SERVICE

4, ¥ o select
ENTER to conflim

-

PROG (return)
< (previous) J

V.D.U. Brightness

This program is used to adjust VDU BRIGHTNESS.

/_

DIAGNQSTIC

24,JUL,96
12:00

PRIMING

MAINTENANCE
TEMPERATURE CONTROL
NEEDLES PQSITION
VDU BRIGHTNESS
SERVICE

4. ¥ to select
ENTER tc confiim

PROG [faturn)

< [previous) Y,

Select VDU BRIGHTNESS and press ENTER.

DIAGNOSTIC

24.JUL.96w
12:00

VDU BRIGHTNESS

4 to Inctease Dbrightness
L v to decrease brightness

PROG (retum)
<= [previous)
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Action Using the key 1 to increase or J to decrease, select the brightness
required and press <= (previous) to save.

Status  All further normal frames will be at the brightness selected.

Note:
If the brightness cannot be increased to the fevel desired call your IL
Representative.

4.6.6 Service
This program is only accessible by an authorized LL. Service Technician,

24.JUL9S h

DIAGNOSTIC 12100

PRIMING
MAINTENANCE
TEMPERATURE CONTROL
NEEDLES POSITION
VDU BRIGHTNESS
SERVICE

4, ¥ to seiect
ENTER to conflrm PROG ({return]
<« (pravious] J
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4.7

4.7.1

Warning

Set-up Menu
f/ 24,.JUL.%¢ \

SETUP 12:00

REFERENCE MATERIAL
CALCULATION

RATIO ADJUSTMENT
ACQUISITION TIME

UNITS

DATE/TIME

PRIMTER STATUS
INTERFACE STATUS
SYSTEM CONFIGURATION
INTERNAL BCR

A, ¥ 1o select
ENTER to conflim PROG (retur)
. < (previous] /

o
Reference Material

This program s used to verify and/or change the reference values of PT,
FIB, APTT and TT of the Calibration Plasma used.

The data stored enables the operator to control variations in the above
mentioned parameters and to be wamed by the system whenever the N,P,
data goes out of the reference range. In this latter case the N.P. data is
displayed and printed in reverse and sample resuits are expressed in
seconds only.

For PT and FIB, new calibration data corresponding to new reference
values are automatically stored in the “Reference Data” program, deleting
previously stored value,

For APTT and TT, the laboratory Reference values must be entered by the
operator.

The same program enables the operator to verify and/or change the I1S1 of
Thromboplastin,

Since changing some parameters can cause loss of some data {e.qg.
calibration, etc.), read this paragraph carefully before operating.

a 24.401.96 \

SETUP 2:00

ATTENTION: BEFORE PROCEEDING REFER
10 THE OPERATOR'S MANUAL

+ to continue
. /
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Status When this program is selected, the appropriate frame wamns the operator
before proceeding.

Action Press "V to continue”.
7 2400096 )

SETUP 12:00

REFERENCE DATA

PT REFERENCE VALUE [sec,) 12.0
1St [PT) 1.00
APTT REFERENCE VALUE (sec.] 30.0
T REFERENCE VALUE {sec.) 12,0

Koy In nov volue PROG [return)
k ENTER to conflim <= [previous)

Status  The instrument displays the reference data.
The cursor appears on the first parameter.

Action The operator can leave the vaiues or change them.
Press < to return to the Set Up entry screen.

Status  The instrument retums 1o the SET UP menu.

Action Numerical data can be entered and confirmed with ENTER.
Once all parameters have been entered, <= saves all data entered.

24.JUL94
SETUP 12:00
REFERENCE DATA

PY REFERENCE VALUE (sec.) 12,0

IS (P} 1.00

APTT REFERENCE VALUE [sec.) 30.0

TT REFERENCE VALUE (sec.] 12.0

Key In nev value PROG f(raturn)

\ ENTER to conflm < (ptevious)
Notes:

- Insertion of new reference vaiues for PT, APTT and TT will not cancel
old QC data and calibration data stored.

- No Fib values will be reported untif PT-FIB is recalibrated.
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4.7.2

Warning

Action

Calculation
This program is used to select units representation,

/ 24,JUL,96
SETUP 12:00

REFERENCE MATERIAL
CALCULATION

RATIO ADJUSTMENT
ACQUISITION TiME

UNITS

DATE/TIME

PRINTER STATUS
INTERFACE STATUS
SYSTEM CONFIGURATION
INTERNAL BCR

P, ¥ to select PROG (return)
ENTER 1o conthm < {previous) )

2430196

SETUP 12:00

ATTENTION! BEFORE PROCEEDING REFER
TO THE OPERATOR'S MANUAL

< to contlnue

\ S

Changes in this program affect the calculation of some results, please
read the following instructions carefully before making any
modification. Make sure that settings are correct for your intended
use,

First option
This is used for the selection of RATIO and INR in the PT results.

/s
By means of the < and - keys select INR ON or INR OFF and press
ENTER to confirm.

Notes:

- IfINR ON Is selected, the PT resuits will be presented in INR as well as
seconds and activity; the INR results are presented in place of R
(Ratic).

- Ifthe operator wishes to have the results jn INR, the operator must
enter during the PT-FIB calibration or in the Reference Data frame, the
181 value of the thrombopfastin.
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24.JUL.96\

SETUP 12;00

CALCULATION

PT INR

PT AUTCCAL ON
N.P. RATIO APTT ON
M.P. RATIO TT ON
NORMALIZED RATIO APCR V ON
ANIMAL OPTION OFF
4. Y, €, > 1o select PROG (raturn]

ENTER to conflim

= (previous)

Second option

Action By means of the < and > keys, select AUTOCAL ON or AUTOCAL
OFF and press ENTER to confirm.

Notes:

- IFAUTOCAL ON s sefected, the "POQL” position is used to adjust the
PT resuits of each run with reference to the actual Normal Poof value.,

- IfAUTOCAL OFF is selected, PT results are expressed referring
directly to the calibration stored in memory.

- 24.30L.96
SETUP 12:00
CALCULATION

PT INR QFF
PT AUTOCAL
H.P. RATIO APTT ON
N.P. RATIO 1T ON
NORMALIZED RATIO APCR V ON
ANIMAL OPTION OFF
o, ¥, €, 3 to sslect PROG (retum)
\ ENTER to conflrm = [previous) )
Third option

Action By means of the < and -> keys, select APTT Ratio OFF or APTT Ratio
ON and press ENTER to confirm.

Notes:
- JFAPTT Ratio ON is selected, the Ratio is calculated versus the Pool
position on the sample tray in respect to the reference data range.

- APTT Ratio OFF is selected, the Ratio is calculated versus the value
inserted in the "Reference Data" frame,
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Action

Action

7 24,0L,96

SETUP 12:00

CALCULATION

PT INR OFF
PT AUTCCAL ON
N.P. RATIO APTT
N.P. RATIO TI ON
HORMALIZED RATIO APCR V ON
ANIMAL OPTION OFF
4. ¥, €, 2 1o salect PROG [relurn)
L ENTER to conflrm = (previous] /
Fourth option

By means of the < and > keys, select TT Ratio ON or TT Ratic OFF
and press ENTER to confirm.

Notes:
- If TT Ratio ON is selected, the Ratio is calculated versus the Pool
position on the sample tray in respect to the reference data range.

- IfTT Ratio OFF is selected, the Ratio is calculated versus the value
inserted in the "Reference Data” frame.

24.JUL.?6\
SETUP 12:00
CALCULATION

PT INR OFF

PT AUTOCAL ON

M.P. RATIO APTT ON

N.P. RATIO T1

MORMALIZED RATIO APCR V ON

ANIMAL OPTION OFF
A4, €, S 1o selact PROG ire‘rum]
ENTER to gonflim = (previous) /

Fifth option

By means of the €< and - keys, select NORMALIZED RATIO APCR-V
ON or QFF and press ENTER to confirm

RATIO calculation for the samples is as follow:
Ratio = TA in seconds / T0 in seceonds

TA is the activated time and T0 the basal time.
NR { = Normalized Ratio) is calculated as follow;
NR = Patient Ratio / Normal Pool Ratio
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{ 24.000.96
SETUP 12:00
CALCULATION

PT INR OFF
PT AUTOCAL ON
N.P. RATIO APTY ON
N.P, RATIO TT OoN
HORMALIZED RATIO APCR V
ANIMAL OPTION OFF
s, ¥, €, 2 to select PROG (ratumn)
\ ENTER to confirm = (previous) )
Sixth option

Action By means of the € and > keys, select ANIMAL APPLICATION ON or
ANIMAL APPLICATION OFF and press ENTER to confirm.

Notes:

- If ANIMAL APPLICATION OFF is selected, the instrument uses alf the
afgorithms for PT, APTT and TT including certain checks optimized for
unusual coaguiation curves (Human appfication).

- HANIMAL APPLICATION ON is selected, one set of checks (slope
check) for PT, APTT and TT is not used (in this way, the algorithm
aflows detection of short clotting curves which are sometimes present in
animal plasma - Animal application).

Warning The message "ANIMAL APPLICATION" is shown on the printout.
This indication does not appear on the screen or in the data
transmitted via RS 232 interface.

24.JUL.96\
SETUP 12:00
CALCULATION
PT INR OFF
PT AUTOCAL ON
N.P, RATIO APTT ON
N.P. RATIO TT ON
NORMALIZED RATIO APCR V ON
ANIMAL OPTION
2, ¥, €, 2 to select PROG (retum)
k ENTER to confiim = (previous] Y,
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4.7.3

Warning

Action

Ratio Adjustment

Due to population variations the laboratory pool value relative to the
Calibration Plasma may vary from area to area.

The operatcr has the option of using of the actual calculation or the
adjusted one.

This program (available for PT, APTT and TT) offers the user the ability to
correct the expression of the results according to the laboratory pool value
when a lyophilized calibrator is used.

Normally the results for PT, APTT and TT are expressed as follows:

Sample (seconds)

Calibration Plasma (seconds)

PT cycle: R is used to read the activity (%) on the calibration curve, the
Ratio as it is and to calculate the INR.

APTT and TT cycles: R is used for the Ratio as it is.

So, the actual R which is:

Sample (seconds)

Calibration Plasma (seconds)

can be adjusted in the following way:

Sample (seconds) Calibration Plasma (seconds)
R adjusted = X
Calibration Plasma (seconds) Laboratory Pool (seconds)

The Ratio Adjustment coefficient is the Ratio between the lyophilized
calibrator (Calibration Plasma in seconds) and the laboratory pool (in
seconds).

Before keying in the Ratio adjusted values for PT, APTT and TT, the
laboratory must determine carefully these coefficients.

When the lot of calibration plasma and/or the thromboplastin is
changed, we suggest running the laboratory pool and the calibration
plasma on the ACL for a significant number of determinations
(minimum six for each parameter) and consider the mean values for
the calculation of the Ratio Adjustment according to what is
previously described. The value of the first point of the calibration
curve in seconds can be considered as the mean value for the
calibration plasma.

If this Program is selected, the RATIO ADJUSTMENT frame is
displayed.

Instrumentation Laboratory



ACL 6000 /7000 Operator's Manual

Status

Action

Status

Warning

Instrumentation Lzbaoratory

SETUP

24, JUL.94 \
12:00

REFERENCE MATERIAL
CALCULATION .
RATIO ADJUSTMENT
ACQUISITION TIME
UNITS

DATE/TIME

PRINTER STATUS
INTERFACE STATUS
SYSTEM CONFIGURATION
INTERNAL BCR

T, ¥ 1o select
ENTER to conflim

-

PROG (return]
& [previous] y,

The cursor appears on the first parameter (relative to PT) and allows the
operator to input a new value, Limits for the insertion are from 0.800 to

1.200.

After entering in the value, the operator must press ENTER to pass to

the second parameter.

The insertion proceeds in the same way for the other parameters.

Notes:

- If a coefficient out of the fimits is keyed in, the cursor wilf stay on the

same position for a new data input.

- The insertion of 1.000 causes no change in the expression of the

results.

- If using the Ratio Adjustment program, we recommend that the system
is run with Autocal OFF when reporting Ratios or INRs for PT.

No indication to the coefficients inserted in RATIO ADJUSTMENT is

given on the printout,

The operator is advised to check the values in the relative PROG

hefore operating.

/_

SETUP

24,001,961\
12:00

RATIO ADJUSTMENT

P
APTT: 1.000
s 1.000

Key In new values
\ ENTER to confltm

PROG {retum)
<= [prevlous]/
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4.7.4 Acquisition Time

This program is used to increase the acquisition time for PT-FIB, APTT and
TT {single and double tests).

Action

Status

~

SETUP

24.JUL.96
12:00

REFERENCE MATERIAL
CALCULATION

RATIO ADJUSTMENT
ACQUISITION TIME

UHITS

DATESTIME

PRINTER STATUS
INTERFACE STATUS
SYSTEM CONFIGURATIGN
INTERNAL BCR

M, @ to select
ENTER tc confltm

PROG (return)

l\ = [previous)
24.JUL.96\
SETUP 12:00
ACQUISITION TIME
PT-FIB STANDARD
APTT EXTENDED
i STANDARD
4, b, €. > to select PROG (retum)
ENTER to conflmm < (previous] j

Using the € and > keys, select STANDARD or EXTENDED and press
ENTER for each test.

If the operator selects extended, the instrument will use an extended
acquisition time, For more details see Section 7.

2400096 )
SETUP 12;00
ACQUISITION TIME
PT-FIB STANDARD
APTT EXTENDED
7 STANDARD
. ¥, £, 3 fo select PROG [retwn)

\\ ENTER to conflrm

= (previous} )
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Notes:

1. After testing in the extended mode, the operator shouid switch the
instrument back to the standard mode, thus avoiding increasing the
analysis time jn the daily routine.

2. ifthe "extended mode” is selected, the letter (E} appears in the upper
part of the video adjacent to the ifHle of the analysis sefected. The
message "Extended Acq.Time" is also given in the results printout,

3. This program does not affect the acquisition time in the "Mixed tests”
mode (see Section 7).

4 24,JUL.94
SETUP 12:00

ACQUISITION TIME

PT-FIB STANDARD
APTT EXTENDED
n EXTENDED

A, Y. €&, > to sslect PROG (rstum)
ENTER ta conflim < [prevlous)
% 24.JUL.96
APTT (E] 12:00

CHECK: USABLE ROTOR PRESENCE

CEPHALIN LEVEL POS, 2
CALCIUM CHLORIDE LEVEL POS. 3
REFERENCE SOLUTION LEVEL

L 4 to start analysis & to exlt

4.7.5 Units Program
This program is used to verify or change the units of measurement with
which data are displayed.
It is available for the temperature unit (°C or °F) and Fibrinogen {mg/dL or
g/L).
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Action

Status

Action
Status

Action
Status

SETUP

~

24.90L.96
12:00

REFERENCE MATERIAL
CALCULATION

RATIO ADJUSTMENT
ACQUISITION TIME
UNITS

DATE/TIME

PRINTER STATUS
INTERFACE STATUS

INTERNAL BCR

SYSTEM CONFIGURATION

T, & to seiect
ENTER teo conflrm

-

PRQOG (retum)
<= (provious) /

When this program is selected and entered, the “units” frame

appears.

Select the units (for temperature) required using the €< and > keys.

The instrument presents the system of units currently in use in reverse

video.

/

SETU?

24,0096
12:00

TEMP =

FIBE = mg/dl

UNITS

P, 4, €, D to select
ENTER to confirm

PROG (retum)
< {previous]

Press ENTER.

The instrument memorizes the unit requested and moves to the Fibrinogen

selection,

Select the units for the Fibrinogen using the < and > keys.

The instrument displays in reverse the system of units currently in use.

( SETUP

2400096 )
12:00

TEMP = *C

UNITS

Mo, £, 2> to select
k ENTER to contirm

PROG (ratum) )
< (previous)
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Action

Status

4.7.6

Instrumentation Laboratory

Press <= {previous).

The instrument memorizes the units requested.

f

SETL?

24,30L,96
'[2:00\

TEMP = °C

FIB = git

UriTs

2, ¥, €, 2 1o saloct
ENTER to conflim

PROG {ratumn)
< (previous) _/

Note:

The temperature unit system is defined by this program for all dispfays and
printouts where temperature is indicated.

Date/Time Program

This program is used to change the date and/or time.
Following selection of this program the “DATE/TIME” frame appears.

a
SETUP

~

24,JUL,96
12:00

REFERENCE MATERIAL
CALCULATION

RATIO ADJUSTMENT
ACQUISITION TIME
UNITS

DATE/TIME

PRINTER STATUS
INTERFACE STATUS
SYSTEM CONFIGURATION
INTERNAL BCR

4, ¥ to select
L ENTER to confitm

PROG {return)
< (pravious) /

SETUP

24.JUL.96\
12:00

DATE AND TIME SETUP
ENTER NEW VALUE FOR:

MOHMTH MAY
YEAR 1997
HOUR 14
MINUTE 26

SECONDS 55

t, Y.+, > to select
L ENTER to conflm

FROG (retumn}
& [previous) J
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Action
Status

Action
Status

Action
Status

Action
Status
Action
Status

/ 24.JUL:9D‘

SETUP 12i00

DATE AND TIME SETUP
ENTER NEW VALUE FOR:

DAY 04
MONTH
YEAR 1997
HOUR 14
MINUTE 26

SECONDS 55

1. Y, €, > 10 select
\ ENTER to confirm

FROG [rsturn)
< (prevlous)

Key in the day followed by ENTER.

The instrument memorizes the day selected and the cursor moves to the
month,

4 24.00L.96 )

SETUP 12:00

DATE AND TIME SETUP
ENTER NEW VALUE FOR:

DAY 0é
MONTH MAY
vEAR
HOUR 14
MINUTE 26
SECOMDS 58
> to select PROG {retum]

+, Y, €, >
\ EMTER to conflm < [provious) /

Key in the month followed by ENTER.

The instrument memorizes the menth selected and the cursor moves to the
year.

Key in the year (four digits) followed by ENTER.

The instrument records the date, checking for invalid combinations and the
cursor maves to the hour.

Key in the hour (24 hr clock} followed by ENTER.
The instrument recerds the hours and the cursor moves to the minutes.
Key in the minutes followed by ENTER.

The instruments records the minutes and the cursor vanishes,

Notes:

1. In the case of invafid entry (e.g. 31 of February), the information is not
accepted and the cursor returns to the necessary point to permit a
cormrect entry.

2. The DEL key operates as a “back space” to correct invalid information
in the area identified by the cursor.
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Notes:

- ifthe instrument receives a date not included between 1.1.1984 and
31.12.2083 and a time between 00.00 and 23,59 the entered values are
displayed in reverse unti the value is correctly entered and thus

accepted.

- Any error in keying in the data may be corrected by pressing DEL as
many times as there are numbers to be corrected, This must be done

before ENTER is pressed.

- If no operation is carried out for a period of time longer than 30, the
frame goes into low light, the LED Jight source is switched off and on
the video displays the Jast parameter entered and confirmed.

- The year has to be entered in four digits. The representation in this

manual will be indicated always as two difgits.

4.7.7 Printer status
This program contains a submenu with the following options:- INTERNAL

Action

Status

instrumentation Laboratory

PRINTER and EXTERNAL PRINTER.

—

SETUP

24.JUL.‘?6X

12:00

REFERENCE MATERIAL
CALCULATION

RATIO ADJUSTMENT
ACQUISITION TIME
UNITS

DATE/TIME

PRINTER STATUS
INTERFACE STATUS
SYSTEM CONFIGURATION
INTERNAL BCR

4. ¥ to select
ENTER to conflim

PROG (retutn)
< (pravious) .

Using the 4 and V keys, select the desired PRINTER (internal or

external) and press ENTER to confirm.

The relative submenu is displayed.
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4.7.71

Internal Printer

This program controls the status of the intemal printer,

( PRINTER STATUS

24,JUL.98

12:00

PRINTERS

IMTERNAL PRINTER

EXTERNAL PRINTER

4. Vtosalect
ENTERtocontitm

PROG (return)
+ [pravious) /

4.7.7.2 Automatic Printout (Internal Printer)

Action

Status

Action
Status

When this program is selected, the PRINTER SET UP frame appears
identifying the current state of the instrument.
Using the < and - keys, select the status required and press ENTER.

The instrument memorizes the status selected and moves to the
Fibrinogen selection, Results will be printed as defined.

( PRINTER STATUS

24.J0L.96 N
12:00

INTERNAL PRINTER

AUTOMATIC  PRINT OUT:| 1 COPY

Flg: ON

T, ¥, €, > 1o select
EMNTER to conflrm

N

PROG ({return)
< [pravious)

Press <= to save and exit.

The instrument returns to the frame displayed before pressing PROG.

Notes:

1. When the printer paper ends, the message “PAPER END" is displayed
in the upper part of the VDU in this situation the printer is protected by

various internaf circuits.

2. When PRT is pressed in other screens, only one copy is provided even
if the automatic printout is set on 2 or 3 copies.
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4.7.7.3

Action
Status

Action

Status

4774

Action

{nstrumentation Laboratory

Fibrinogen Selection ON/OFF (Intemal Printer)

This program is used to change the printout format of the PT-FIB resuits

(single, mixed and double test).

When this program is selected, the foliowing frame appears.

The cursor is placed to indicate the current status of the instrument.

‘/_

PRINTER STATUS

24,JUL.98 \
12:00

INTERNAL PRINTER
AUTOMATIC  PRINT OUT; 1 COPY
FIB: ON

4, ¥, €, 2> to selsct
\ ENTER to conflimn

PROG (return}

< {previous)

Using < and -> keys, select the format required and press <=

(previous).

The instrument memorizes the format selected and prints out results

appropriately.

External Printer (optional)

SETUP

24,JUL.%6 w
12:00

EXTERNAL

A4
SINGLE-SHEET
NONE
DISABLED

PRINTER

PAPER FORMAT:
PAPER LOADING:
AUTOMATIC PRINTOUT:
CUSTOMIZED HEADER:

HOSPITAL o o 4 « 2 v v 2 v 0 s
DOCTOR ¢ o ¢ 4 -
DEPARTMENT . . . .
ADDRESS .
(o1 1 2N I

L )
a0y on

I I L R T R B B ]

PRI T

PRI

A, ¥, €, 3 1o select
\ ENTER to conflrm

PROG [retum]
< (previous]

By using < and > keys, select the Paper Format between the A4
and the US Letter type, then press ENTER.
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Action

4.7.8

Action

Status

Action

Also by using € and 2> keys, select the Paper Loading between

single sheet and fanfold formats.

Automatic printout is selectable: none, cumulative report or sample report.

Customized header can be enable/disable with 5 lines fo be used as

hospital and laboratory identification,

Interface Status Program

This program is used to control the status of the two RS 232 interfaces
(port 1 = Host and port 2 = Research Program when available).

-

SETUP

24.JUL.?6\

12:00

REFERENCE MATERIAL
CALCULATION

RATIO ADJUSTMENT
ACQUISITION TIME
UNITS

DATE/TIME

PRINTER STATUS
INTERFACE STATUS
SYSTEM. CONFIGURATION
INTERNAL BCR

A, V to select
ENTER to conffrm

PROG (ratum)
<« [previous) /

Press ENTER.

The instrument shows the INTERFACE submenu.

/ 24.JUL.96\
SETUP 12:00
HOST
RESEARCH
4 . ¥ to select PROG (return)

\ ENTER to confirm

<= |previous) /

Using the 4 and \ keys, select HOST or RESEARCH and press

ENTER.
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47.81

4.7.8.2

Instrumentation Laboratory

HOST Interface
When HOST is selected, the following frame appears.

% 2000196

SETUP 12:00

HOST
AUTOMATIC DATA TRANSMISSION: DISABLED
BAUD RATE! 9600

DELETE AUTOMATICALLY
TRANSMITTED DATA: DISABLED

INSTRUMENT ID (00 = DISABLED) XX

<, = to select new value PROG (retuin)
= to exit /

It is possible to select the automatic transmission of patient data and QC or
of patient data only.

it is possible to select the following baud rate characteristics:

Baudrate 2400
4800

8600

19200

It is possible to select the automatic deletion of a transmitted data from the
internal DMS when successfully receveid from the Host.

Research Program Interface
When selecting RESEARCH, the foliowing frame appears.
This allows to select manual or automatic transmission of the raw data from

the ACL Research Program (configurable cycies) to the Research Program
{optional) on an external PC (optional} at the end of the cycle.

24,J0L.96 \

SETUP 12:00
RESEARCH
DATA TRANSMISSION: AUTOMATIC
BAUD RATE: 2400
4, ¥, €, 2 to select PROG (return)
K ENTER to conflrm & [previous)
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It is possible to select the following baudrate configurations,

Baudrate : 2400
4800

9600

19200

4.7.9 System Configuration

/

SETUP

~

24.JUL,96
12:00

REFERENCE MATERIAL
CALCULATION

RATIO ADJUSTMENT
ACQUISITION TIME
UNITS

DATE/TIME

PRINTER STATUS
INTERFACE STATUS
SYSTEM CONFIGURATION
INTERNAL BCR

4, ¥ to select
ENTER to contlim

PROG [return)
< (previous) J

Selecting this PROG it is possible to define the system configuration
according to the following options for test performing:

RANDOM ACCESS WITH HOST QUERY

Only programmed tests either present in the database or received from

Host will be executed.

Sample ID with no requests will not be executed.
RANDOM ACCESS WITHOUT HOST QUERY

Only programmed tests present in the database will be executed.
Sample ID with no requests will not be executed,

TEST COMPLETION LOADLIST PROFILE ONLY

If a sample ID has no requests all tests contained in the profile will be
executed. If a sample 1D has only one test programmed for the requested
profile no other test of the profile will be executed.

In single test the 1D will not be requested and the instrument will operate as

a batch analyzer executing all samples present on the sample tray.
TEST COMPLETION LOADLIST PROFILE/TEST.

If a sample ID has no requests all tests contained in the profile will be
executed, If a sample has only one test programmed for the requested
profile no other test of the profile will be executed,

In single test only the programmed tests will be executed.,

Instumentation Laboratory
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Warning When using
ONLY the Loa

4.7.10

Instrumentation Laboratory

SETUP

24.JUL.9¢ ™
12:00

TEST PERFORMING @

REMOVE SAMPLE [D FROM
LOADLIST WHEN DELETED

RANDOM ACCESS WITH HOST QUERY

; ENABLED

e

4, ¥, €, > to select new value

PROG [retum)
= lprenows

the option TEST COMPLETION LOADLIST PROFILE
dlist in the Singie Tests is not required (sampie pro-

cessed in the single tests will only be printed in the internal printer
but they will not be stored in the sample database: DMS).

If the selection is PROFILE-TEST, the Loadlist is always required both in
single test profile, in this case the patient resuits are always stored in the
sample database: intemal DMS.

Internal Barcode Reader (only on the ACL 7000)

This program a
codes,

llows to setup the intemal barcode reader and the supported

o

24.JUL.96 \\
12:00

CODE 39 :
CODE 128 3
CODABAR :
12 0FS:

INTERMAL BCR ¢ VLA,

ENAELED BCR :

DISABLED

DISABLED
DISABLED

DISABLED

DISABLED

A, Y. €, > to select
ENTER to conflim

PROG (return)

< [previous] /

The following selections are possible:

ENABLE BCR |
CODABAR :

CODE 39 .
CODE 128

| (interleaved) 2 of 5:

ENABLED, DISABLED

DISABLED, AIM Mod. 16, NW7 Mod. 11, NW7
Mod. 16, No CKS (No Checksum)

DISABLED, Module 43, No CKS (No Checksum}
DISABLED, AIM CKS {Checksum)

DISABLED, USS Mod. 10, OPCC Mod. 10, No
CKS (No Checksum).
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Addendum : Q.C. Expected SD with IL Reagents and Controls

Parameter Reagent Units | Normal [ ABN ABN ABN Controls
C.p, levell | levelI | Chrom I/ | Abrormal

PT PI/FIB K 04 07 L3

PT/FIB HS 0s 1.5 3.0

PT/FIB HS PLUS . 05 1.5 3.0
APTT APTT Ellagic Acd seC 1.0 15 2.0

APTT Liquid silica s 20 3.0

APTT LYO Silica 15 20 30 /

APTTC 1.5
T’ 3.0U/MmL sec 1.0

L9 U/mL is !
Fibrinogen PT/FIB mg/dl 30
PT derived PT/FIB HS 30

PT/FIB HS PLUS 30
Fibrinogen mg/dL 20 g
Clauss
Factors % 10 g

{F VIID)

Pro-IL Complex 6 15 1.5
Hepatocomplex % 10 20 20
Antithrombin & 6
I
Plasminogen & 4
Alpha 2. 8 6
Antiplasmin
Protein C Pro-Chrom % 6 4
Protein C ProClot 12 4 8
Protem § 10 2 6

Instrumentation Labaratory




5 Maintenance

5.0

5.1

Instrumentation Laberatory

Maintenance

The ACL™ System is a precision instrument. In order to maintain it in
perfect functional condition we recommend that the following operations be
carried out by a trained operator at the frequency specified.

CAUTION

The instrument should be decontaminated before preventive maintenance
and service. For alf decontamination procedures see section 10. During
maintenance procedures personnel should wear gloves and other
appropriate body clothing and protections to prevent contact with tems
poteritially contaminated with biood, Wash hands immediately after gloves
are removed and before feaving the faboratory (see afso NCCLS GP25-A
Vol, 13 No. 22; Clinical Laboratory Waste Management, Dec, 1993).

Daily Preventive Maintenance

Instrument Status

For the best possible results the instrument should be left on continually.
The complex electronic circuity is most reliable if the number of "switch-
offs” ang "ons" is reduced to a minimum. The standby condition (see
section 1) guarantees minimum power consumption and maximum
readiness for operation at any time,

Reference Emulsion

Check that there is at least 1.5 to 2 cm of liquid in the container. If there is
less, replace with a new bottle of IL Reference Emulsion and perform the
priming procedure (see below).

Note:
A level of 2 cm is enough for 1 or 2 rotors, considering the dead volume,

Waste Liquid Container

Check the level and empty if necessary. Verify that the waste flows freely
into the container.

5.1



CAUTION

The liquid waste of the instrument s to be considered contaminated and
should be discarded according to the waste procedures of the faboratory
and in complaince with the Jocal regufations (see also NCCLS GP25-A Vo.
13 No. 22: Clinical Laboratory Waste Management, Dec. 1993).

Printer Paper
Check that there is sufficient paper for the printer; a colored line appears
when the roll is almost finished.

Note:
if the paper runs out completely, the message “PAPER END” appears in
the upper right hand area of the VDU and the printer is disabled.

Printer Paper Replacement
To replace the printer paper proceed as follows:

» Pull the printer cover forward from the top.

« Remove the old roll and tear off the paper (if any) which passes into the
printer mechanism.

s Press the grey button at the lower right of printer to eject any remaining
paper.

» Cut the leading edge of the new paper roll and insert into the upper printer
slot pushing it forward until it comes into contact with the paper advance
roller as shown in the figure below.

s Pressthe grey button until paper exits from the lower slot. Place the roll
into its housing.

+ Continue to let paper advance and insert it inte the printer cover guide as
shown in the figure.

s When paper appears at the top of the cover, stop the paper advance and
close the cover by pulling lightly upwards on the paper.

Printer Paper Replacement

5.2 Instrumentation Laboratory
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Instrumentation Laboratory

Check that the "PAPER END" warning has disappeared.

Note:
The paper advance (grey button) is also accessible externalfy without
openeing the printer cover,

Reagent Reservoir

For IL PT-FIB and APTT the reagent reservoirs may be topped off with
fresh reagent, within the on-line stability of the reagent at 15°C. This is
allowed only if the ratio between fresh and old reagent is 2 parts (fresh) to 1
part {(old).

If the instrument is left on at the end of a working day, the reagent vessels
shouid be emptied and washed out with distilled water.

We recommend storing any unused reagents in their original bottles, in a
refrigerator at 2-8 °C.

Waste Line Cleaning Procedure

To avoid possible blockages in the waste line due to clot formation, we
recommend the following daily procedure (at the end of each working day
or more frequently if the number of samples makes it necessary).

1. Materials required:
- Plastic syringe 20 ml.
- 20 cm PVC tube
- 20 mL. delonized water

Note:

The PVC tube should be sefected (i.e. 4 mm intemaf - 6 mm externaf
diameter) so that it fits correctly onto the syringe one one end and, into the
waste fine at the other end.

2. Preparation
Remove the needle from the plastic syringe, Fit the PVC tube, of the
correct diameter, in place of the needle.
Fill the syringe with deionized water,

3. Select PROG, DIAGNOSTIC and press ENTER.
Using the ¥ key select NEEDLES POSITION and press ENTER. Open
the cover and press \ to continue,
The am will be positioned on the rotor holder.

Remove the rinse reservoir (clean the rinse reservoir if necessary, see
section 5.2).

Insert the PVC tube into the waste line of the ACL.

Carefully inject carefully the delonized water into the waste line and
check that the liquid flows out from the external waste line of the
instrument.

Repeat the procedure if any blockage is not completely removed.

Replace the rinse reservoir and retum to the ready state by pressing <
(previous).
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5.4

5.2

Priming Procedure

At the beginning and at the end of each working day, flush the fluidic path
to ensure complete removal of all sample or reagent residues.

To flush, select PROG to display the DIAGNOSTIC menu. Using the 4 and
V, select the mode PRIMING; press ENTER to confirm.

The "please wait" display is presented during the priming cycle while the
dispenser system flushes out both sample and reagent needles.

At the end of priming, pressing PROG returns the instrument to the main
menu.

Check that during priming the number of bubbles in the dilutor chambers is
reduced to a minimum. If necessary, pinch the chamber outlet tubes while
the piston is descending and release them before the piston reaches the
bottom dead center. Repeat the priming cycle if necessary.

Check that there are no blockages or leaks in the fluidic path and that the
liquid is flowing smoothly from reservoir to dilutors and dilutors to needles.
Check that the discarge of liquid from washing chamber to instrument
outlet and then to waste container is not impeded.

Note:
We recommend priming the instrument when passing from a chromogenic
test to a coagulimetric one, or vice versa.

Rotors

Discard any fully used rotors. A partially used rotor may be left in the rotor
housing if it is intended to use it during the following working shift,
otherwise we recommend discarding the rotor to avoid possible
contamination problems. Do not retum a partially used rotor to the rotor
preheater.

When removing the rotor, do it carefully keeping the rotor orizzontally
paying attention to the possible spillage phenomena.

Discard and incinerate the used rotor according to the proper local
regulations.

Weekly Maintenance

Cleaning Procedure

The instrument parts which normally come into contact with the samples
are:

a. the instrument

b. needles assembly

c. autosampler and rotor holder area
d. rinse reservoir

e. internal and external waste tubing

Instrumentation Laboratory
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The priming procedure, see section 5.1, is recommended at the end of
each working day. It will normally maintain the needle assembly and the
rinse reservoir in a clean condition.

Instrument Cleaning Procedure

In addition we recommend, on a weekly basis, a more extensive cleaning,
wiping down all exposed surfaces and the inside of the autosampler and
rotor compartment {excluding the rotor holder) using a cloth soaked in a
diluted solution of Hydrochleric Acid (HCI 0.1 N) and rinsing with
deionized water.

For the rotor holder piease refer to the rotor holder cleaning section in this
chapter and also to section 10 (decontamination procedure).

Cleaning Procedure for Needies

The following cleaning procedure will guarantee the removal of protein and
other deposits from the inside and outside of the needles.

1. Materials required;
- 3x0.5 mL sample cups
- Reagent reservoir 1 (PT-FIB), 2 (APTT) and 3 (CaCl)
- 10 mL (approximately) HCI 0.1N
- 20 mL (approximately) Factor Diluent

2. Preparation
Load the sample tray as foflows:
- Position NP - HCI (0.1N), 0,5 mL
- Position 1 - Factor Diluent, 0.5 mL
- Position 2 - HCI (0.1N), 0.5 mL
- Position 3 - Factor Diluent, 0.5 mL.

Load reagent reservoirs as follows:

- Reagent 1 - Factor Diluent, 8 mL
- Reagent 2 - HCI (0.1N}, 10 mL

- Reagent 3 - Factor Diluent, 10 mL

Place a clean rotor on the rotor holder.

3. Cleaning Cycle
Enter DOUBLE TESTS.
Select the PT-FIB/APTT cycle; press ENTER and ¥ to start analysis.
At the end of the loading phase {including CaCl,), press STOP and
ENTER.

4. Remove the rotor from the rotor helder and discard it.
Remove the sample tray and the reagent reservoirs.

5. Execute a Priming cycle.

Autosampler and Rotor Holder Cleaning Procedure

In the case of sample spillage in the autosampler or rotor compartments, it
may be necessary to clean the autosampler cuvette sensor and the two
optic paths of the measuring chamber.
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5.6

53

a. Cuvette sensor

Using a clean cloth or cotton tip applicator soaked in diluted HC1 0.1 N
solution, wipe the two vertical faces of the cuvette sensor.

Wash with deionized water and dry with a ¢lean cloth or cotton tip
applicator.

b. Measuring chamber optic paths

Coaquiometric Channel

Using a cotton tip applicator moistened with deionized water clean all
the hoies in the rotor holder and the surface of the channel sensor,

Use a dry cotton tip applicator to dry off after cleaning.

To clean the face of the LED optfic fiber, use only a dry cotton tip
applicator.

Chromogenic Channel

The halagen lamp fiber outiet below the rotor holder and the sensor
mounted in the cover can be cleaned using a cotton tip applicator in
deionized water and then dried using a clean bud.

Rinse Reservoir Cleaning Procedure

If there is evidence of dirt in the washing chamber set the instrument into
the "Needles Position" program by selecting PROG, DIAGNOSTIC,
ENTER, NEEDLES POSITION, ENTER, ¥ to continue (see section 5.5).
Remove the washing chamber and wash it out with the diluted HCI 01N
solution.

Wash thoroughly with deionized water,

Replace the washing chamber and return the instrument to the ready state
by pressing <= (previous).

Intemal and External Waste Tubing Cleaning Procedure

For the internal and extemal waste tubing cleaning procedure please refer
to the Waste Line Cleaning Procedure in the daily maintenance (section
5.1).

Bi-Weekly Maintenance

Optic Paths

Using a cotton tip applicator moistened with deionized water, clean the
chromogenic channel sensor filter surface {in the rotor cover) and the
halogen lamp optic fiber (under the roter holder). Also clean the LED
sensor surface (under the rotor holder) and the LED fiber optic surface.
Clean the surface and the 20 holes of the rotor holder in the same manner,

Instrumentation Laboratory
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5.4

Monthly Maintenance

Instrument Fans (Ventilation}

Open the door on the left-hand side of the instrument and check the
cleanliness of the filter, If it appears dirty or blocked, remove it {(see figure)
and clean it using compressed air or wash it in water and dry off in an air
stream before replacing it.

Removing the Fan Fitter

Cleaning the Optic Path

instrumentation Laboratory
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5.8

5.5

Needle Position Procedure (as needed)
If a cleaning procedure (see section 10) or dismantling of the needles block

has been performed or a new lot of rotors is used, the needles position
adjustment should be carried out as follows:

Select PROG - DIAGNOSTIC - NEEDLES POSITION,
4 N\

24.JUL.96
DIAGNOSTIC 12:00

NEEDLES POSITION

OPEN  COVEkR

Vv to centpue < to ext
/
24.JUL.94
DIAGNOSTIC 12:00
NEEDLES POSITION
4 UP/DOWN = (previous)
<+ ROTATE

/

Open the rotor cover. Press \ to continue. The arm moves onto the rotor
holder.

Loosen the orange knob on the needles arm and insert the new needles
block leaving its upper surface higher than the arm upper surface.

Insert the special too! (Needles position shim), contained in the shipping kit,
into the rotor holder position 1 with the side A (see figure) facing up.

Press 4 : the arm lowers onto the rotor holder.

Adjust the height of the needles block so that the needles touch the upper
surface of the tool and confinm that the two needles match the two
reference dots present on the tool surface,

Tighten the needles by screwing the orange arm knob and make sure that
after tightening it the position is not changed.

Press 1 to raise the amm,

Remove the shim and insert a plastic rotor.

Instrumentation Laboratory



ACL 8000 /7000 Operator's Manual

Press A to lower the arm and verify that the needles enter the rotor holes
without touching the edges of the holes.

Press M to raise the arm.

Press ¥ (rotate) to move the rotor to cuvette position 6 and repeat the
same procedure as for position 1.

Repeat as above for cuvettes 11, 16 and 1 of the plastic rotor.

If needles centering is appropriate (both needies entered the tested
cuvette ports and the visual check matches with the examples A and B
reported on the "Needle Alignment” figure), proceed to next step.

If necessary, center the sample needle to achieve proper alignment (see
the example B on the "Needle Alignment” figure).

Using the system keyboard, bring the rotor cuvette 1 into dispensing
position, then repeat rotor procedure making sure that proper alignment has
been achieved in all tested cuvettes.

Select « to {previous) and return to the DIAGNOSTICS menu,

Needies Position Shim: Top view

Reference Dols

/

S

Needles Position Shim: Side view

Reterence Dots

Instrumentation Laboratory
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Note:

The needles alignment may not be identical in the four rotor cuvettes. If,
while carrying out previous steps, needle/s did not enter port/s of the rotor
or if the sample needle was found to the right of center in any one cuvette
(see example C on figure below), it must be readjusted in the cuvette where
it is furthest to right, repeating the entire procedure.

Needles Alignment

!

A B &

Sample probe centered
or biased left

e e 8

@y, - ;\
Simsrmey
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5.6 Maintenance Table

Maintenance Procedure

Daily - Check Reference Emulsion level

- Empty, if necessary, the liquid waste container

- Check thermal printer paper supply

- Atthe beginning and at the end of each working day,
carry out a priming cycle

- Empty and wash with distilled water the reagent
reservoirs

- At the end of each working day, or more frequently if the
number of samples makes it necessary, perform a waste
line cleaning procedure

Weekly - Clean all exposed surfaces and the inside of the
autosampler and rotor compartments, with exception of
the rotor holder, with a cloth soaked in a diluted solution
of Hydrochloric Acid (HCI 0.1N) and rinse with deionized
water (clean the rotor holder with Sodium Hypochlorite
with a concentration of available chlorine less than
0.625 %)

- Remove the wash chamber and wash/rinse as
described above
- Carry out a cleaning cycle

Bi-Weekly « Clean with a cotton tip applicator;
o the halogen lamp optic fibre surface
+ the LED sensor
« the LED fiber optic surface
« the 20 holes of the rotor holder

Monthly - Check the cleanliness of the filter
Annual - Replace the air filter
- Replace the sample and reagent tubes
- Replace the waste tube

- Replace the needle block
- Replace the waste reservoir
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Troubleshooting

8.0

6.1

instrumnentation Laboratory

Introduction

Though scrupulous maintenance, as described in the previous section,
reduces the possibility of instrument failure, malfunctions may still occur.
A system of wamings, alams and checks helps the user to resolve most
simple problems connected with operating the ACL systems. Complex
defects regarding the mechanical or electronic functions are rare so that
only a small percentage of defects cannot be resolved by the user.

Warnings

if a warning is displayed, itis possible to continue using the instrument with
Jimitations.

The waming signal appears in the upper part of the video with the message
“WARNING SEE PROG".

To display the actual waming, of warnings, the operator has 10 press
PROG, select WARNING using 4 and J and press ENTER.

The frame displays one or more of the following wamings:

Magnetic stirrer fail

Flush/optic channel error

Halogen lamp fail v

Printer fail

Thermal fail

Preheater temperature out of range
Peltier temperature out of range
Master storage battery

Slave storage (battery or write error)
Data transmission error

Sensor fail ()

xx = 6 electronic fail

xx = 7 reference out of range
xx = & air out of range

xx = 9 sensor leakage

xx = 14 no reagent {reservoin) 1
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6.2

6.1.1

6.1.2

XX = 12 no reagent {reservoir) 2

xx = 13 no reagent (reservoir) 3

XX = 14 no reagents

xXx = 18 no deficient plasma or diluent
XX =18 no dijluent

XX =20 no NP

Sensor off
No sample

Two particular warnings are not shown in this display, but appear directly
on the upper part of the video display.

1. "PAPER END" which indicates lack of printer paper;

2. "INCUBATION TEMP QUT OF RANGE" which indicates that the rotor
holder temperature is not in range.

Magnetic Stirrer Faii

One or both of the magnetic stirrers placed under in the reagent reservoirs
(positions 1 andfor2) are not working.

The operator may continue, stirring the reagents properly before sta rting an
analysis.

Call The IL Service Representative for additional instructions.

Fiush/Optic Channel Error

Check the leve! of the Reference Emulsion in the bottle. iIf less than 1 cm
of liguid exists, replace the bottle with a new one. Mix gently by inversion
before placing on the instrument.

Check that Reference Emulsion was correctly dispensed into the rotor
during analysis (if the rotor is new- rotor position 20 for calibration cycle;
position 19 for PT-FiB, APTT, TT, DOUBLE TESTS, SINGLE FACTOR of
the EXTRINSIC PATHWAY, SINGLE FACTOR of the INTRINSIC
PATHWAY; rotor positions 19 and 9 for PT-FIB/APTT and TT/APTT
cycles; rotor position 17 for SINGLE FACTORS and rotor position 16 for
CHROMOGENIC cycles; rotor position 16 for PROCOMPLEX: rotor
position 17 for HEPATOCOMPLEX ; for further details see section 7.0).

If Reference Emulsion is not present and the Reference Emulsion bottle
contains sufficient liquid, check that the fluidic path is free of obstructions,

Note;

A quick method to check the fluidic path is to remove the needje assembly
from the sample arm. Using a beaker to collect the liquid, carry out a
PRIMING cycle to check that liquid comes from both needies. Remember to
carry out the NEEDLES POSITION ADJUSTMENT after this check - see
section 5. Af the end of this cycle, the WARNING “Sensor Fail™ appears.
Ignore this WARNING,

lastrumentation Laboratory
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e Check that the Light Emitting Diode is ON.

Note:
The red light ray can be seen in the rotor cuvettes. If the LED is off, call the
IL service representative as the instrument cannot be used.

e Ifthe LED is on, carry out the optic path cleaning as described in the
Maintenance Section 5.3.

e If none of the above procedures correct the problem, call The IL Service
Representative .

6.1.3 Halogen Lamp Fail

Enter the main menu and set the cursor on a chromogenic test. Open the

rotor cover. Press ENTER. TeST MEn
e If the light comes on for a brief period only, repeat the test. ADS DT
e« If the fault persists, call The IL Service Representative . | Ang ST 2 Buth

Halogen Lamp Replacement Procedure
Should the instrument display the message "CYCLE ABORTED HALOGEN

LAMP FAIL", the operator can check or replace the halogen lamp by
following these steps:

1. If the above message is present on the video, open the rotor cover and
check that the halogen lamp light is present in the vicinity of cuvette #
9. If the light is absent, turn off the instrument.

2. Loosen the knabs (3) located on the right side of the rear cover and
remove the lamp cover plate (5) as shown in "The Halogen Lamp"
figure.

3. Pull out the lamp connector (2) of the first figure. Unscrew and remove the
knobs (4) shown in "The Halogen Lamp" figure and pull out the lamp assembly
(see the "Replacing the Halogen Lamp" figure).

4. Remove the lamp cover ("The Halogen Lamp" figure) and install it on
the new lamp assembly ("Replacing the Halogen Lamp" figure) P/N
181021-81.

Do not touch the lamp bulb with your fingers.

5. |nsert the new lamp assembly into position, keeping the socket slot
("Replacing the Halogen Lamp" figure) in the up position so that it
matches the corresponding pin in the lamp housing.

Fix the lamp cover by tightening the knobs.

7. Insert the lamp connector into its plug ("Replacing the Halogen Lamp"
figure). The connector can be inserted in either one of its two positions.

8. Mount the lamp cover plate and fix it by tightening the two knobs on the
right side rear cover.

Instrumentation Laboratory 6.3



9. Tum on the instrument.

10. After the "PLEASE WAIT" time, select a chromogenic test and check
that the halogen lamp is on and can be seen through the rotor holder,
I the halogen lamp still does not come on when entering a chromoge-
nic test, call The IL Service Representative.

The Hatogen Lamp

1. Lamp Cover
2. Lamp Connector

3. Orange Thumb Screws (Extemal)
4. Internal Thumb Screws
5. Cover Plate 4

Replacing the Halogen Lamp

1. Lamp Connector Plug
2. Socket Slot
3. Lamp Assembly

6.4 Instrumentation Laboratory
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6.1.4

6.1.5

6.1.6

Instrumentation Laboratory

Printer Fail

If no printout is produced, resuits must be transcribed from the video.

The instrument continues to function correctly with results displayed on the
video or transmitted via the RS 232 C data link, if connected and enabled.
The printer will not function if there is a "write" failure in the slave memaory.
Verify that the paper is loaded correctly. '

Call The IL Service Representative.

Thermal Fail

This waming indicates that the inside of the instrument is overheating and
may affect the measuring chamber temperature,

Check the condition of the air filter on the left hand side of the instrument;
clean or replace if necessary.

Check that the ambient air at filter entry can fiow freely, without
obstruction, and that its temperature is less than 35°C.

Note:
The instrument works correctly in an ambient temperature from 15 to 32°C
and without failure in the range 10 to 40°C.

(f cleaning the air filter does not resolve the waming and the ambient
conditions are acceptable, cail The IL Service Representative .

Preheater Temperature Out of Range

This warning appears when the temperature is outside the range 36 t0
39°C.

Enter PROG, DIAGNOSTIC, TEMPERATURE CONTROL.

If the video shows —— or = for the preheater temperature and the
instrument is properly warmed up, call The 1L Service Representative.

If the video shows a high value (from 39° to 50°C), check the air filter and
ambient conditions as indicated above (section 6.1.5). if there is no
correction of the fault, call The IL Service Representative.

If the video shows a low value {from 20° 10 36°C) check that the instrument
is properly warmed up and that the ambient temperature is greater than
15°C, If the fault persists call The IL Service Representative.

Note:

The instrument is fully operational even when the preheater temperature is
out of range. However, care should be taken to ensure that there is no
indication of INCUBATION TEMP OUT OF RANGE at the start of analysis.
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6.6

6.1.7

6.1.8

Peltier Temperature Out of Range

This warning appears when the temperature is outside the range 12 to
15°C.

Enter PROG, DIAGNOSTIC, TEMPERATURE CONTROL.

If the video shows the peltier temperature from 4° to 12°C the instrument is
fully operational and no precautions need to be taken. However, The IL
Service Representative should be called to rectify the situation.

If the video shows —— or ****, the temperature may be very low or too
high. In this case the operator may continue to use the instrument taking
care to leave the reagents in the reservoirs for the period of analysis only,
after which they should be stored in a refrigerator (see also reagent kit
instructions).

Call the IL Service Representative.

Note:
As described in section 6.1.5 high temperatures may be caused by dirty
fans or ambient temperatures outside the normal range.

Master Storage Battery

The instrument continues to function correctly provided that it is not
switched off and that there is no main power failure.

When the instrument is switched on, it will indicate NVR INITIALIZED and
the default parameters are as follows.

Date and Time

Date and Time of the latest software rev.

Calibration Not calibrated
1SI 1.000
Ref. Values PT=12.0
(seconds) APTT = 30.0
TT=120
INR Off
Autocal On
Units Temp=°C FIB = mg/dL
Printer Status On - 1 Copy
Printout Format Fib ON
Host Baud rate 9600
Research Baud rate 9600
Ratio Adjustment PT =1
APTT =1
T =1

Instrumentation Laboratory
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6.1.9

6.1.10

Instrumentation Laboratory

call The IL Service Representative to repair the defect, bearing in mind
that once the instrument is repaired, the default parameters will be in place.

Slave Storage Battery

This warning appears if there is a WRITE failure in the slave memory or if
the battery is defective.

If the problem is due to a WRITE failure, the instrument remains functional
but the printer does not operate (see warning 6.1.4}.

If the problem is due to a battery failure, the instrument continues to
function including printout. Following a lack of power, the last recorded print
out information will be lost.

Call the L Service Representative to repair the defect.

Data Transmission

This waming appears when there has been an erTor in data transmission
overthe RS 232 C interface.

Check the following itemns:

PROG, SET UP, INTERFACE STATUS (Data transmission characteristics
to the Host computer)

Data transmission connection (ACL - computer)
Repeat the transmission from the Database

if the fauit persists call the IL Service Representative.
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6.1.11 Sensor Fail

Sensor fail 8  Electronic fail The instrument can be used.

Sensorfail 7 Reference out of range Repeat Priming.

Sensorfail 8  Air out of range Perform a cleaning procedure.

Sensorfail ¢  Sensor ieakage The needle assembly must be
replaced. See section 5.4
Needle Assembly.

Sensor fail 11 No reagent R1 Check If the reagent is present
in reservoir 1.

Sensor fail 12 No reagent R2 Check if the reagent is present
in reservoir 2,

Sensor faill 13 No reagent R3 Check if the reagent is present

in reservoir 3,

Sensor fail 18 No def. plasma/diluent Check if the reagent is present,

Sensor fail 19 No liquid in pos. 19 Check if the reagent is present.

Sensor fail 20 No liquid in pos. 20 Check if the reagent is present,

Sensor off Sensors are Call The IL Senvice
disconnected. Representative,

6.2 Other Warnings and Alarms

6.2.1 Results"?"

If one or more of the foilowing wamings are present during analysis, the
results frame is presented with a question mark as shown above,
‘The waming conditions which generate this situation are as follows:

» Magnetic stirrer fail

s Preheater temperature out of range

» Peltier temperature out of range

s Cover open during analysis (excluding the acquisition phase)

» [ncubation temperature out of range at start of acquisition phase
» Sensor offffail (x¢) or no reagents,

Note;

Any system error (e. g. Error Code 5 - Incubation temperature out of range)
occuring during the cycle (foading and/or incubation phases) wilf be
remembered and flagged on the screen and on the internal printer (resuits?)
and it will be tracked in the results record (E),
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Note:
In the specific case of "Incubation ternperature out of range” during the
cycle the error will be remembered and flagged on the screen and on the

internal printer (resuits?) and it will be tracked in the resuits record (E) only
if occuring for more than 15 seconds.

Printer Error Codes

When the "?" is displayed on the RESULTS frame, the printout indicates
the warning by means of an error code as follows:

Error Code 1 Magnetic stirrer fail

Error Code 2 Peltier temperature out of range

aor Code 3 Preheater temperature out of range

gror Code 4 Cover open during analysis (except acquisition phase)
Error Code 5 incubation temperature out of range at start of

acquisition phase

Error Code 6 Electronic fail

Error Code 7 Reference out of range
Error Code 8 Air out of range

Error Code 8 Sensor leakage

Error Code R1 No reagent in position 1

Error Code R2 No reagent in position 2

Error Code R3.  No reagentin position 3

Error Code 18 No deficient plasma /diluent

Error Code 19 No liquid in position 19

Error Code 20 No liquid in position 20

Sensor off

Cycle Abort Situations

If one of the following alarms occurs during analysis, the cycle will be
aborted with an appropriate indication on the video:

No sample(s) detected on sample tray during sensor check
No N.P. {in cycles with on-run calibration)

Optical reference out of range (see section 6.1.2)
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Halogen lamp fail (see section 6.1.3)
Cover open during acquisition

Metor Error + device name
In this frame, the device name can be one of the following condition:

- rotor motor

- autosampler motor

- horizontal arm motor
- vertical arm motor

- dilutor reagent motor
- dilutor sample motor

In this case the specific motor wili be indicated together with the general
Motor Error message.

In case more than cne error oceurs oniy the first error will be displayed.

Error Codes on VDU

Error Code 25

It during the AT-|ll test (See Section 3) the extra wash cycle has not been
performed because of the lack of the diluted buffer in position DIL or the
test has been stopped by pressing STOP-ENTER, the error code 25 will
occur and the operator must carry out a normal cleaning procedure (see
section 5) before starting a new test.

If during the AT-IIl and/or Fibrinogen-C tests (See Section 3) the extra
wash cycle has not been performed because of the lack of the cleaning
solution in the reagent reservoir number 1 or the test has been stopped by
pressing STOP-ENTER, the error code 25 will occur and the operator must
carry out a normal cleaning procedure (see section 5) before starting a new
test.
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Error in DMS

Error message

Possible explanation

Data base full

More than 300 sample IDs in the
DMS. Delete sample 1Ds to allow
space for programming

More than 8 tests programmed
per sample

Trying to program the test nurnber
9 for a sampie ID. Delete tests to
allow space for programming.

Duplicated sample 1D

When editing a loadlist a
dupficated sample 1D has been
entered. Delete the duplicate
sample 1D.

Contro! 1D already used

1D already used in the QC.
Change sample ID,

Control ID already used for patient

ID already used for patient
sample. Change 1D.

Invalid range selection

One of the two [Ds in the selected
range does not exist.

Sample D not found

ID requested does not exist in the
database.

Other errors

Error message

Possible explanation

Not identified sample in position X

Sampie does not have a sample
ID associated in the loadiist

Check sample tray Material is missing form the
sample tray
No sample Sample is not present during

aspiration or liguid leve! detection
check

Test X is not calibrated

The test does not have a
caiibration associated to it

Added sample in position X

During the sample tray check one
sample has been added to the
previous loadlist
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Error message Possible explanation

Used rotor Rotor is partially used. Enter the
available positions

Load new rotor Rotor has no sufficient positions.
Place a new rotor

Used rotor Remove samples or place a new
More samples than available positions  rotor

Remove rotor After a Stop-Enter during an
active cycle the operator is asked
to remove the rotor

NP out of range NP out of range (+ 9 % for PT, +
15 % for APTT or + 20 % for FIB-
PT based)

QC out of range QC material out of range
according to the SD selected in
the QC set up

6.2.7 Resulits flags (E, Q and | classes)
The system handles three flags type:

E = system errors
Q
1

The E flag will be used if one or more of the following error condition were
verified:

e Magnetic stirrer fail

QC errors

Informative messages

e Preheater temperature out of range

e Peltier temperature out of range

e Cover open during analysis

e Incubation temperature out of range at start of acquisition phase
e Sensor fail

e Sensor off

e No liquid (xx)
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The Q flag will be used if one or more of the following error condition were
verified:

2 points cal

No cal verification
NP out of range
QC out of range

The | flag will be used if one or more of the following error condition were
verified:

Acquisition extended

Animal application

The three flags will be presented with priority: E will be the highest one and
[ the lowest.

If a test has associated error conditions pelonging to the three classes E, Q
and | then the E fiag will be presented, The specific error screen will stifl
present the complete ermors list

if a test has associated error conditions belonging to the two classes Q and
| then the Q flag will be presented. The specific error screen will still
present the complete errors list.

If a test has associated error conditions belonging to the class [ only then
the | flag will be presented. The specific error screen will still present the
compiete errors list.

Note:

Any system error {€. g. Error Code 5 - incubation temperature out of range)
occuring during the cycle (foading and/or incubation phases) will be
remembered and flagged on the screen and on the intemnal printer (resufts?)
and it will be tracked in the resufts record (E).

Note:

{n the specific case of "ncubation temperature out of range” during the
cycle the error will be remembered and flagged on the screen and on the
internal printer (results?) and i will be tracked in the results record (E} only
if occuring for more than 15 seconds. .

Alarms
Alarm situations completely biock the instrument with an indication of an
Alarm Number on the VDU display except in the case of video fail.

Some situations can be rectified by the operator by switching the
instrument off and waiting for 2 or 3 seconds prior to switching it on. If the
alarm condition persists, call The IL Service Representative.

The following list shows the alarm number, the cause and the possible
remedial action to be taken by the operator.
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No. Cause Remedial Action

128 Software.fajl None

123  Arithmetic processor fail None o

130 Non-volatile RAM write error None

132 NVRAM paging unit error Nene

133 Software fail None

135 Synchronization error during None

acquisition
136 Calculation error during acq. None
138 Rotor temp out of range Check that ambient temp is not
for more than 30 min. outside the range 10-40°C,

Check that rotor cover Is closed,
Check that air filter is not
obstructed. Switch the instrument
off, wait 2 or 3 seconds and switch
it on again, The instrument should
exit from the PLEASE WAIT
within 30 minutes.
If the alarm condition persists, call
The IL Service Representative.

140  A/D Converter fail None

144 Keyboard fail (key pressed) Check that there is no object
(for more than 2 minutes) on the
keyboard holding the key down.
Switch the instrument off, wait 2
or 3 seconds and switch it on
again.
If the alarm persists, call The L
Service Representative.

182 Slave not responding None

213 Rotor logic fail None

214  Slave error None

216 Slave EPROM 1 None

217 Slave CPU-RAM error None

218 Rotor motor fail Check that there are no objects

obstructing relative motor.

Switch the instrument off, wait 2
or 3 seconds and switch it on
again.

if the alarm condition persists, call
The IL Service Representative.
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No.

Cause

Remedial Action

219

Autosampler fail

Check that there are no objects
obstructing refative motor.

Switch the instrument off, wait 2
or 3 seconds and switch it on
again.

If the alarm condition persists, call
The |L Service Representative.

220

Horizontal arm motor

Check that there are no objects
obstructing relative motor.

Switch the instrument off, wait 2
or 3 seconds and switch it on
again.

If the alarm condition persists, call
The IL Service Representative,

221

Vertical arm motor

Check that there are no objects

obstructing relative motor.

Switch the instrument off, wait 2

or 3 seconds and switch it'on
again.

if the alarm condition persists, call

The IL Service Representative.

Reagent dilutor motor

Check that there are no
obstructions in relative fluidic
path. Switch the instrument off,
wait 2 or 3 seconds and switch it
on again, If the alarm persists, call
The 1L Service Representative.

. Sample dilutor motor

Check that there are Do
obstructions in refative fluidic
path, Switch the instrument off,
walt 2 or 3 seconds and switch it
on again. If the alarm persists, call
The IL Service Representative.

224

Slave receiver time out

None

228

Slave RAM

None

229

NVRAM write error

None

230

Power fail

None

240

Receiver time out

None

241

Receiver buffer fail

None

255

RAM failure at start up

Switch the instrument off, wait 2
or 3 seconds and switch it on
again, If the alarm persists, call
The IL Service Representative.
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6.4

6.4.1

Note;

"None" means there is no action the operator can take to remedy the
refative software/electronic failure and The IL Service Representative
should be called immediate/ y.

Coag Errors (1, 2 and 3)

To better identify from which aigorithm the Coag Errors are generated, the
erTors are now identified by a number,

This number helps in obtaining information related to the limit that caused
the specific error.

Coag Error 1
The clotting curve passes the first threshold, but not the second, before the
end of the acquisition time.

Coag Error 2

When the initial slope of the curve is too high, the Maximum of the Second
Derivative criterion is used,

This error is displayed if the Maximum of the Second Derivative limit is not
passed because the acceleration of the reaction curve is not sufficient to be
significant, If the reaction curve is not a real clotting curve (biphasic
curves), this Coag error is shown.

Coag Error 3

The Third Criterion algorithm is not passed . This means that the difference
in time between the two intersection points (curveffirst threshold and curve/
second threshold) is exceeded (non-phasic curves),

Errors on sample ID using the internal barcode reader

When the internal barcode reader is used the following errors on the
sample ID may appear in one of the following conditions:

~-No_R = sample ID missing

- Dpl = duplicated sample ID
~-No_C = truncated sampie ID
- inv = invalid sample ID

The possibility to manually edit the sample ID is still possible in case these
erTors OCcour.
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6.5 Data Redaction Diagram for PT, APTTandTT

Clot curves
{after smoothing)
3
Below 1st threshold < .Threshold Algorithm < Between
NOT COAG (part 1) {stand 2nd
- thrashokds
coaG ERROR 1
Above 2nd threshold [ ¥
Third criterion algorithm | & Above Atime
(A fime in seconds) COAG ERROR 3
Below Atime | ¥ .
Slepe check control
Above Jimit ¥ ¥ Below flimit
2nd derivative algorithm Thresheld Algorithm
(part 2)
<+ Below limit ¥ Above 2nd threshold
> COAG ERROR 2 > Result ()
¥ Above limit
2 Result (#)

(# Time is calculated at the comrespondence of the Max 2nd Der of the

clotting curve

(m Timeis calculated at the intersection betwean the dlotting curve and the

first threshold
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7 Specifications

7.0 Introduction
This section includes specification tables and technical descriptions.

7.0.1 Legenda

In some cases, the following abbreviations are used:

s AT-ll= Antithrombin Il

« PLG = Plasminogen

« PCX = Pro-lL.-Complex *
e HPX = Hepatocomplex *
e« PCL = ProClot

e PCH = ProChrom

s PS5 = Protein S

e FIB-C= Fibrinogen Clauss
s HEP = Heparin

s ATPL= alpha-2-antiplasmin
s« DP = Deficient Plasma

* Not currently available in U.S.A.
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7.2

711

Sample Tray Positions

Test Pool Dil. Samples Def. Plasma
PT-FIB CAL Normal Sample - -
Pool Diluent
PT-FIB Normal - 1-18 -
Pool
APTT Norrnal -~ 1-13 -
Pool
TT Normal - 1-18 -
Pool
PT-FIB/APTT Normai - 1-8 -
Pool
TT/APTT Normal - 1-8 -
Pool
SINGLE Normal Factor 1-15 18
FACTORS Pool Diluent
(Cal. + Analysis)
Test Pool Dil. Sample Sample Tray  SampleTray
Position Position Positions Position 18 Position 17
DOUBLE Normal — i-9 - -
TEST Pool
(PT-FIB,
APTT, TT)
DOUBLE Nomal - 14 -— -
TEST Paol
{PT-FIB/APTT)
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Test Pool Dil. Sample Sampie Tray SampleTray
Position Position Positions Position 18 Position 17
AT-lIl CAL  Normal Diluted 1-12 Empty cup Empty cup
Pool Buffer Empty cups
(& pos. 16)
AT-1l - Diluted 1-9 Empty cups -
Analysis Buffer from 10 to 18
Heparin Xa Calibrator Working 1-12 Normal Empty cup
CAL Diluent Empty cups Pool
Heparin Xa - Working 1-9 Empty cups -
Analysis Diluent from 10 to 18
HEPARIN Diluted” Diluted® 1-15* -~ -
Calibr. N.P.
ATPL Normal*  Diluted 1-15* - -
Poal Buffer
PLG Normal*  Diluted 1-15* — -
Pool Buffer
PCX CAL Nemal*  Factor - Deficient Normal #
Pool Diiuent Plasma Pool
PCX - - 1-17 Deficient -
ANALYSIS Plasma
HPX CAL Nomal Factor - Deficient -
Pool Diluent Plasma
HPX - - 1-17 Deficient -
ANALYSIS Ptasma
PROCLOT Nomal Working 1-16 Protein C Empty cup
Pool Diluent Def, Plasma
FIB-C CAL Normal Factor - - -
Pool Diluent
FIB-C - Factor 1-18 - -
ANALYSIS Diluent
PS Normal P.S. 1-16 Activated P-S 50 %
Pool Def. Plasma Def, Plasma Standard
PCH Normal Diluted 1-15 Diluted -
Pool Diluent Diluent
D-Dimer Calibrator Buffer — Empty cup Empty cup
CAL Pool (& pos, 16)
D-Dimer - Buffer 118 - -
Analysis
APCR-Y Normal Factorv 1-18 Calcium
Pool D, Plasma Chloride
~  These fivids require prediiutions according to the procedure # Optional

Note:

The Normal Pool can either be the IL Calibration Plasma or a laboratory
pooled plasma.,
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7.1.2 Rotor Positions for Samples and Reagent

("Unused Rotor” case)

Test Cal Curve N.P. Samples Reference Diluted
{highfiow) Emulsion Buffer
PT-FIB CAL 100% 1-6
50% 712 - - 20 -
25% 13-18
PT-FIB - 20 1-18 19 -~
APTT -~ 20 1-18 19 -
T - 20 1-18 18 -
PT-FIB/f - 20 and 1-8PT -
APTT 10 11-18 APTT 19 -
TT/APTT - 20 and 1-8TT -
10 11-18 APTT 18 -
SINGLE 100 % 18 - 1-15 17 -
FACTOR 50% 18
CAL+ANALYSIS 25 % 20
SINGLE - - 1-15 17 -
FACTOR
ANALYSIS
DOUBLE - 20 1-18 19 -
TEST
(PT-FIB,
APTT, TT)
DOUBLE - 20 1-8 19 -
TEST 10 11-18
(PT-FIB/APTT)
100% 14
ATAIl CAL 50% 58 - - 18 20
25% 912
AT-II -~ — 1-9 19 20
{ANALYSIS)
Heparin Xa 0.8 14
CAL 0.4 58 — - 19 20
0.0 912
Heparin Xa — - 1-9 19 20
(ANALYSIS)
HEPARIN 18-19-20 - 1-156 16 17
ATPL 18-18-20 - 115 16 17
PLG 18-18-20 - 1-15 16 17
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Test Cal Curve N.P. Samples Reference Diluted
{highflow) Emulsion Buffer
25% 14

PCX CAL 12,5% 58 -~ - 20 -
6.25% 9-12
100% (13-16)

PCX ANALYSIS «— -~ 1-17 20 -
100% 14

HPX CAL 50% 58 - - 20 -
25% 9-12

HPX ANALYSIS -~ - 1-17 20 -

PROCLOT 100 % 18 - 1-16 17 -
50 % 19
25 % 20

FIB-C 1-4 150%

CAL 58 100% — - 19 20
9-12 50%

FIB-C ANALYSIS - - 1-18 19 20
18 100%

PROTEINS 19 $S0% - 1-16 17 -
20 0%

PROCHROM 100 % 18
50% 19 - 1-15 17 186
25 % 20

D-Dimer 1000 1-4

CAL 500 5-8 - - 19 20
250 812

D-Dimer -— -~ 1-18 19 20

(ANALYSIS)

APCR-V - 1 and 2-9(T0) —

10 11-18 (TA) 20

*  Thesefluids require preditutions according to the procedure

# Optional

Note:

The reference emulsion in the chromogenic cycle is dispensed to check for
correct washing between samples and rotor presence,
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7.6

7.1.3 Coaguiometric Analytical Cycles (Volumes)

LIt
PT-FIB Cal PT-FIB \ APTT TT
a) 100% Analysis
b) 50%
c) 25%
Sample a) 10ul 10ul 10pL 10ul
}:\ Head per sample per sample | per sample per sample
> b) 0
i c)0
3 Sample a) 50uL 50pL, 53yl 75uL
™ Dispensed b) 25ul,
c) 12.5uL
Diluent - -
Head b) 10pL
per sample
©) 10pL
per sample
Diluent a) — - - -
Dispensed b) 25ul.
) 37.5ul
Reagent a) 10l 10ul 10pL cephalin 50pL
‘E Head b} 10uL. per sample persample  per rotor
i‘: c) 10uL
i S0uL CaCl,
2 per rotor
X
. Reagent a) 100uL 100uL 53pl 75ul.
‘%, Dispensed b) 100pL Cephalin
c) 100uL
50uL CaCl,

Note {needfes conditioning):
When the APTT test (in any combination) is preceeded by a cycle with
thrombopfastin (PT, Extrinsic Pathway, Single Factor of the Extrinsic
Pathway, Pro-IL.-Complex and Hepatocomplex), the internal needle
aspirates 30 gl. of cephalin from the reagent reservoir 2 followed by
80 ul of air bubble.
The aspirated reagent is immediately dispensed into the waste reservoir.
This step is repeated three times to prepare the needle ("needie
conditioning®} for the cephaiin.
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Single Factors Single Factors

Extrinsic Pathway Intrinsic Pathway
Sample Head NP.128T 10ubL N.P. 18T 10pL
N.P.2% ST 10uL N.P. 2% 8T 10uL
N.P.3° ST 10uL N.P.3® ST 10uL
Samples 10pLl Samples 10pL
Sample N.P.1#ST 8uL N.P. 1 ST 8uL
Dispensed NP. 2™ ST 8pl N.P, 2= ST 8pl
N.P.3% ST 8pL N.P, 39 ST 8ulL
Samples 8ul. Sampies 8ul.
Diluent Head 1= ST 10uL 19 ST 10ul
2™ ST 10pL 2 ST 10ul
3™ ST 10pL 3¢ 8T T0uL
Diluent 1= ST 32ul 12 8T 32uL
Dispensed 2™ ST 32pl 2™ 8T 32ul
30 8T 32uL 3¢ ST 32ul
Reagent Head 10ul S50puL 10pl 50uL. 50ulL
Standards Def. Plasma Standards CaCl, Def piasma
and samples per each and samples  per rotor per each
factor factor
Reagent 80uL 40puL 40pL 40ul 40pL
Dispensed Thrombopl. Def Plasma  Cephalin CaCl, Def Plasma
per each sample per each

sample

Standard positions will be as follow:

HIGH CURVE LOW CURVE

12 STANDARD 100% 6.25%
2™ STANDARD 50% 3.12%
39 STANDARD 25% 1.56%

# Dilution of the standard /2 and /4,

For the preparation of the two additional standard using empty cups the

following materials are used:

First loading Second Loading
STANDARD/2 110 pL (DIL) 120 pL (N.P.) + 10 uL (DIL)
STANDARD/4 110 pL (DIL) 60 pL (N.P,) + 70 pL (DIL)
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7.1.4 Absorbance Analytical Cycles (Volumes)

Pro-Chrom  a-2-Antiplasmin Heparin
Plasminogen
Sample* Standard 100% S0ulL 13t Standard  10pL
Head Standard 50% - 2™ Standard  --
Standard 25% - 3™ Standard -
Samples 10pL Samples 10pL
Sample Standard 100% S50pL 1% Standard ~ 80pL
Dispensed Standard 50% 25uL 2™ Standard 25pub
Standard 25% 12.5uL 39 Standard  Opl
Samples 50pL Samples 50pL
Position* 100% - 19 Standard -
DiL Head 50% 10pL 2 Standard  10plL
25% 10pL 3« Standard  10pL

High Curve  Low Curve

Position 100% -~ 0.8 UmL 02 U/mL -
DIL 50% 25ul 0.4 U/mL 0.1 UmL 25pL
Dispensed 25% 37.5ul 0.0 U/mL 0.0U/mL s0uL
75pL 75uL
blank sample blank sample
High Curve  Low Curve
Enzyme 100%  10ul 08 U/mL 02U/mL 10pL
Head 50% 10pL 04 U/mL 0.1 UW/mL 10pL
25% 10uL 0.0 U/mL 0.0 U/mL 1opL
Sample 10pL Sample 10pL
Enzyme 50ul. per sample/Std 50pl, per sample/Std
Dispensed 75ul blank sample 75pl. blank sample
Substrate 50ul per rotor 50ul per rotor
Head
Substrate 50nL S50ul
Dispensed

*  In case of Heparin cycle the standard is the Calibrator and the position DIL is normal

pooled plasma.
Note:
Blank sample (reference for the chromogenic) is 75 pl. of diluted buffer +
75 pul of enzyme.

Antithrombin 1 Antithrombin 11l

Calibration Analysis

Sample Head 10pL 10pL
Sample Dispensed 50pk 50pul,
Enzyme Head 10pL 10l
Enzyme Dispensed 50pL 50ul
Substrate Head 50ul. per rotor 50uL per rotor
Substrate Dispensed 50pL 50uL.

Instrumentation Laboratory



AL UV / /UUUV Lperalur S fvialldal

Instrumentation Laboratory

Heparin Xa Heparin Xa

Calibration Analysis
Sample Head 10uL 10pl.
Sample Dispensed S0pL 50ul
Enzyme Head 10uL 10ul
Enzyme Dispensed 50ul 50ul.

Substrate Head

S0ul per rotor

50ul. per rotor

Substrate Dispensed 50uL 50uL
Fibrinogen-C Fibrinogen-C
Calibration Analysis
a) 150 %
b) 100 %
c) 50%
Sample Head 10 uL 10 pL.
Sample Dispensed a) 15 ul 10 ul
b) 10 ul
c) SpulL
Diluent Head 50 ul 50 pl
Diluent Dispensed a) 85 ul 90 pl
b) 80 ul.
¢) 95 ul
Reagent Head 10 ul 10 pL
Reagent Dispensed 50 uL 50 pl
D-Dimer D-Dimer
Calibration Analysis
a) 1000
b) 500
c) 250
Sample Head 10 pL 10 pl
Sample Dispensed a)20 L 20 plL
b) 20 uL
¢) 20 uL
Buffer Head 50 pL 50 pl
Buffer Dispensed 70 pL 70 pl.
Latex Head 10 plL 10 pl
Latex Dispensed 90 ul 90 pL
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7.1.5

Special Tests

Pro-lLcomplex Hepatocomplex Proclot
Sample St. 25% 10pL St 100% 10pL St 100% S0pL
Head St  12.5% - St.  50% - St,  80% -
St. 6.25% -~ St 25% - St Q% -
Samples 10pl. Samples 10pL. Samples 10uL
Sample St.  25% 10pL St 100% 10pL St. 100% 32pL
Dispensed St. 12.5% 5ul St.  50%  HpL St. 50%  16pL
St.  6.25% 2.5pl. St. 25% 25pL St 0% --
Samples 10pl.  Samples 10uL Samples 32ul
Position 25% - 100% - 100% -~
DIL 12.5% 10pL 50%  10uL 50%  10pL
Head 6.25% 10pL 25%  10uL 0% 10uL
Position 25% - 100% 100% -
DIL 12.5% 5Sul 50% SulL 50% 16ul
Dispensed 6.25% 7.5uL 25%  7.5uL 0% 32pl
Position 17 10pl - -
Head
Position 17 10pL ~— -
Dispensed
Paosition 18 50uL* 50pL> 50pL*
Head
Position 18 50pk 50pul 32ul
Dispensed (For each sample) (For each sample} (For each sample)
Reagent 10pL 10pL 10pL
Head (For each sample) {For each sample) (For each sampie)
Reagent 140puL 140uL 84uL Cephalin
Dispensed &4pl. CaCl,
* Head aspirated only the firsttime.
Protein §
Sample St 100% 50pL
Head St 50% -
St 0% -
Samples J0pL
Sample St. 100% 4pL
Dispensed St. 50% 4ul
St. 0% 4pl
Samples 4ul
Position 100% -
DIL 50% -
Head 0% 10pL
Position 100% -
DIL 50% -
Dispensed 0% 4pul
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Protein S
Pos. 17 Head 50% 10uL
Pos. 17 Dispensed  50% 4pl
Pos, 18 Head 10pL
Pos. 18 Dispensed 76nL
Reagent Head 10pL
Reagent Dispensed 80uL

APCR-V

Head Dispensed
Def, Plasma F. V 50pL 40l
Plasma 10ul 10pL
APTT Cephalin 10pL 53uL
Calcium chloride 50uL S3pl
APC / CaCl2 50ul 53ul

7.2 Volume of Cups and Reagent Reservoirs

Cup
Two kinds of cups are available: 0.5 mL cups and 2 mL cups.

Reagent reservoir

Two Kinds of reagent reservoirs are available: MACRO (total volume 10
mL), MICRO 1 (total voiume 2.5 mL) and MICRO 2-3 (total volume 2 mL).
in general a MACRO CUP is enough to run four rotors for PT and eight
rotors for APTT.

The reagent reservoirs may be topped off with fresh reagent under the
following conditions: for PT-FIB and APTT (iL reagents) if within the on-line
stability of the reagent at 15°C, the ratio between fresh and old reagent
must be 2 parts (fresh) to 1 part (old) may not be exceeded (for additional
information see kit instructions).
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Total Volume Usable Volume

Cup 0.5 mL 0.5 mL 04 mL
Cup 2 mL. ' 2mL 1.5 mL
Cup 4 mL 4 mlL 3.5 mL
Macro Reservoir 1, 2 and 3 10 mL 8 mL
Micro Reservoir 1 2.5 mL 2 mL
Micro Reservoirs 2-3 2mL 1.5 mL
Macro Alternative Reservoir 3 10 mL 8 mL

7.3 Calibration Plasma and Sample Predilutions

[n some analytical cycles the Normal Pool and the samples have to be
prediluted manually with Factor Diluent, Diluted Buffer or Working Diluent,
The following table lists the volumes and the dilution ratio for the sampling
and calibration cycles when IL Test reagent kits are used.

Calibration Plasma Predilution HN.P. or Factor Diluted
Predilutions Ratic Calibrator Diluent Buffer
Volume Volume Volume
Single Factor Low Curve  6.25% 1+15 20 puL 300 pL -
Hep. High Curve (0.8 U/mL}) 1+29  25ul -~ 725puL ™
Hep. Low Curve (0.2 U/mL) 1+ 14  25pl - 350ul ~
a-2-Antiplasmin 1+10  50pL - 500uL
Plasminogen 1+20 25uL -- 500uL
Pro-IL-complex (25%) 1+3 100pL 300l -

* Working diiuent
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Measured Parameters

The ACL measures the foliowing parameters at a temperature of 37+ 1°C
at ambient temperature from 15° to 32°C.

Coagulometric

PT, APTT, TT, Factors, Pro-IL-Complex, Hepatocomplex, Proclot and
Protein S.

The ACL measures a time (1), expressed in seconds, which represents the
flexus point of the clot formation curve (LS = light scattered).

LS

t(s)

Fibrinogen (PT-derived)
The ACL measures a delta (A) which represents the difference between the
light scattered before and after the clot formation.

Ls S

Delta

1(s)

Absorbance: Antithrombin I, Heparin, «-2-Antiplasmin, Plasminogen,
Prochrom and D-Dimer

The ACL measures an absorbance which represents the difference
between the light absorbed (O.D.) at the beginning and after a defined fime
of the reaction.
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Q.D.

Fibrinogen-C

Firbinogen-C is measured in seconds as a change in absorbance versus a

predefined threshold.

7.5 Calculated Units

+ Coagulometric cycles

PT
The ACL calculates:

a. The prothrombinic activity, expressed as percentage of activity (%), on the

basis of the calibration curve.

1/A

0,04 PT

0.02

0,01

1 13 1.9

* For example: Calibration Curve

100% 11s —>_11_ =1R
11

50% 158 ——>_156 =13R
11

7.14
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25% 21s ———>_21 =18R
1"

The Calibration Plasma (N.P.) value of each analysis run (if PT AUTOCAL
ON has been selected) or the Calibration Plasma value (100%) of the
calibration curve (if PT Autocal OFF has been selected) in seconds is used
as denominator to calculate the Ratio/INR. The ratio between the patient
values (in seconds) and the Calibration Plasma value {in seconds) of each
run is also used to obtain the corrispanding activity (%) on the basis of the
calibration curve.

Note:
For more details see PT Calcufation - Chapter 4.

The ratio (R}, with respect to the Calibration Plasma (N.P.) value {on each
analysis run if PT Autocal ON has been selected) or the Calibration Plasma
(100%) value of the first point of the calibration curve (if PT AUTOCAL
OFF has been selected).

Sample Time expressed in seconds

Ratio =
Cal, Plasma Time expressed in seconds

Note:
See Ratio Adjustment - Chapter 4.

The Intemnational Normalized Ratio (INR), if the I1S! value (International
Sensitivity Index) has been keyed in during the calibration procedure orin
the Reference Data.

INR = R®

APTT, TT

The ACL calculates the ratio (R) with respect to the NORMAL PLASMA (on
each analysis run) or versus a stored value (Prog Reference Data)

Sample Time expressed in seconds
Ratio =

Cal, Plasma Time expressed in seconds

Note:
See Ratio Adjustment and Calcufation - Chapter 4
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APCR-V
The ACL calculates the ratio (R} for the samples as follow:

Activated Time (TA) expressed in seconds
Ratic =

Basal Time {T0) expressed in seconds
TA is the activated time and T0 is the basal time.
NR (Normalized Ratio} is calculated as follow:

Patient Ratio
NR =

N.P. Ratio

Note:
See Calculation - Chapter 4

FACTGORS

The ACL calculates the factor activity (%), expressed as percentage of
activity, on the basis of the calibration curve.

LOA
100 HIGH
50
25
LlgR
1 1,25 1.60 9
For example:
High Curve Calibration
100% 40s—>_40 =1R
40
50% S0s—> _50 =125R
40
25% B0s—>_B0 =150R
40

The curve is expressed in ratio on the x axis (seconds) and activity on the y
axis, on a log-log scale.

Instrumentation Laboratory
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- Low Calibration Curve

LgA
0.80 Low
0.50
020
LgR
0 0.05 o1 9

e 6.25% (log=0.80) 70s—>_70 =1R (log=0)

70

e 3.12% (log=0.50) 80s-—> 80 =114R (log=0.05)
70

e 1.56% (log=020) 90s—>_980 =129R (log=0.11)
70

Sample activity is obtained in the following way:

- the ratio between the patient value (in seconds) and Calibration Plasma
6.25% (in seconds) is used to read the value of activity on the basis of the
calibration curve. :

Pro-IL-Complex

The ACL calculates the Pro-IL-Complex activity {%), expressed as percent-
age of activity, on the basis of the calibration curve
For example; Calibration curve

LgA
1.40 . PCX

0.80

0 020 0.32

Instrumenrrtation Laboratery 7.7



7.18

25% (log=1.40) 40s—> 40_ =1R (log = 0)

40

12.5% (log=1.10) 64s—>_€64 =1.6R (log=0.20)
40

6.25% (log=0.80) 86s—>_84 =21R (log=_0.32)
40

The curve is expressed as ratio (of seconds) on the x axis and activity on
the y axis on a log-log scale. If the Calibration Plasma 100% is present on
the sample tray a second curve (calculated using the same philosophy) is
outlined between the 100% and the 25%.

The function used in the upper range (100%-25%), when the 100% is
present, is Y=1/A (activity expressed in %), X=R.

This curve provides linearity in the upper range {25% ~ 150%).

The sample activity is obtained in the following way: the ratio between the
patient value (in seconds) and Calibration Plasma 25% value (in seconds)
is used to read the value of activity on the basis of the calibration curve,

Hepatocomplex

The ACL calculates the Hepatocomplex activity (%), expressed as percent-
age of activity, on the basis of the calibration curve.

* For example: Calibration curve

1A HPX

0.04

0.02

0.01

100% 18—>_18 =1R

18

50% 27 —> 27 =15R
18

25% 18—> 36 =2R
18

The curve is expressed In ratio (of seconds) on the x axis and the activity
on the y axis on a linear scale,

The sample activity is obtained in the following way: the ratio between
patient value {in seconds) and Calibration Plasma 100% value (in seconds)
is used to read the value of activity on the basis of the calibration curve.

instrumentation Laboratory
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ProClot

The ACL calculates the ProClot activity (%), expressed as percentage on
the basis of the calibration curve,
The curve is expressed in R? (R = Ratio) on the x axis and in activity on the

y axis,

A p-C
100
50.0
0.00
R
1.00 3.51 6.09

PT-Based Fibrinogen

The ACL calculates the Fibrinogen value, expressed in mg/d! on the basis
of a calibration curve which correlates in linear fashion the concentration of
Fibrinogen with R of Delta (as shown below).

* For example: Calibration curve

C(mg/dL
orgfL)
300
150
75
R
025 05 1
mg/d] Delta R
300 60 60 =1
60
150 30 30_ =05
60
75 15 15 =025
60
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The ratio between the patient values (in delta) for Fibrinogen and the first
point of Calibration Plasma (in delta) is used to obtain the corrispondent
value in mg/dL on the basis of the calibration curve (for example: N.P. 55
of Delta, patient 66 of Delta; 66/55 = 1.2; this value is used as Delta Ratio
to calculate the Fibrinogen concentration in mg/dL on the calibration
curve),

Chromogenics

Antithrombin 1ll, «-2-Antiplasmin, Plasminogen. ProChrom
The ACL calculates the activity of the listed parameters on the basis of the
relative calibration curve {4 of QOptical Density and Activity).

AT-IfANTIPLASMIN PLASMINOGEN
A% ake
100 100
50 50
25 25
oD, op.
Heparin

The ACL calculates the Heparin concentration on the basis of the
calibration curve (4 of Optical Density and U/mL).

HIGH CURVE LOW CURVE
u/mi u/mt
08 02
04 0.1
Q 0,0
o.D o.D

The sample activity is obtained as a A difference between the last 10
reading points {mean) and the first 10 reading points {mean).
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Note:

For AT-ll and Heparin the Delta is calculated after 30 seconds; for a-2-

Antiplasmin, Plasminogen and ProChrom after 60 seconds.

For the D-Dimer the ng/mL is calcuiated using the calibration curve done in

defta absorbance.

The following table summarizes the tests described above,

Parameters Measured Units Calculated Units
PT Seconds %; R or INR
FIB Delta Light Scattering mg/dL or g/l
APTT Seconds R

TT Seconds R

Single Factor Seconds Yo
Antithrombin 1l Delta Optical Density Yo

Heparin Delta Optical Density u/mL
Plasminogen Deita Optical Density %
a-2-Antiplasmin Delta Optical Density %
Pro-IL-complex Seconds %: R or INR
Hepatocomplex Seconds %:; R or INR
ProClot Seconds % R

FIB-C Seconds mg/dL or g/l
PROCHROM Delta Optical Density %

PROTEIN § Seconds %

D-Dimer Delta Optical Density ng/mL
APCR-V Seconds (TA and TQ) Ratio or NR

The display and printout of the calculated units depend on the instrumentat

and analytical conditions, summarized in the following table:
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Calibrated

Not Calibrated

PT Atutocal on with NP s % R/ANR # s R/INR #
without NP seconds seconds
PT Autocal off with NP s % R/NR# seconds
without NP seconds seconds
Fibrinogen with NP mgldL - g/l -
without NP —_— —
APTT* with NP seconds Ratio
without NP seconds
T with NP seconds Ratio
without NP seconds
Antithrombin I % AO,D. AQ.D,
Heparin Xa U/mL A0.D.
D-Dimer ng/mL AC.D. A0.D.
Factors High If Calibrated s % —
Hepann High U/mL AOQ.D, —
o-2-Antiplasmin % AQ.D, —
Plasminogen % AQ.D. —
ProClot s% R —_
FIB-C s mg/dL - g/l —
Factors High If Not Calibrated s —
Heparin High A0.D. —
a-2-Antiplasmin A0.0. —
Plasminogen AO.D. -
ProClot s —_
FIB-C s —_—
Prochrom Calibration % AOQ.D. —
Heparin Low compulsory % 40.D. —
Protein S (Analysis cycles s % —
Factors Low are rejected if s % —
the instrument is
not calibrated)
Pro-IL-complex with N.P. s % INR s
without N.P, s%R s
Hepatocomplex with N.P. $ % INR s
without N.P. s %R s
APCR-V § with NP seconds NR
without NP seconds Ratio

*

APTT and TT do not require calibration.

# [INRON andIS!have been keyed in during PT calibration procedure ofthe Reference

Data Program.

§ NPis required for NR calculation
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Flagging Limits
The flagging limits below represent the machine electro/mechanical
capability and not necessarily the range of the assay listed. Piease check
the package insert for each assay to obtain the range and the limitations of
the assay and procedures to follow outside linear ranges given in the insert

sheets.
Note:

In the table befow, the column titles “reverse” and “normal” indicate the
display appearance. if the result is within the flagging range listed, then the
display message is ‘normal” (black background/white words); however, if
the result fs above/below the flagging limits, then the display message is
“reverse” (white background/black words).

Display Reverse Normal Reverse e

PT < 15% 15-150% > 150% > 999%

Fibrinogen < 40 mg/dL 40-800 mg/dL > 800 mg/dL. > 999 mg/dL
<04 g/l 0.4-8.0 g/L. >8 gl >9.9 gL

Factors < 15% 15-150% > 150% > 999%

High Curve

Factors < 1% 1-15% > 15% > 998,.9%

Low Curve

Artithrombin I

a~-2-Antiplasmin < 15% 15-150% > 150% > 999%

Plasminogen

Prochrom

Hepann Xa and < 0.1 U/mL 0.1-1 U/mL >1 U/mL > 8,89 U/mL

Heparin High Curve

Heparin < 0.02 U/mL 0.02-0.3 U/mL > 03 U/mL >9.98 U/mL

Low Curve

Pro-IL-complex < 4% 4- 25% > 25% > 998%

4-150% * > 150%

Hepatocomplex < 8% 8-150% > 150% > 899%

ProClot < 10% 10-150% > 150% > 899%

Protein S < 10% 10-150% > 150% > 889

FIB-C <80 80-550 mg/dL > 550 >999 mg/dL
<086 0.6-5.5 g/L >55 >9.9 g/l

D-Dimer < 150 ng/mL 150-1050 ng/mL. > 1050 ng/mL>9989 ng/mL

D-Dimer offset - 0-085 > 0,85 indicated as >>>

= represents the higheroperating limit ofthe system
— represents thelower operating limit of the system
*  IfCalibration Plasma 100% is present on the sample tray

re Reverse format < 0.980

Normma! Format 0.980 - 1.000
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The ACL provides indications conceming the linearity of the calibration
curves.

Best results are obtained when the 2 is within the range 0.980 and 1.000.
When the r? value is lower than 0.980, it is displayed in reverse.

If i appears in reverse, it is advisable to verify the appropriate graphs to
determine the acceptability of the values read.

CV and r? in Calibration Cycles
The range of the CV values for PT and FIB calibration are:

PT FIB
NP (100%) CV<1.5% CV < 8.0%
NP ( 50%) CV < 2,0% CV < 12.0%
NP { 25%}) CV < 2.0% CV < 12.0%

if the relative coefficient of variation (CV) of a mean is outside the range,
the CV is presented in reverse,

PT and Fibrnogen calibrations may be accepted if the flagged CVs are less
than or equal to 1.0% greater than the specifications as stated above and
the r? is within the acceptabie limits,

AT I HPX
NP (100%) CV < 8.0% CV < 1.5%
NP ( 50%) CV < 6.0% CV <2.0%
NP ( 25%) CV < 4.0% CV < 6.0%
PCX
NP (100%) CV < 2.0%
NP ( 25%) CV < 3.0%
NP ( 12.5%) CV < 4.0%
NP { 6.25%) CV < 6.0%
FIB-C
NP (150%) CV < 1.5%
NP (100%) CV < 2.0%
NP ( 50%) CV < 2.5%
D-Dimer
NP (1000) CV < 4.0%
NP (500) CV < 6.0%
NP (250) CV < 10.0%
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7.7 Output VDU and Printer

Test Unit Dimension

PT (single and double) Seconds xoocx with floating point

% xxx fixed
R/INR ook with floating point
FIB (single and double) mag/dL. xox fixed
o/l xocx fixed
APTT/TY (single and Seconds oo with floating point
double} Ratio oo with floating point
Factors (Extrinsic and Seconds x0cx ho decimal point
Intrinsic Pathways) % xxx high curve (fixed)
xx.x low curve (fixed)
AT 1ll - Plasminogen O.D. xooxx fixed
o-2-Antiplasmin Yo xox fixed
Prochrom
Heparin Xa 0.D. xooxx fixed
Heparin U/mL xxx fixed
Pro-IL-Compiex Seconds xxox with floating point
Yo xoox fixed
R/INR xoox with floating point
Hepatocomplex Seconds xo00c with fioating point
% xxx fixed
R/INR oo with floating point
ProClot Seconds/R o with floating point
% xooxx fixed
FIB-C Seconds xx.x fixed
mg/dL xxx fixed
a/l xxx fixed
Protein S Seconds soocx with floating point
% xxx fixed
D-Dimer 0.D. xo0x fixed
ng/mL x.)0x fixed
offset xacx fixed
APCR-V Seconds xooot with floating point
Ratio xoor with floating point
Note:

Floating point means that the point in the decimal format can be in any of
the x positions.
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7.8 Particular Indications

Test

Indication

Possible Explanation

PT

No Coag

Coag Error

Normal plasma value
dispiayed in reverse

The sample does not coagulate
within the programmed acquisition
time.

Read the sample in Extended time
(See PROG - ACQUISITION TIME).
- Fibrinogen < 60 mg/dL

- Already coagulated sample
Normal Plasma out of range with
respect to the reference data.
{Range = 8% of the reference value).
Results expressed in % and R/INR
are not given,

FIB

*** on the sample

Vaiue > 8BGO mg/dL
on the sample, in
reverse

Normal plasma vafue
displayed in reverse

Sample value in the
range 40-800 mg/dL
displayed in reverse

No Fib is given on the
sample. Normal
Plasma is in range.

PT of the patient are
given in seconds, %,
R/ANR.

No Fib is given on the
sample. Normal
plasma is in range.
PT of the patients are
given in seconds, %,
RANR.

The Fib value is > 898 mg/dL.
Dilute the sample 1:2 with sample
DIL to enter the operating range of
the instrument.

Diiute sample 1;2 to enter the
operating range of the instrument.

Normal Plasma out of Q.C. range.
(Range = 20 % of the reference
value),

The fibrinogen values of the samples
are not reported,

(f the PT time is prolonged, the clot
may not be completely stabilized.
Read the sample in the Extended
time {See PROG-ACQUISITION
TIME}),

if the PT time of the sample is
extremely prolonged (in seconds) the
clot may not be completely
stabilized.

Read the sample in Extended time.
(See PROG - ACQUISITION TIME)

Light scatiter exceeds the maximum

readable limit of the amplifier.

a)  Analysis mixture is very turbid
and initially exceeds the
readable limit

b)  During clot formation the curve
exceeds the readable limit.

Dilute the sample 1.2 to enter the

operating range of the instrument and

multiply results by 2.
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APTT

No Coag

Coag Error

Nomnal plasma value
displayed in reverse

The sample does not coagulate

within the maximum end time, Read

the sample in Extended time (See

PROG-ACQUISITION TIME),

- Fibrinogen < 60 mg/dL

- Already coagulated sample

Normal Plasma out of range with

respect to the reference data.

{Range * 15 % of the reference
value).

Results expressed in Ratic are not

given.

TT

No Coag

Coag Error

Normal Plasma value
displayed in reverse

The sample does not coagulate
within the acquisition time, Read the
sample in “Extended time”.

(See PROG-ACQUISITION TIME).
- Fibrinogen < 60 mg/dL

- Already coagulated sample
Normal Plasma out of range with
respect to the reference data.
(Range + 20 % of the reference
value),

Results expressed in Ratio are not
given.

Factors

0%

-0~

Coag Error

Value < 0.5% {since no decimal
points are displayed the number is
rounded off}.

This message is displayed when no
coagulation occurs.

Already coagulated sample

Double
Test

All indications for
PT-FIB, APTT and TT
in single are valid.

Mean in reverse

No Mean

See relative explanations.

- Difference of the two values with
reference to the mean is higher
than =5 %.

-One or two values are fiagged but
numerical.

- For FIB only
If the PT mean is printed in reverse,
the FIB mean will be printed in
reverse too.

-if the difference of the two values
with reference to the mean is higher
than + 10 %, the mean will be
printed in reverse.

-One or two values are: Not Coag,
Coag Error, Overfiow or Underflow.
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PCX 0% Value < 0.5% (since no decimal
points are displayed the number is

rounded off},
-0- This message is displayed when no
coagulation occurs,
Coag Error Already coagulated sample
HPX 0% Value < 0.5 (since no decimal points
are displayed the number is rounded
off).
-0- This message is displayed when no
coagulation occurs,
Coag Error Already coagulated sample
ProClot -0~ This message is displayed when no
coagulation occours,
Coag Emor Already coagulated sample
Not Coag Sample with high activity.
Perform additional diiutions.
D-Dimer  Value in ng/mL The sample is below 150 ng/mL
fower than 150 in and it is below the cutoff value and
reverse in the normal range, Refer to the
insert sheet of the kit for additional
information,
Value in ng/mL The sample is higher than 1050
higher than 1050 in ng/mL and needs to be diluted
reverse according to the indications reported

in the insert sheet. Values need to be
multiplied according to the insert
sheet declaration.

Offset reported Sample may have a D-Dimer higher

as ">>>»" than 1050 ng/mL and needs to be
diluted according to the indications
reported in the insert sheet as for the
previous case, Values need toc be
multiplied according to the insert
sheet declaration,

Fibrinogen value

The Fibrinogen value displayed depends on the PT value in seconds. If the
PT time is very long, the clot may not completely stabilized. The
Fibrinogen value is displayed according to the following table.

ACQUISITION TIME: 55 SECONDS

FIB sampie value Normal Format Reverse Format No value Presented

PT sample value < 2.2 fimes 22to2.8times > 2.8 times
N.P.=100% in sec  N.P. value N.P. value in N.P. value
in seconds seconds in seconds

For example:
N.P.=12 sec < 26.4 sec 26.4 sec to 33.6 sec> 33.6 sec
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ACQUISITION TIME : 110 SECONDS

FIB sample value Normal Format Reverse Format No value Presented

PT sample value < 2.8 times 2.8 to 5 times > 5 times

N.P.=100% in sec N.P. value N.P. value in N.P. value
in seconds seconds in seconds

For example:

N.P. =12 sec < 33.6 sec 33.6 sec to 60 sec > 60 sec

ACQUISITION TIME: 165 SECONDS

FIB sample value Normal Format Reverse Format No value Presented

PT sample value <5 times 5to 9 times N.P. > 9 times

N.P.=100% in sec N.P. value value in seconds N.P. value
in seconds in seconds

For example:

N.P. =12 sec < 60.0 sec 60.0 sec to 108 sec > 108 sec

VDU Indications for not Calibrated Situations
No liquid in POOL position

No liquid in DIL position

1* standard out of range (Not Coag or Coag Error)

Insufficient data:

- In PT or FIB when there are less than 4 valid determinations for each
dilution (Not Coag or Coag Error)

- In Single Factors, Chromogenics and Special Tests when the second
and third standards are both out of range (Not Coag or Coag Error)

Calculation error

Slope out of range.

Slope Curve (m) for Calibrated/Not Calibrated
Situations

Test Name Calibrated Not Calibrated

PT 0<m<0.2 m > 0.2 m<0

FIB (mg/dL) 0<m<1000 m> 1000 m<0
(g/L) 0<m<10 m> 10 m<0

Factors (Ext. and Int.) High Curve 20<m<0 m<-20 m=>0

Factors (Ext. and Int.) Low Curve -30<m<0 m <-30 m=>0

AT lll; o-2-Antiplasmin -2000<m<0 m<-2000 m>0
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Heparin 200<m<0 m < -200 m=>0

Plasminogen 0<m=<1000 m2>1000 m<0

Pro-IL.-Complex -12<m=<0 m=<-12 m>0
(Cal. Curve 25%-12.5%-6.25%)

Pro-IL-Complex O0<m<0.17 m > 0.17 m=0
{Cal Curve 100%-25%)

Hepatocomplex 0<m=<0.35 m>0.35 m=<0
ProClot 0<m<200 m=<0 m > 200
FIB-C -i0<m<0 m=<-10 m>0
%:hrom 0<m<1000 m=<0 m > 1000
Protein S D<m<10 m=<0 m=>10
D-Dimer 3000<m=<B8000 m=<3000 m>8000
Note:

For factors and chromogenics cycles, the curve can be outlined on the
basis of two points (100% and 50% or 100% and 25%); the graph wili have
a variable scale.

7.11 Intercept in Calibration Curves
In all tests which require a calibration curve (PT-FIB, Factors, Chromogenic
Tests and Special Tests) an optimization of the curve is done so that the
first point {intended as first dilution) lay on the calibration curve.
The relation between x and y can be summarised as follows:

d .

.

e Y=mX+q
where:

e g=Y-mX

This function is used to display the graph on the video.
When the curve is traslated on the first point a new q is calculated as
follows:
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e g=Y-mX

In cases of cycles that require cafibration all sample results are calculated
on the new calibration curve.
This means that the curve passing through the first calibration point has the
same slope (m) but a different intercept from the original calibration curve,

|
g

Ranges for Calibration Plasma Value insertion

Cycle Default Range
Factors High Curve 100% 70%-130%
Factors Low Curve 6.25% 4,3%-8.2%
Heparin High Curve 0.8 U/mL 0.64-0.96 U/mL
Heparin Low Curve 0.2 U/mL 0.16-0.24 U/mL
Antithrombin 1l 100% 70%-130%
alpha-2-Antiplasmin 100% 70%-130%
Plasminogen 100% 70%-130%
Prochrom 100% 70%-130%
Pro-IL-Complex 100% 70%-130%
Hepatocomplex 100% 70%-130%
Proclot 100% 70%-130%
Protein-S 100% 70%-130%
Fib PT-based 0 200-450 mg/dL
0 2,045 glL
Fibrinogen-C 0 200-350 mg/dL
0 2.0-3.5 g/l
D-Dimer 1000 950-1050 ng/mL
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7.13 Measuring Ranges of all the Coagulometric and
Chromogenic Parameters

Measuring Ranges of all the Coagulometric Parameters

Coagulometric Acquisition Maximum Total

Tests time for each end time cycle
data point with 18 samples time
{mseconds) {seconds) (seconds)

PT/FIB Cal 100 62 332

PT/FIE Analysis 100 62 332

APTT 100 70 424

T _ 100 60 200

PT-FIB/APTT 100 62 502

TT/APTT 100 60 440

Single Factors

Extrinsic Pathway 150 169 500

Cal + Analysis

Single Factors

Intrinsic Pathway 150 169 563

Cal + Analysis

Factors Extrinsic 150 169 510

Pathway High

Analysis

Factors Extrinsic 150 169 510

Pathway Low

Cai + Analysis

Factors [ntrinsic 150 169 690

Pathway High

Analysis

Factors Intrinsic 150 169 690

Pathway Low

Cal + Analysis
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Coagulometric Acquisition Maximum Total

Tests time for each end time cycle
data point with 18 samples time
{(mseconds) (seconds) (seconds)

Extended

PT/FIB 150 169 440

APTT 100 119 524

TT 150 167 407

Notes:

. Maximum end time = blank time + reading time.
- The extended time is avaitable for PT-FIB, APTT and TT in single and

in double.

- Itis not available for combined tests (PT-FIB/APTT and TT/APTT).

During the installation of the ACL, it is possible to select the long APTT
acquisition time if required.

The measuring ranges are:

Coagulimetric Acquisition Maximum Total

Tests time for each end time cycle
data point with 1B samples time
{mseconds) {seconds) {seconds)

APTT Long Standard 100 119 568

APTT Long Extended 250 249 698

PT-FIB / APTT 150 169 609

TT/APTT 150 169 547
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Measuring Ranges of all Absorbance Parameters

Absorbance Acquisition Maximum Total
Tests time for each end time cycle
datz point with 18 samples time
(mseconds) (seconds) (secands)
Antithrombin ili * 100 30 360
Heparin Xa 100 30 360
Heparin 100 High 30 360
Low 30
Plasminogen 100 60 380
a-2-Antiplasmin 100 60 390
Pro-Chrom 100 90 420
Fibrinogen-C 100 a0 330
D-Dimer 250 300 520

* Calibration and analysis

Note:
Total time does not include printing time,

Measuring Range of all Special Tests

Special Tests Acquisition Maximum Total
time for each end fime cycle
data point with 18 samples time
(mseconds) (seconds) {seconds)

Pro-IL-Complex * 250 299 660

Hepatocomplex * 200 224 580

Proclot 250 244 468

Protein-S 200 220 550

APCR-V 200 220 750

~ Calibration and analysis

Note:
Total time does not include printing time.,
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714 Maximum End Time for Coagulometric and
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Chromogenic Tests
The coagulometric reading is represented in the foliowing diagram:

INTER-RAMP DELAY | ACQUISITION
INTERVAL TIME TIME
RAMP | RAMP RAMP
0.4s 0.4s # Q.4s

Delay time is 1 second for TT, 3 seconds for all others coagulimetric cycies

The ramps and the interval between ramps are present in ali coagulometric
cycles,
The delay time before the acquisition is present only in some cycles.

See the following table.

Tests Blank Time Acquisition Maximum
(seconds) Time (seconds) End Time
Ramps + Delay {seconds)

Interval Time

PT 4 - 58 standard 62
{single and double} 4 - 165 extended 169
APTT - Short 4 - 66 standard 70
{(single and double) 4 - 110 extended 114
TT 2 - 58 standard 60
(single and double) 2 - 165 extended 167
PT-FIB/APTT 4 - 165 169
{(single and double)

TT/APTT 2 - 165 167
Single Factors 4 - © 165 169
ExtrJintr.Pathways

{High and Low curve)

Pro-[L-Complex * 4 20 275 299
Hepatocomplex * 4 - 220 224
ProClot 4 20 275 289
Protein-S 4 - 220 224
APCR-V 4 - 220 224
*Calibration and analysis
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Note:
The numbers in the blank time and maximum end ime columns are
rounded-off to the nearest whole numbers.

Tests Blank Time Acquisition Maximum
{seconds) Time (seconds) End Time
Ramps + Delay {seconds)

Interval Time

APTT - Long 4 - 115 standard 119
(single and double) 4 - 245 extended 249
Note:

The APTT ACQUISITION TIME (short or long) can be selected from
Service Menu during the instaiiation,

The absorbance reading is represented in the foliowing diagram:

ACQUISITION
TIME

0.45 0.4s
Acquisition ime s 30 seconds for Antithrombin-lil and Heparin, 60 seconds

for alpha-2-Antiplasmin and Plasminogen, 90 seconds for ProChrom and
90 seconds for Fibrinogen-C.,
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Parameter Correlation

Correlation Y X
PT Linear 1/Activity Ratio (cal, sec.)
Fibrinogen Linear C (mg/dL or g/L) Ratio (A L.S.)
Factors Log Activity Ratio (cal. sec.)
AT-1
Plasminogen Linear Activity A O.D.
ProChrom
a-2-Antipiasmin
Heparin Linear C (UimL) A O.D.
Pro-lL-Complex Log/Log Activity R
25%-12.5%-6,25%
Pro-IL-Complex Linear 1/Activity R
100%-25%
Hepatocomplex Linear 1/Activity R
Prociot Quadratic Activity R?
Fibrinogen-C Log-Log/lLog C (mg/dL or g/L) seconds
Protein-S Linear Activity seconds
D-Dimer Linear 1/C (ng/mL) A 0O.D.

Analytical Characteristics

imprecision in Calibration Cycles
Within rotor

CV (PT)= 100%<  1.5%
50% <

25% < 2%

CV (Fib)= 300 mg/dl. <
160 mgidl. < 12%
75mg/dL <

Imprecision in analysis using a pool of fresh plasma

CV (PT) < 1% (within rotor) < 1.5% (between rotors)
CV (FIB) < 6% (within rotor) < 8% (between rotors)
CV (APTT) < 2% (within rotor) < 2% (between rotors)
CV (m < 2% (within rotor)
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7.17

7171

7.17.2

WARNING

7173

Limitations

Carry-over

Sample carryover on the ACL Family has been determined to be less than
0.5 % by volume,

In most situations the inaccuracy attributed to this carryover is well within
the normal imprecision of the method and therefore not statistically or
clinically significant.

The following exceptions have been found to be statisticaily but not
clinically significant:

When testing a plasma sample (PT or APTT) from a patient with a severe
factor deficiency (< 10 %) immediately after a normai sample, statistically
significant contamination can be observed,

Normai samples assayed immediately following unusually high heparinized
samples (> 10 U/mL) or samples from patients undergoing aggressive
factor replacement therapy may exhibit statistically significant
contamination,

Note:

The amount of contamination will not shift an abnormal sample resuft into
the normal range (i.e. not clinically significant).

Contaminating sample (Factors or Heparin)

For a sample suspected of containing high levels of Factors or Heparin, the
following method is recommended:

In the duplicate mode for APTT or PT/FIB place the suspected deficient or
heparin sample in cup # 1.

Place reference emulsion or factor diluent in the pool position,

Place HCI (Hydrochloric Acid) in positions 2 and 4.

Place deionized water in positions 3 and 5.

The remaining sample workioad can be placed in the remaining cup
positiens (6 - 9),

No calculated results {i.e. ratio, INR, % activity and fibrinogen) will be
reported.

Contaminated sample (Factors or Heparin)

For samples suspected of having been contaminated in a previous run by
the sample preceding them in the run (because the contarninating sample
had high levels of Heparin or Factors), the following method is recom-
mended for rerunning the sample remaining in the cup.

Note:
Carry-over contamination would onfy occur in the aspirated sample. Con-
tamination in the sample cup should be minimal.

Instrumentation Laboratory
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7.17.4

7.18

719

Instrumentation Laboratory

In the duplicate mode for APTT or PT/FIB, place the non-deficient or non-
heparinized recipient sample suspected of contamination in cup # 1.

The remaining sample workload can be placed in the remaining cup
positions (2 - 9),

Cephalin needles conditioning

When a test with cephalin (in any combination) is preceeded by a cycle
with thromboplastin (PT, Extrinsic Pathway, Single Factor of the Extrinsic
Pathway, Pro-IL-Complex, Hepatocomplex or Protein-S), the intemal
needle aspirates 30 pL of cephalin from reagent reservoir 2, followed by 80
ul. of an air bubble.

The aspirated reagent is immediately discarded into the waste reservoir.
This step is repeated three fimes to prepare the needle ("needle
conditioning) for the cephalin,

{ ipemic Samples

Lipemic specimens may be cleared and retested on the ACL system. If a
lipemic sample is tested on the ACL analyzer, the turbidity can mask the
actual quantity of fibrinogen present by interfering with detected light
scatter. However, a linear relationship between turbidity and expected
fibrinogen values has been found and a correction has been introduced on
the basis of the initial offset calculation of the sample.

Primary Tube Characteristics
The ACL can accept two kinds of primary tubes:

Class Anticoagulant Drawn Blood Total
Volume Volume Volume

a)13x75 0.5 mL 4,5 mL 5 mL

b) 13x 75 0.35 mL 315 mbL 35mL

Tests performed on the above mentioned tubes have demonstrated the
following:

Primary Tubes Type a
Considering a drawn blood volume of 4.5 mL {nominal value), the ACL can
aspirate plasma within a tolerance of +10 - 20 %.

In the case of maximum sample collection (4.5 mL + 10 %), plasma can be
correctly aspirated if the hematocrit is < 70 %.
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Primary Tubes Type b
Considering a drawn blood volume of 3.15 mL (nominal value), the ACL
can aspirate plasma within a tolerance of + 10 - 20 %.

In the case of maximum sample collection (3,15 mL + 10 %), plasma can
be comectly aspirated if the hematocrit is < 70 %,

Values indicated in the above specifications may be slightly influenced by
the following variables:

- internal diameter of primary tubes (this can vary from producer to
producer and from lot to iot)

- preduction date of primary tubes (the level of vacum decreases close to
the expiration date}.

Instrument Characteristics
Cooling temperature of reagent reserveirs ; 13.5+1.5°C

Measuring chamber temperature : 37x1°C at ambient temp
from 15 to 32°C

Stirrer magnet for reservoirs 1 and 2 : (10x5 mm dia)
magnet 250 rpm

Number of rotors in rotor compartment  : maximum 10
21 column thermal printer

Fuses (2) : 2,5A (for 220-240 Vac nom.)
5 A (for 100-125 Vac nom.)

impermeable keyboard
Coagulometric channel light source : Light emitting diode = A 660 nm

Chromogenic channel light source : Halogen Lamp
. (with filter = 405 nm) *

Data transmission: the ACL is provided with an output for interface with two
RS 232C: one for the HOST and one for the RESEARCH PROGRAM.

One output is available for the hand-held Bar Code Scanner.,
One output is available for the exteral printer.

Structure of expanded polyurethane, structural forming type for direct
mounting of all internal elements.

Dispensing with pistons (of stainless steel, contained in an acrylic
structure),

Diameter of waste tube on left side of the instrument: 12 mm,

Instrumentation Laboratory



ACL 6000 /7000 Operalor & vandal

e Two different sample trays:

- sample tray for cups and primary tubes (13 mm x 75 mm) with a total
filling voiume of § mL

- sample tray for cups and primary tubes (13 mm X 75 mm) with a total
filling volume of 3.5 mL

» Reagentreservoir. 3 Macro with covers and 3 Micro.
« Two five blade cooling fans with dust filter.

s 9" video with white phosphors.

Note:
* Optic path for chromogenic channef is 0.5 cm.

7.21 Ambient Conditions
The instrument has been built for inside use.

Category
e Category i

Pollution degree
« Pollution degree 2

Ambient Conditions for transport and storage
e« T°C=+41t0+45°C

e RH =upto 95% (non-condensing)
e BP =300 to 1060 mbar.
e Altitude = up to 3300 meters.

0

Functional ambient conditions
e T°C=+151t0+32°C

s« RH =upto85% (non-condensing)
« BP =500-1060 mbar.
e Alfitude = up to 3000 meters.
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Safety limit ambient conditions
¢ T°C=+5°C to+40°C

¢ RH =upto 85% (non-condensing)
e« BP =500-1060 mbar.
s  Altitude = up to 3000 meters.

7.22 Electrical Characteristics

Frequency {Nominal) Voltages (Nominal)

50, 60 Hz, 100V, 110-125V, 220-240V
» Voltage Tolerance 12 10%
» Freguency Range :50-60

» Power Consumption : 300 Watt

7.23 Dimensions

Maximum dimensions

The ACL can be installed with ease in any standard laboratory. The
dimensions are as follows:;

= Total height :45 cm
» Height of analysis surface :21em
+  Width 75 cm
e Depth 169 cm
¢ Weight 152 Kg
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7.24 Performance Characteristics

Instrumentation L aboratory

With-in run precision
A precision run was performed on an ACL 68000 and ACL 7000 using 3
control levels (4 for the PTs):

IL Test PT-Fibrinogen, IL Test PT-Fibrinogen HS, IL Test PT-Fibrinogen
HS PLUS, IL Test APTT-C, IL Test Pro-Chrom and IL Test Protein S,
Three levels of controis were analyzed (four levels in the case of the PTs).
The data were collected during in-house studies.

Reagent level n mean SD %CV
PT Normal 18 12.0 0.11 0.88
{seconds) Abn | 18 16.9 0.12 0.71
Abn |l 18 28.1 0,28 1.00
Low Fib 18 14,4 0.15 1.05
PT HS Normal 18 12.5 0.08 0.67
(seconds) Abnl 18 20.7 0.20 0.95
Abn (1 18 41.0 0.98 2.39
Low Fib 18 15.8 0.12 0.77
PT HS+ Normal 18 13.7 0.13 0.92
(seconds)} Abnl 18 27.3 0.40 1.45
Abn 18 54.2 122 2.25
Low Fib 18 17.1 0.27 1.58
PT-Fib Normal 18 275 8.9 3.26
{mg/dL) Abn | 18 287 14.6 5.09
Abn 1 18 270 12.7 4,71
Low Fib 18 108 8.0 7.40 .
PT-Fib HS Normal 18 265 7.8 2.95
{mg/dL) Abn | 18 298 11.1 3.72
Abn Il 18 281 14.1 5.00
Low Fib 18 94 9.7 10.4
PT-Fib HS+ Normal 18 269 19,3 7.16
{mgf/dL) Abn | 18 307 19.7 6.43
Abn Il 18 277 14,8 5.33
Low Fib 18 103 7.4 7.19
APTT-C Normal 18 24,6 0.16 0.64
(seconds) Abnl 18 44,2 0.41 0.93
Abn 1l 18 58.4 0.69 1.18
Pro-Chrom Normal 15 78 141 1.81
(% ) Abn | 15 53 0.98 1.87
Abn [l 15 22 0.74 3.28
Protein §  Normal 16 107 2.41 2.25
(% ) Abn | 16 56 1.41 2.50
Abn I 16 26 0.77 2.96
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Precision % Activity

IL Test ATIN
Three levels of controls were tested in triplicate twice a day for 5 days (10
runs; n=30) on an ACL 6000 System.
ACL 6000
Sample Overall Within Run | Run to Run Day to Day Total
Mean SD T%CV] SD [%CV] SD | %CV| 8D [ %C
NCP 81.6 1.69 2.07 2.52 3.09 1.88 23 3.42 4.19
ABN I 50.9 2.61 5.14 1.53 3.02 1.67 3.28 3.37 6.61
ABN I 24.6 2.71 11.01 | 3.91 15.88 0 0 4.1 16.66
IL Test ProClot
Three levels of controls were tested in triplicate twice a day for 5 days (10
runs; n=30) on an ACL 6000 System.
ACL 6000
Sample Overall Within Run | Runto Run | Day to Day Total
Mean SD [%CV] SD [%CV | SD [ %CV | SD | %CV
NCP 88.6 284 | 321 | 466 | 5.25 0 0 483 | 5.46
ABN | 57.05 2.83 4.95 0 0 1.72 3.02 3.21 5.63
ABN II 18.825 1.15 6.11 1.24 6.61 0.51 2.71 1.72 9.15
Factors
Fifteen replicates of normal control plasma were used for one run on the
ACL 6000.
Extrinsic Pathway - high curve, PT-Fib reagent
Deficient Plasma | Instrument Mean SD %CV Ref. range (%)
Factor 11 ACL 6000 105 4.22 4.04 78-118
Factor V ACL 6000 99 1.95 1.98 82-122
Factor VII ACL 6000 90 2.99 3.31 75-115
Factor X ACL 6000 103 1.55 1.50 84-124
Intrinsic Pathway - high curve, APTT-C reagent*
| Deficient Plasma | Instrument Mean SD %CV Ref. range (%)
Factor VIII ACL 6000 101 2.37 235 91-131
Factor IX ACL 6000 96 2.54 2.77 79-119
Factor XI ACL 6000 81 2.47 3.04 68-108
Factor XII ACL 6000 77 1.91 2.47 62-102
NOTE:

APTT-C is only distributed in U.S. and Canada.
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Stored Calibration Stability

The ACL 6000 and ACL 7000 stored calibration cycle was tested for the
Factor Deficient Plasma, IL Test Fibrinogen-C, IL Test AT I, L Test
Heparin (Xa), IL Test Plasminogen, and IL Test a-2-Antiplasmin. The
stability results of the testing are shown in the table below,

Description Stability
Factor |l Deficient Plasma 5 days
Factor V Deficient Plasma 5 days
Factor VII Deficient Plasma 5 days
Factor VIl Deficient Plasma 5 days
Factor IX Deficient Plasma 5 days
Factor X Deficient Plasma 5 days —
Factor X| Deficient Plasma 5 days
Factor XII Deficient Plasma 5 days
|L Test Fibrinogen-C 1 day
(L Test AT-I! 5 days
IL. Test Heparin (Xa) 1 day
[L Test Plasminogen 30 days
iL Test o-2-Antiplasmin 7 days
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7.25

7.251

7.25.2

7.253

7.25.4

Hazards

Warning

Do not connect the analyzer to power before verifying correct voltage
sefting. The analyzer can be used with a power (mains) voltage of 90-137
VAC or 198-264 VAC (50/60Hz). Verify the voltage of the local power
(mains) to be used. Check the voltage select Jabel, located on the
backplate on the analyzer. Listed are the nominal ranges of 100-125 (for
90-137 VAC input) and 220-240 (for 198-264 VAC input). Be sure the
analyzer is correctly set for the power (mains) being appiied. Always plug
the analyzer intc a grounded outlet,

Allow at least 6" (15.24 cm) of clearance on the sides, back, and top of the
analyzer to ensure proper cooling.

This equipment has been tested and found to comply with national and
international EMC and RFI requirements, These requirements are
designed to provide reasonable protection against harmful interference
when the equipment is operated in a commerical environment. This
equipment generates, uses and can radiate radio frequency energy and, if
net installed and used in accordance with the manufacturer's instructions,
may cause harmiul interference to radio communications. Operation of this
equipment in a residential area may cause harmful interference in which
case the user will be required to correct the interference at his own

expense,

Personnel Shock Hazard

Operating technictans and maintenance personnel are urged to follow
sound electrical safety practices at all times. Although alf exposed metal
parts of the analyzer are at ground potential (zero volts), never touch them
with one hand while also touching a plumbing fixture, radiator, AC-operated
device or other grounded object with the other hand.

Danger

Before opening the analyzer, remove the power cable from the power
outiet. Do not replace components or atternpt any repair with the analyzer
switched "on". Do not operate the anaiyzer in an atmosphere containing
explosive gases; components of the analyzer could possibly generate
sparks,

Cautions to protect workers from biohazard

When working with human serum, all accessible parts of the analyzer must
be considered biohazardous.

Gloves and protective body clothing should be wom during operations.

Instrumentation Laboratary
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The surface of the analyzer should be examined frequently for visible
contamination and decontaminated if necessary according to the procedure
described in chapter 10 (Decontamination Procedure).

Sample tray which contains sample cups or tubes should be handled with
caution to prevent spillage of specimens.

Avoid spilling fluid on or into the analyzer at any time.
Spills shouid be wiped up promptly.

The pipette tip trays, sample tray and the waste drawer should be routinely
disinfected (Refer to Chapter 5 Maintenance and Chapter 10
Decontamination Procedure).

See also NCCLS [17-P vol. 11 No. 15: Protection of Laboratory Workers
from Instruments Biohazard, 1991.
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Sample Collection and Storage

8.0

8.1

8.2.1

Instrumentation Laboratory

Introduction

A detailed procedure for collection, transport and preparation of plasma for
coagulation tests is necessary because important diagnostic and
therapeutic decisions are based on the results of these tests. Many
variables, e.g. the type of anticoagulant, the storage of the sample and the
type of container for the blood, are all important because they affect the
analytical results. The following procedure is a standard for any coagulation
test.

This description gives general procedures for the collection of blood
samples from the patient, for their transport from the collection site to the
laboratory, for their handling and their storage in the laboratory.

Plasma Collection

Venous blood must be withdrawn with minimum stasis using a plastic
syringe or in a test tube as recommended by NCCLS Document H21-A3,

For all tests concerning control of haemostasis with the exception of the
platelet count, the prefered anticoagulant is trisodium citrate at the
concentration recommended in the NCCLS Document H21-A3 in proportion
of 1 volume of citrate to 9 volumes of blood.

The correct concentration of the anticoagulant is fundamentally important to
the precision of the resuits. References to the NCCLS Document H21-A3
may be followed when adjustments to the Citrate concentration are
required.

Plasma Separation

During collection and centrifugation of the sample, hemolysis must be
avoided. The passage of red cells, whose phospholipid surfaces have
thrombopiastin activity, causes a change in coagulation times. For these
reasons the samples should be centrifuged as soon as possible as
recommended by NCCLS Document H21-A3.
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For plasma storage please refer to the NCCLS document indicated in the
Reference at the end of this chapter.

Calibration Plasma

ACL operative conditions require the utilization of a pool of normal plasma
(calibration plasma), the main purpose of which is to check the whole
system (instrument + reagents).

IL Test Calibration plasma consists of a lyophilized pool of normal human
plasma, the characteristics of which are exactly the same of those of a pool
of fresh normal human plasma.

A lyophilized product is more stable and can be more easily used and
stored.

The Calibration plasma is used on the ACL in the following way:
1) To construct a calibration curve where needed.

2) To check and monitor assay conditions within the entire system during
analysis.
For PT, PT-based Fibrinogen, APTT and TT, the Calibration plasma
value should be within the reference range stored in the ACL memory. If
it is out of range or missing, message flags will be given to the operator.

Preparation
Please refer to the package insert sheet.

Assignment

The Calibration plasma differs from a normal control plasma because it is
used to construct the calibration curve and to monitor precision and
accuracy of the system (instrument + reagents).

That means that the Calibration plasma has a target value which is the
reference value of all tests.

The Normal control plasma will have an acceptability range centered on the
mean value, not a target value, for all tests.

Calibration plasma should have an activity close to 100%, while the Normal
control plasma should only be within the assigned reference range.

The Normal and Abnormal control plasmas can be used randomly as part
of an internal quality control program to verify the analytical performance of
the system (instrument + reagents).
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The target value of the Calibration plasma, indicated on the insert
sheet, is determined using a number of analyses, carried out on
different instruments.

In order to counterbalance any possible iaboratory-to-laboratory
variation, it is advisable to calculate PT, APTT and TT times {seconds)
for each lot of Calibration plasma, and use them as reference values
under your own conditions.

We suggest the following procedure:

- Carry out, a minimum of 5to a maximum of 10 APTT and TT determi-
nations.

Caiculate the mean value and key it in the Reference Data frame.

- For PT, the titre wiil correspond 1o the vaiue, in seconds, of 100%.
Once the calibration has been accepted, it is automatically memorized
in the "Reference Data" frame.

Fibrinogen: Key in the value reported on the insert sheet of the Calibration
plasma. This value, once the calibration has been accepted, is
automatically stored in the "Reference Data" frame.

The above procedure must be carried out whenever the fot of the
Calibration plasma or ather variables {(reagents lot, rotors 1ot letter,
etc.) which require a new calibration of the instrument change.

References

NCCLS document H21-A3

Collection, Transport and Processing of Blood Specimens for Coagulation
Testing and Performance of Coagulation Assays - Second Edition -
Vol.18 No. 20 - December 1998

ECCLS Vol. No. 1
Standard for Specimen Collection

NCCLS document H3-A3
Procedures for the Collection of Diagnostic Biood Specimens by
Venipuncture - Third Edition - Vol. 11 No. 10 - July 1991
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9.0 Expendable Material

9.1

Instrumentation Labaratory

The ACL coagulometer is shipped with some expendable items,

Reagent Reservoirs
There are different types of reagent reservoirs:

Macro : usable volume 8 mL, total volume 10 mL

Micro 1 {TT) : usable volume 2 mL, total volume 2.5 mL

Micro 2.3 (E, 8) : usable volume 1.5 mL, total volume 2 mL

Each reservoir has an indication describing the test for which it should be

used.

Position on ACL

Macro PT-FIB, HPX, PCX with cover 1

Macro APTT with cover 2
Macro CaCl, with cover 3
Micro 1T 1
Micro E 2
Micro S 3

3

Macro TT and CLEAN with cover

For the micro types E and S there are five alternative uses:

AT 1I, Heparin, Plasminogen, alpha-2-Antiplasmin and Pro-Chrom
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8.2

9.3

9.4

9.5

9.6

Packs for sales:

1. MACRO PT 2 pcs
2. MACRO APTT/CaCl, 1+1 pcs
3. MICROTT 2 pcs
4, MICROE+S 1+1 pes
5. MACRO PCX/HPX 2 pes
6. MICRC CLEAN + FIB-C 1+1 pcs
7. MACRO TT + CLEAN 2 pcs
8. MICRO PT 2 pcs
9. MICRO APTT/CaCl, 1+1 pcs

Block Probes Assy

The block probes assembly contains the sample and reagent needles and

the associated liquid sensors.

Sample and Reagent Cups

0.5 mL and 2 mL cups are available in packages of 1000.

4 mL cups are available in packages of 100.

Sample Tray

Two types of sample tray are available:

1. Primary tube 5 mL total volume (13 x 75 mm)

2, Primary tube 3.5 mL total volume (13 x 75 mm).

Rotors
Available in package of 100.

Magnetic Stirrer
Available in package of 6.

Instrumentation Laboratory
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9.7 Waste Tube (1 meter)

9.8 Printer Paper

Available in package of 4 rolls.

9.9 Sample and Reagent Tubing (1 meter)

910 Waste Bottle

5 liter plastic bottle is available.

Instrumentation Laboratory 8.3
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9.1

Startup - kit

P/N Description Q.ty
1) 80075-04 Thermal printer paper (4 pcs.) 1
2a)* 68920-00 Fuse 2.2 AT {2 pcs.) 1
2b)* 68914-00 Fuse 4.5 AT ( 2 pcs.) 1
3) 181022-86  Air Filter 1
4) 181038-22 Needle Block 1
8) 181038941 Needles Alignment Tool 1
6)  732838-01 Sample /Reagent Tubing 1.5 m
7) 99095-03 Waste Drain Tube 1.5m
8) 65930-10 Sample Cups 0.5 mL (1000 pcs.) 1
9) 55751-00 Sample Cups 2.0 mL (1000 pcs.) 1
10) 181021-68 Anti-evaporation Cover "A" 1
11) 181038-90 Anti-evaporation Cover "B" 1
12) 181038-96 Sample Tray 3.5 mL (A) 2
12) 181038-97 Sample Tray 5.0 mL (B) 2
13) 97466-06 Magnetic Stirrer (6 pcs.) 1
14) 181024-81 Reagent Reservoir PT-FIB 1
15) 181024.92 Reagent Reservoir APTT + CaCl, 1
16) 181024-93 Reagent Reserveir TT 1
17) 181024-95 Reagent Reservoir Chromogenics 1
18) 181024-84 Reagent Reservoir PCX/HPX 1
19) 181038-06 Rinse/Waste Reservoir 1
20) 18105769 Liquid Waste Container 1
20) 80960-61 Operator's Manual 1
21) 80960-7X Application Manual 1

* = 2a is shipped when the ACL requiries 220-240 V.
* = 2b is shipped when the ACL requiries 115-125 and 100 V.,

# = either 12 (A} or 12 (B) are supplied according to the instrument Part No.

D = not currently available in the U.S.

X = according to the reguired software language: 1 = English

2=
3=
4=
5=

ltalian
French
German
Spanish

Instrumentation Laboratory
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Decontamination Procedure

10.0

10.1

Warning

Caution

Instrumentation Laboratory

Introduction

This section covers normal cleaning procedures, cleaning procedures
following sample spillage, and a disinfection procedure to be adopted
following analysis of samples contaminated with highly infectious
pathogens (e.g. plasma from known or suspected Australia Antigen positive
and AIDS patients).

Decontamination Procedure Following the Analysis of

Highly Infectious Samples

Following the analysis of known or suspected highly infectious plasma,
careful disinfection of the instrument surfaces and the parts (inciuding the
rotor holder) which came into contact with the affected sample must be
undertaken by washing with Sodium Hypochlorite with a concentration of
available chlorine less than 0.625 % [IL Cleaning Agent P/N 88327-00
diluted 1:8 (1+7) with distilled water],

No other solution must be used instead of IL Cleaning Agent (P/N
98327-D0) difuted 1:8 (1+7) with distilled water.

The use of undiluted IL Cleaning Agent (P/N 98327-00} may potentially
cause metal corrosion.

After the analysis of an affected sample use, the following procedure:

1. Materials required

- 3x0.5mLACL Sample Cups

- Reagent Reservoir 1 (PT-Fib), 2 (APTT) and 3 (Calcium Chloride)
- 10 mL (approximately) of IL Cleaning Agent diluted 1:8 (1+7)

- 20 mL (approximately} of Factor Difuent

10.1



2. Preparation
Load sample tray as follows:
- Position POOL - IL Cleaning Agent diluted 1:8 (0.5 miL)

- Position 1 - Factor Diluent (0.5 mL)
- Position 2 - IL Cleaning Agent diluted 1:8 (0.5 mL)
- Position 3 - Factor Diluent (0.5 mL)

Load reagent reservoirs as follows:

- Reservoir 1 - Factor Diluent (9 mL)

- Reservoir 2 - IL Cleaning Agent diluted 1:8 (9 mL)
- Reservoir 3 - Factor Diluent (8 mL)

Place a clean rotor on the rotor holder.

3. Cleaning Cycle
Select Double Tests mode
Select PT-FIB/APTT cycle

kS

kS

Press ¥ to start analysis

At the end of the loading phase (including Calcium Chloride), press STOP
and ENTER,

4, Remove the used rotor from the rotor holder and discard it.
Remove the sample tray and the reagent reservoirs.

5. Execute a Priming cycle.

6. Replace the external waste tube and the waste container.

Notes:
- These items must be plfaced in the appropriate container for material to
be incinerated (using proper local regulations).

- In the case of suspected severe contamination, repface the tubings and
discard the old ones in the appropriate container for material to be
incinerated (using proper local reguiations).

10.2 Instrumentation Laboratory
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WASTE LINE CLEANING PROCEDURE

Before the customer peeforms this procedurc make sure they are performing the daily/weckly maintenance, 1hihe
custoior is nol routincly porforming, the daily/weckly maimenance direct (e customer 1o the Operator's Mauwal
and go over the maintenance with them. '

This is not a “Routine” mainienance procedure and should be documented in the cusiomers history _
when performed, Review the customers hislory and il there 1s a high freguency of blcaching the waste {inc
woubleshoot why this occurring (water quality. lack of maintenance. tubing needing to be changed elc.),

Malerinls needed:

AN HCL

20¢e syringe wilh tubing atached

Tubing

20mL of .625% Bicach solution {IL Cleaning Agent PN 9832700 diluted 178)
Approx. 2 Hiers of delonized water

Clamp

Press PROG Key 1o display the specially propram screci.

Enler CHECKLIST, ’

Enler NEEDLES POSITION to move the samplc arm out of the way,

Remove he Ring/Wasle Reservoir, :

Clcan tho Reservolr with-. 1N HCL solution then rinse with deionized water.

Empty Reagent Rescrvoirs and clean with defonized water,

Piace all regervolrs astde untl cleaning is complete.

Clamp off the External Waste Tubing from the sids of the ACL. -

Fill (he 20c¢ syringe with a fresh .625% Bleach solulion (1L Cleaning Agent PN 98732700 diluted 1:8).
With the Waste/Rinse reservoir still out of the instrument, insert ihe syringe into the hole ut the
bottom of the reserveir and slowly push the .625% bleach solution fhrough 1he wasle line being
carclul that Uie bleach solulion docs not overflow fnto the well.

1L, Lot blcach solulion sit in waste Une for 15 minutes,

12, Unclacp 1he waste line.

13. Flush-with approx. 1 liter of deionized water.

14, Perform the Needie cleaning proccdure in the maintenance section of (be Operalor’s Manual.
15. Place fresh reagents on the instrument and process controls,

0P N0 W

&

I the customer actmally socs groen growth in the 1ine make the Primary C88 aware so he/she can schedule 2 date
and (ime for replacemeat of the waste line. If miassive bacierial growth is present the customers should replace the
reagent rescrvoirs,

Problems that may be resolved by bleaching waste Une:

1. Waste not flowing properly duc to clot stuck in line that will not dislodge by
fushing with deionized water,
2, High or low conirol recovery. Thers may be a blockage in 1l waste line therefore
sausing the insufTiclent cleaning of needics due to 2 backup in The rinseswaste
[oServoir,
instrumantation Laboralocy Company A CH-Werien Compahy

101 Hartwell Avenue, Lexington, MA 021733180 USA

almmbem A 047 IRt ATIA Xalafaw 44 228 _ADOG



11 Warranty

11.0 General Warranty Conditions

IL declares to the original Purchaser that each instrument manufactured
and/or sold by IL shall be free from defects in material workmanship and,
under normal and proper use condifions, wamrants it for a period of one year
from installation and no more than 13 months from the shipping date.

IL's obligation is limited to repairing, replacing or modifying {at IL's undisputed
judgment) at IL's factory - Paderno Dugnano or elsewhere the material whose
defects have been verified, on condition that the Purchaser has informed IL of
any defects found within 8 days from receipt or from discovery in case of
defects which may not be identified in the normal inspection.

Damages caused by or connected to transport are excluded,

Transport to and from L. Pademno Factory will be at Purchaser's charge and
risk and shall be paid also for reshipment.

These replacements, repairs or alterations will in no case determine
extension to the above specified warranty period.

This warranty does not cover those parts which deteriorate or which are
considered consumables or those parts or items which by their nature are
normally required to be replaced perodically consistent with normal
maintenance (including without limitation lamps, and tubes).

Those instruments or accessories which are supplied by IL but are not of [L
manufacturer will only benefit from the warranty conditions offered by the
manufacturer,

It's also understood that, following the purchase and delivery of the instrument,
the Purchaser shall be deemed liable for any losses, damages or complaints
conceming persons or things incurred by the use or misuse of the instrument
on behalf of the Purchaser, his employees, co-operators or others,

iL does not assume any obligation or warranty engagement concerning
precision and/or accuracy of the measurements as well as for any damage
to the instrument directly or indirectly resulting from the use of reagents
and/or consumables different from those produced by IL specifically for its
own instruments on the same properly tested,

Warranty will not apply to those defective instruments or materials showing
defects or damage arising from the following causes:

Instrumentation Laboratory 11.1



11.2

11.1

insufficient or negligent care by the Purchaser,

b. insufficient or negligent maintenance by the Purchaser in relation to the
instructions contained in the Manuals prepared by IL for this purpose,
tampering or alterations of the instruments or in any case intervention
or repairs made by any person not duly authorized by iL.

misuse due to carelessness, negligence, inexperience.

employment of materals under heavier conditions than those for which
they had been designed and manufactured and use of the same in
combination with incompatible or dangerous products.

e. non-observance of regulations relative to installation, power supply and
operation of the instruments {with particular regard to the regulations
for accident prevention).

Disclaimer regarding non-lL brand product

IL brand reagents, consumable and expendable supplies (including, for
example, rotors) were developed specifically for the ACL's centrifugal,
nephelometric clot detection system, IL's ACL system products are tested
to assure proper performance when using plasma samples in accordance
with the protocol described in Section 8. Each lot of IL brand ACL reagents
is tested against these criteria. Verification of other brands of reagent or
supplies to ascertain their suitabifity for the ACL's methology or their level
of performance on the IL ACL instruments is not performed. The use of
non-IL. brand reagents or supplies for testing which is not dene in
accordance with IL protocols may cause a clinically significat degradation
of performance and results,

iL does not assume any obligation or wamranty engagement concerning
precision andfor accuracy of the measurements as for any damage to the
instrument directly or indirectly resulting from the use of reagents,
consumables and expendable supplies different from those produced by IL.

THIS WARRANTY |S GIVEN EXPRESSLY AND IN LIEU OF ALL OTHER
WARRANTIES, EXPRESSED OR IMPLIED. PURCHASER AGREES
THAT THERE IS NO WARRANTY OR MERCHANTABILITY AND THAT
THERE ARE NO OTHER REMEDIES OR WARRANTIES, EXPRESSED
OR IMPLIED, WHICH EXTEND BEYOND THE CONTENTS OF THIS
AGREEMENT.

No agent or employee of IL is authorized to extend any other warranty or
to assume for IL. any liability except as above set forth.

IL does not test other manufacturer reagents to ascertain their suitability for
the ACL's methodology or their level of performance on the (L ACL
instruments.

Instrumentation Laboratory
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ACL Warranty
The following items are considered as consumables:

- Fluidic tubing

- Sampling probe
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IL Worldwide Locations

Instrumentation Laboratory

Instrumentation Laboratory
Corporate Headquarters

Aragdn 90 - 08015 Barcelona, Spain
P.O. Box 35027 (08080)
Telepheone: 34-3-4010101

Fax: 34-3-4513745

US, Canada, Latin America,
Headquarters

Instrumentation Laboratory Company
101 Hartwell Avenue - P.O, Box 9113
Lexington, MA 02173-3190 U.S.A.
Telephone; (617) 861-0710

Fax: (617) 861-1908

Mexico

Instrumentation Laboratery Diagnostics, S.A. DE C.V.
Londres 47 - Colonia Juarez - Mexico, D.F, 06600
Telephone: 525-8639

Fax: 525-8539

Pacific Headquarters
Insttumentation Laboratory
Yaoshiu Building 1F

6-7-5 HigashiKasai
Edogawa-ku, Tokyo 134 - Japan
Telephone: 81-3-5658-3041
Fax: 81-3-5658-3043

Japan

Instrumentation Laboratory
Yoshiu-Sangyo Building 1F
6-7-5 Higashi-Kasal
Edogawa-ku, Tokyo 134 - Japan
Telephone; 81-3-5658-3041
Fax: 81-3-5658-3043
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Europe, Middle East, Africa
Headquarters

Instrumentation Laboratory SpA
Viale Monza 338 - 20128 Milan, italy
Telephone; 38-2-25221

Telex: 330112 ILSpA |

Fax; 39-2-25756250

Austria

Instrumentation Laboratory Ges. m. b. H.
Business Park Vienna - Wienerbergstrae 3
A-1100 Vienna, Austria

Telephone: 43-1-60213300

Fax: 43-1-6022317

Belgium

instrumentation Laboratory (Belgium) N.V. / S.A.
Excelsiorlaan 81 bus 1

1930 Zaventem (Brussel) - Belgium

Telephone: 32-2-7252052

Fax: 32-2-7212409

Federal Republic of Germany
Instrumentation Laboratory GmbH
Klausnerring 4

D-85551 Kirchheim bel Manchen
Federal Republic of Germany
Telephone: 49-89-908070

Telex; 5215032 ILFD

Fax: 49-89-809071186

France

Instrumentation Laboratory

32, avenue de Saint- Mandé

B.P. 35 - 75562 Paris Cedex 12 France
Telephone: 33-1-43461144

Telex: 670652 PULMO-PARIS

Fax: 33-1-43450701

Italy

instrumentation Laboratory SpA
Divisione Commerciale ltalia

Viale Monza 338 - 20128 Milan, italy
Telephone: 38-2-25221

Telex: 330112 ILSpA |

Fax: 39-2-2575250

instrumentation Laboratary
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Instrumentation Laboratory

Switzerland

Instrumentation Laboratory AG
Glessenstrasse 15 - Postfach
CH-8952 Schlieren (ZH), Switzerland
Telephone: 41-1-7423030

Fax: 41-1-7423035

The Netherlands

Instrumentation Laboratory (Netherlands) B.V.
P.Q. Box 253 Ambachtsweg 3-4

3400 AG lJsselstein - The Netherlands
Telephone: 31-3408-86824

Fax: 31-3408-87973

United Kingdom

Instrumentation Laboratory (U,K.) Ltd,
Kelvin Close - Birchwood Science Park
Warrington, Cheshire WA3 7PB England
Telephone: 44-01825-81-0141

Fax: 44-01925-826708
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Revision History

Rev. Modifications
1.0 First edition
2.0 » QC data transmission added
Added codes for new tests: APCR V, Heparin Xa
+ Host query mechanism
Automatic upload added
2.1 ¢ Text Corrections

Unique instrument identification added
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1. Introduction

This document is a guide to integrate a Laboratory Information Management system with the
Instrumentation Laboratory ACL 6000/7000 rev. 2.1 instrument using the ASTM (American Society
for Testing and Materials) specification to transfer information between clinical instruments and
computer systems.

ASTM specification E-1394-91 Standard Specification for Transferring Information between Clinical
instruments and Computer Systems and E-1381-91 Standard Specification for the Low-Level Protocol
10 transfer Messages between Clinical Laboratory Instruments and Computer Systems have been used
as standard to develop ACL6000/7000 Host Communication Protocol.

Specification E-1394 defines the logical layer of ASTM standard; all significant information for ACL
6000 and 7000 rev. 2.1 application can be found in chapters 2 to 7.

Specification E-1381 refers to the low level protocol; significant information for ACL 6000/7000
rev. 2,1 application can be found in chapter 2.
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2. General Characteristics

ACL 6000 and ACL 7000 communication sessions with host computer can be started on operator
request or automatically at session completion.

The operator can request the start of a download session, the host computer will transmit the test
orders.

To start an upload session, the instrument will transmit a subset of sample results stored in the
instrument patient data base or QC data base.

If the instrument is properly configured also automatic downloading or uploading session can be
started by ACL 6000 or ACL 7000.

The first condition will happen at session starting if host query is configured. In this condition the
instrument will require test orders for specific sample IDs.

The second condition will happen, if automatic uploading has been required, at session completion.

If a communication session is not explicitly opened by the instrument any host computer message is
ignored.

All information received by the host computer must be associated with a Sample ID that is the
primary key of the data base. In addition to programmed tests a certain amount of information can be
associated to a Sample ID (patient data) and stored in ACL 6000/7000 data base, this information is
optional.

The sample 1D is the primary key to access information in the data base.

If the checks fail, any downloading operations will be aborted. See “4. Test Order Downloading”.

At most 300 samples can be stored in ACL 6000/7000 data base; each sample can have a maximum
of 8 tests associated. The system behavior when these limits are exceeded is explained in paragraph
“4, Test Order Downloading”.

The test ordering operation, to identify the type of ordered test, by host computer must refer,to a
computer code that is instrument specific. Refer to “4. Test Order Downloading” for further details
and to the Appendix at the end of this document for the test codes table.
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3. Protocol Specification

3.1. Low Level Interface

The low level interface conforms to ASTM specification E-1381-91. The following characteristics are
supported and are configurable by Operator Interface:

Baud Rate 2400, 4800, 9600, 19200
Character Length 8 bit

Parity No parity

Stop Bits 1

3.2. Data Link and Logical Layer

For the Data Link and Logical Layer the ASTM specification E~-1381-91 has been maintained as a
treference. Protocol limits and constraints are those declared by the standard.

To mention some of them, the data part of the frames exchanged between the instrument and the host
cormnputer cannot exceed 240 bytes. As a consequence during transmission sessions specific routines
provide the ability to divide large records into multiple frames and during a reception session they re-
build partial frames in a single record. The application leve] has no evidence of this mechanism.

According to ASTM standard the following characters caunot be part of data records: <SOH>,
<§TX>, <ETX>, <EOT>, <ENQ>, <ACK>, <DLE>, <NAK>, <SYN>, <ETB>, <LF>, <DC1>,
<DC2>, <DC3>, <DC4>,

Timeout and retry logic are those specified by the standard; the Low-Level Clinical Message State
Diagram representing the implemented automatic is the reference.
In Interrupt request state the instrument accept remote EOT.,

3.3. Sessions

There are two types of sessions that the instrument handles with the ASTM interface: the test orders
download and the test results upload. These sessions can be initiated by the operator or automatically
activated by the instrument.

When the user/operator requests a download operation (Receive Comumand), the instrument will send
a request to the host for available test orders (all) or for test orders requested for specific samples, and
the host will answer with the test orders available for the instrument.

Test results upload (Transmit Command) is initiated by the user or automatically by the instrument at
the same way. The host is not allowed to transmit unsolicited messages, any type of inquiries or test
orders not explicitly required by the instrument.
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3.3.1. Message Header and Message Terminator Records

Following ASTM specification, each type of transaction between the instrument (DTE) and the host
computer (DCE) has two common records that are the Message Header record and the Message
Terminator record. These records open and close data transmission between ACL 6000/7000 and

host computer.
Their fields are described in the following:

Message Header Record:
Record Type ID
Delimiter Definition

Message Control ID
Access Password
Sender Name or ID

Sender Street Address
Reserved Fields

Sender Telephone Number
Characteristics of Sender
Receiver ID

Comment or special Instructions -

Processing ID
Version No.
Date and Time of Message

Message Terminator Record:
Record Type ID

Sequence Number
Termination Code

always setto ‘H’

the 5 ASCII characters composing this field
define the type of delimiters will be used in the
following records. See Appendix B for supported
delimiters.

not provided

not provided

setto “ACL6000” or ‘ACL7000° when
transmitting to host or receiving. It is also
supported, as an optional, the possibility to
identify univocally the instrument by means of
an extension to the instrument name: the name
syntax becomes ‘ACL6000-xx’ or “ACL7000-
xx” where xx is a two digits code in the range
01-99.

The extension to the instrament name is user
configurable in the set-up environment.

not provided

not provided

not provided

not provided

must be set to ‘ACL6000” or ‘ACL7000° when
receiving from host. Also in this case is
supported, depending on the instrument set-up,
the possibility to identify univocally the
instrument by means of the extension to the
instrument name: the name syntax becomes
*ACL6000-xx" or ‘ACL7000-xx” where xxis a
two digits code in the range 01-99.

If the ID is different from the expected one
the session is interrupted.

not provided

always set to ‘P’ meaning Production

set to the current ASTM standard version = *1’
format is YYYYMMDDHHMMSS

always set to ‘L’

always setto ‘1’

set to “N° for normal termination and to “E’ for
abnomal termination while transmitting to host,
not considered for received data
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4. Test Order Downloading

Test order downloading 1s used to request test orders available on the host and to have them on the
instrument. This operation can be obatained in two way: opening manually a downloading session
from the DMS environment or enabling on the instrument the host query function.

In the first case the host will provide to transmit to the instruments all pending test requests, in the
second case the instrument will require automatically specific information for the samplies placed on
the sample tray and without any test requests.

Details for both modalities are explained in 4 /. Receive Session from DMS and 4.2. Host Query
paragraphs.
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4.1. Receive Session from DMS

The operator initiates manually the test order downloading from the DMS environment.

The host will provide to the instrument all available test requests. The host can send zero or more test
orders in one or more messages, but all messages will be part of the same transmission session.
During a transmission session more test orders can be required for the same sample,

The host sends usnally all test orders for which it has not yet received results even if they have been
previously transmitted,

ACL 6000/7000 will process each received test order validating the fields that ACL 6000/7000
needs; some information will be extracted from the received record while other information will be
ignored.

Only test orders related to patient sample will be considered, if the required sample ID does not exist
already in the patient data base and the required sample ID is not used in the QC data base a new
record is created. If the data base is full the transmission session will be aborted.

If the test orders are for a sample already existing in the sample data base the new orders will be
added to the existing tests but all tests already ordered or performed will remain unchanged.

If a test order with more then 8 tests is sent the request is rejected.

If the test order is not recognized as one of those supported by ACL 6000/7000 it is rejected. The
instrament will inform the host computer using a record containing the list of rejected test orders.

During a downloading session the listed error conditions can be detected, the associated ACL
6000/7000 action is listed as well:

Error Condition Action User Message

Sample ID used in the QC data base Abort Sample ID already used
in the QC data base

Bad Sample ID (long, unsupported Abort Invalid Sample ID

characters)

Data base full Abort Patient data Base is full

Patient record has no associated test Abort Not identified sample

order record 1D for patient data

Test order has no associated patient Abort No patient record for

record ordered tests

Instrument Identifier different from Abort Invalid instrument

ACL6000 or ACL 7000 identifier

More than 8 test request for the same Rejected -

sample ID

Unknown test request Rejected -

Bad Test Rejected -

Illegal record format Abort Incorrect record format
in host messages
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All abort conditions imply that ACL 6000/7000 will send to the host computer a message with the
reason of transmission interruption (see 4.3. Rejected Test Order) while a message is presented to the
user on the instrument. When transmission abort is not implied at transmission completion, one or
more records will follow (see 4.3. Rejected Test Order) with an indication of rejected test orders.
Information rejected are typically unknown test requests or test requests exceeding the sample record
size in ACL 6000/7000 Data Management System. It must be observed that if any of this
information is rejected, it does not imply that the sample data at all are rejected,

The first eight legal test requests will be stored; the other requests for the same sample ID will be
rejected.,

It also must be underscored that ACL 6000/7000 limits the size of handied records (independently
from the record type supported by ASTM) to 1024 byte during downloading session.
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4.1.1. Test Request Message

The Test Request Message is used by ACL 6000/7000 to start the test order download session. It is
composed by a Message Header record, a Request Information record and a Message Terminator

record,
The Reguest Information record requests ALL test orders that the host has for the ACL 6000/7000 .

Following the ASTM specification the fields composing the Request Information are described in the
following.

Request Information Record:

Record Type ID always set to “Q’

Sequence Number as defined by the standard set to ‘1’ when query
is sent

Starting Range YD Number set to the string ‘ALL’

Ending Range 1D Number not provided

Universal Test ID not provided

Nature of Request Time Limit not provided

Beginning request Results Date and not provided

Time

Requesting Physician Name not provided

User Field #1 not provided

User Field #2 not provided

Request Information Status Code always set to ‘O’ (requesting test orders and
demographics only)

An example for the complete message (composed by header message, request information record and
message terminator record) is given by:

HIN"&| [ {ACL60OO0] 11111 1P121[19860210103227<CR>
QIT{ARLLII I}l ]O<CR>
L1 ]N<CR>
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4.1.2. Test Order Message

As an answer to the ACL 6000/7000 Test Request Message the host computer sends the Test Order
Message. It contains the records specifying which tests are being requested. The host computer may
answer with one or more messages each of which contains one or more test order specifications. The
test order specification consists of a Patient Information record followed by one or more Test Order
records.

The host can send for the same sample ID a Patient Information record followed by many Test Order
records or, for each test to be ordered, a pair composed by the Patient Information record followed the
Test Order record.

Comment Record messages during downloading operations are ignored by ACL 6000/7000 .

4.1.2.1. Patient Information Record
The fields characterizing this record are specified in the following:

Patient Information Record:

Record Type ID must be ‘P’

Sequence Number must begin with ‘1’ and then must increment by
one for each new Patient Information record

Practice Assigned Patient ID ignored

Laboratory Assigned Patient ID ignored

Patient ID #3 ignored

Patient Name stored, if available, as a unique string in the

‘name’ field of sample record considering only
the first two subfields in this data field (second
and first name). The string will be truncated to
20 characters. If a character not supported is
found (see Appendix B for supported characters)
the patient name and all the other strings in the
same patient record will be ignored.

Mother’s maiden Name ignored

Birthdate stored, if available. The data will be converted in
according to ACL6000 supported format.
Expected format, conforming to ASTM standard,
is YYYYMMDD

Patient Sex used if available. Allowed characters are ‘M’
‘m’, ‘F’, °f, ‘U’, “u’; any other char is
interpreted as ‘U’.

Patient Race-Ethnic Origin ignored
Patient Address ignored
Reserved Field ignored
Patient Telephone Number ignored
Attending Physician ID ignored
Special Field #1 ignored
Special Field #2 ignored
Patient Height ignored
Patient Weight ignored
Patient’s Known or Suspected ignored
Diagnosis

Patient Active Medications ignored
Patient’s Diet ignored
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I’TACTICE r1e #1

Practice Field #2

Admission and Discharged Dates
Admission Status

Location

Nature of Alternative Diagnostic Code

and Classifiers

Alternative Diagnostic Code and
Classifiers

Patient Religion

Marital Status

Isolation Status

Language

Hospital Service

Hospital Institution

Dosage Category

4.1.2.2, Test Order Record

1guun;u

ignored

ignored

ignored

used if available as a free string in the
‘department’ field of sample record. The string
will be truncated to 16 characters. See Appendix
B for supported characters.

ignored

ignored

ignored
ignored
ignored
ignored
ignored
ignored
ignored

The fields characterizing this record are specified in the following:

Test Order Record:

Record Type ID
Sequence Number

Specimen ID

Instrument Specimen ID
Universal Test ID

Priority

Requested/Ordered Date and Time
Specimen Collection Date and Time
Collection End Time

Collection Volume

Collector ID

Action Code

Danger Code

Relevant Clinical Information

Date and Time Specimen Received

must be ‘O’ (letter)

must begin with ‘1° and then must increment by
one for each new test order record for the same
patient

this is the ACL 6000/7000 sample ID; the field
must be less than or equal to 12 characters and
must be consistent with rules on sample ID
(eguality between patient and QC data bases,
legal characters). Non conforming sample IDs
will cause an abort of the download process.
See Appendix B for ACL 6000/7000 supported
characters.

ignored

the field is composed of 4 parts; only the
Manufacturer’s Code component is used as a 3
character code (see table in Appendix A);
unknown test ID will be rejected

ignored

ignored

ignored

ignored

ignored

ignored

ignored

ignored

ignored

ignored
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Specimen Descriptor

Ordering Physician

Physician’s Telephone Number
User Field #1

User Field #2

Laboratory Field #1

Laboratory Field #2

Laboratory Field #3

Date/time Results Reported or Last
Modified

Instrument Charge to Computer
System

Instrument Section

Report Type

Reserved Field

Location of Ward of specimen
Collection

Nosocomial Information Flag
Specimen Service

Specimen Institation

An example for a complete test ordering is given by:

HIN&[1}IT]11ACLE000][PI1119960206134700<CR>
P11 |1 JROSSI*MARIOM* 1118391127 M (11111
Of1)sMP01) [~*~001]
GI2[SMEQAL) [ ~~~005]
CI31SMPOL[]*~*D0O5|
Ql4][8MPOL[ | ~*~0221
CGI5]5MPO2[1~~~001]
0] 61SMPQ3] | ~~~001)
Ol7{5MPO4 ]| ~~~001]
O|8{SMPOS] | ~~~0011
P121 | [GIALLIGIANLUCA*~~]|19551028]F
ofl]sMPlO[I~~~00L[])IITIT]L
OIZISMPLO] I ~~~005 11Tt
O)3)SMP10] [~*~00ST 1 TITI[1T
Ol41SMP1O| [~~40221 4111111
PI3][]|VERDI"P.~*"| 118580821101 ]!]]
OI1ISMP1XI[~"~0DL] 1111

Tl
IARNNEN
(NSRREE
(RERBES
(NRORY
INNNRES|
[DERE RN
ITE1IT)

> 3 > 5

tEErebee=reen
BERERERRRRENE
RO RERN R RN
Lererrefoesrell
TErELbren~1ted]
IR NN DOR
INRARRRN RN R B!
TITEL TN~ Ed 0]

e I
e {
(BERERN |
NERARY |

|
!
[
[
[t

[~
L1 [N<CR>

FEVOIDATECILTTIITIDER 2100111

ignored both fields

ignored
ignored
ignored
ignored
ignored
ignored
ignored
ignored

ignored

ignored

set to O (letter); other codes will cause records
rejection

ignored

ignored

ignored
ignored
ignored
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<CR>
<CR>
<CR>
<CR>
<CR>
<CR>
[<CR>

Pt
AR [
1 |
1 l
AN !
1 |
ey |
(e

[sReRoNeRoNeNaRol

T I
FELED 1
PITLL Il
Pt I
PUIL !
LTy Il
et I
1 I

1[1]<CR>
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4.2. Host Query

The host query is automatically activated by the instrument each time the system is properly
configured and starting the pre-analysis phase of a single test or profile one or more samples have not
any type of test requests associated.

The instrument will send, using the request information record, the sample IDs requring test
programming and will accept only test orders for those sample Ids.

The mechanism supported by ASTM requires the request of a single sample Id for each Request
Information record or a range selection (but this is related with the sample Ids sorting criteria). As a
consequece the instrument will wait for the host information before sending a new request
information record for a new sample.

Because the instrument is asking information for a specific sample Id it will reject any type of
information associated to different sample IDs.

The host will provide to the instrument all available test requests. The host can send zero or more test
orders in one or more messages, but all messages will be part of the same transmission session.
During a transmission session more test orders can be required for the same sample.

ACL 6000/7000 will process each received test order validating the fields that ACL 6000/7000
needs; some information will be extracted from the received record while other information will be
ignored.

If the test order is not recognized as one of those supported by ACL 6000/7000 it is rejected. The
instrument will inform the host computer using a record containing the list of rejected test orders.
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During a downloading session the listed error conditions can be detected, the associate ACL

6000/7000 action i1s listed as well:

Error Condition Action User Message
Sample 1D different from the requested | Rejected -
Bad Sample ID (long, unsupported Abort Invalid Sample ID
characters)
Patient record has not an associated test | Abort Not identified sample
order record ID for patient data
Test order has not associated patient Abort No patient record for
record ordered tests
Instrument Identifier different from Abort Invalid instrument
ACL6000 or ACL 7000 identifier
More than 8 test request for the same Rejected More than 8 tests for the
sample ID same sample
Unknown test request Rejected -
Bad Test Rejected -
Illegal record format Abort Incorrect record format

in host messages

All abort conditions imply that ACL 6000/7600 will send to the host computer a message with the
reason of transmission interruption (see 4.3, Rejected Test Order) while a message is presented to the
user on the instrument. When transmission abort is not implied at transmission completion one or
more records will follow (see 43. Rejected Test Order) with indication of rejected test orders,
Information can be rejected are typically unknown test requests or test requests exceeding the sample
record size in ACL 6000/700C Data Management System. It has to be observed that if any of these
information is rejected it does not imply that the sample data at all are rejected; the first eight legal
test requests will be stored also if the other requests for the same sample ID will be rejected.

It has also to be underlined that ACL 6600/7000 limits during downloading session the size of
handled records (independently from the record type supported by ASTM) to 1024 byte.
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4.2.1. Test Request Message

The Test Request Message is used by ACL 6000/7000 to require information for each specific
sample that has not test orders into the instrument data base. It is composed by a Message Header
record, a Request Information record and a Message Terminator record.

The Request Information record requests in this case information for a specific ID at time. The ASTM
protocol limits the number of Request Information record to one. As a consequence the instrument
will wait the host answer before sending a second Request Information record for a second sample.

Following the ASTM specification the fields composing the Request Information are described in the
following.

Request Information Record:

Record Type ID always set to ‘Q’

Sequence Number as defined by the standard set to ‘1’ when query
1s sent

Starting Range ID Number set to the specific sample ID to require
information on; the meaningful component is the
second one

Ending Range ID Number not provided

Universal Test ID not provided

Nature of Request Time Limit not provided

Beginning request Results Date and not provided

Time

Requesting Physician Name not provided

User Field #1 not provided

User Field #2 not provided

Request Information Status Code always set to ‘O’ (requesting test orders and
demographics only)

An example for the complete message (composed by header message, request information record and
message terminator record) is given by:

HI\"&[ | |ACLE00O| | ||| |PI1119960210103227<CR>
Q1178001~|11|11110<CR>
L|1|N<CR>
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4.2.2. Test Order Message

As an answer to the ACL 6000/7000 Tesr Reguest Message the host computer sends the Test Order
Message, It contains the records specifying which tests are being requested to be run for the requested
sample Ids,

See 4.1.2. Test Order Message for details.
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4.3. Rejected Test Order

At completion of downloading operations ACL 6000/7000 can transmit a message to inform host
computer about rejected test order and sample or about the reason of transmission interrupt.

The Rejected Test Order Message consists of a Message Header record followed by one or more
Comment records and completed by the Message Terminator Record. A comment record will be

transmitted for each rejected information.

It must be observed that if a non legal information has been received, the download process is
interrupted and the rejected test order message will signal the reason for the interruption.
If the download process has been normally completed, the possible following rejected test order

message will report non legal test orders.

Comment Record structure is described in the following table:

Record Type ID
Sequence Number

Comment Source
Comment Text

always set to ‘C’
must begin with ‘1” and then it will increment by
one for each new comment record
always set to ‘I’
this field indicates the reason of the test order
rejection. It is a string with two components,
each one can assume the reported values:
Rejection Reason:
BAD_TEST: the transmitted test code is
invalid
QC_MA_ID: the specified ID is already used
as a material in the QC data
base
BAD_S_ID: the specified ID is invalid
WRONG_ID: the host is sending information
for a sample ID different from
the expected one
PDB_FULL: patient data base is full
M_TEST_E: more tests than expected
UKNOWN_T: unknown test requested
INSTR_ID: invalid instrument identifier
NO_TESTS: no test ordered for patient
record
NO_PATIE: no patient record for ordered test
BAD_RECO: incorrect record format

Identification: this string contains the
identification of the sample causing the problem;
if a test order caused the problem the sample ID
and test ID are transmitted sequentially. The
character used to separate the rejection reason,
and the two strings used for the identification
field is ‘|'.

Lacking information will be signaled as
“UNKNOWN?”.
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IfBAD_RECO is the reason of the rejection the
field will contain the record number and the field
number caused the failure.

Comment Type always setto ‘T’

To summarize the possible values for the rejection reason and identification fields are reported in the
following table:

Rejection Transmission Identification: first sub_field Identification: second
Reason Interrupted sub_field

QC_MA ID yes sample ID (causing the problem)  UNKNOWN

BAD_S 1D yes sample [D (causing the problem)  UNKNOWN

PDB_FULL yes sample ID {causing the problem) test_ID

NO_TESTS yes UNKNOWN UNKNOWN

NO_PATIE yes sample ID (causing the problem)  test ID

INSTR_ID yes UNKNOWN UNKNOWN

M_TEST E no sample ID test ID (causing the problem)
UNKWOWN_T no sample ID test ID (causing the problem)
BAD_TEST no sample ID test ID (causing the problem)
BAD_RECO yes Record No. {debug purpose) Field No. {debug purpose)

An example for a complete rejection phase is given by:

HIN*&] []ACLE00O0I[1[1[IP]11]19960210103227<CR>
C11111M_TEST_E|SMPO1 ~010] I<CR>
C12{1]BAD_TEST|SuPOl ~000 ] I<CR>

L]1IN<CR>

4.4. Downloading Session Volumes

Approximate data volumes for downloading sessions are provided as a guide for estimating the time
required to complete typical sessions. Obviously, system latencies (both ACL 6000/7000 and host
compnuter) are not considered.

The minimal session would occur if the host has no test orders available for ACL 6000/7000 . In this
condition ACL 6000/7000 sends the test request message, the host would respond with a message
containing no test orders (only message header and message terminator record).

In conditions in which the host has test orders for the nstrument, the estimated data volume is:

Test Request Message = Message Header(41) +17 + Message Terminator Record(6) = 64

Test Order Message = Message Header(41) +
number of patient records (82 + 55 *number of ordered test)
+ Message Termmator Record(6)

Test Order Rejected = Message Header(41) +
+ 41 * number of rejected records
+ Message Terminator Record(6)
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So considering the following situation: the host has 50 sample ID to be downloaded each one with 4
tests and considering 10 rejected records the data volume can be estimated in:

Test Request Message = 64
Test Order Message =41+ 50 (82 +55 *4) + 6 =15147
Test Order Rejected =41 + (4] * 10} + 6 =457
Total = 15668 characters

At 9600 baud rate and with no system overhead it would take approximately 17 seconds and
considering a system efficiency of 60% it becomes about 27 seconds.

Going to the maximum limit of the instrument, that is 300 sample IDs to be downloaded each one
with 8 tests and considering 300 rejected records the data volume can be estimated in:

Test Request Message = 64
Test Order Message = 41+ 300 (82 + 55 *§) + 6 = 156647
Test Order Rejected = 41 + (41 *300) + 6 = 12347
Total = 169058 characters

At 9600 baud rate and with no system overhead it would take approximately less than 3 minutes and
considering an efficiency of §0% it becomes about 5 minutes.

All estimations have been done using for string fields the maximum expected length.
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5. Test Results Uploading

Test Result Uploading allows transmission of results of the tests performed on ACL 6000/7000 to
the host computer. Results, related to patient and QC samples, are transmitted on explicit user request
or automatically at session completion.

In the first case the user must require the transmission command in the DMS environment or in the
QC environment, select the patient samples or QC samples to be transmitted (in according with one of
the supported selection criteria) and start operations.

In the second case the transmission will happen automatically at session completion and the
instrument will provide to upload patient and/or QC samples data,

The type of data to be transferred during an automatic uploading are depending upon the instrument
set-up (the automatic data transmission can be set to “patient samples only” or “QC and patient
samples™),

If uploading is manually requested all data are transmitted independently from the transmission flag.
Otherwise if transmission is performed automatically at session completion the instrument will
upload for patient samples all the data available for the sample IDs just analyzed and will upload, for
QC data, the results just obtained.

From a general pomt of view the automatic data transmission of the patient samples is equivalent to
the manual data transmission, requested in DMS, of patient samples belonging to a specific loadlist,
While the automatic data transmission of the QC data is equivalent to the manual data transmission,
requested in QC data base, of the data in a specified interval for the QC material present in the
loadlist.

Considering that ACL 6000/7000 fills the strings used for Sample ID, department and patient name
with space characters (to align data), the host computer must ignore space characters on the right of
these fields,

For both patient and QC samples if uploading is completed succefully the transmission flag
associated to the single record will be updated from ‘L’ to “T” (transmitted).

It must also to be underscored that on ACL 6000/7000 modifications to sample data already
transmitted (such as adding of a new test result or modifications of sample data) cause the
transmission flag to change from “T” to ‘L.

1t does not apply to QC data because the only modification the user can request on these data is to
omit them. The effect is to exclude the data from the statistic but the data is not modified.
Modifications in the set-up values and note field do not modify the transmission status of QC data.

While transmission is in progress the user will be updated on the number of the sample being
transiitted.

ACL 6000/7000 does not accept inquiries for test results.

5.1. Test Result Message

The Test Result Message is used by ACL 6000/7000 to transmit any available test results for a
sample. All available test results will be transmitted for patient samples even if data have been
already transmitted partially.

The message is composed by a Message Header record, a Peatient Information record, one or more
pair Test Order records followed by one or more Results records (depending upon the number of
available test results and the number of results for each specific test).
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The Result record can be completed by a Comment record containing flags associated to the executed
test. An Indication of the sequence used for test results transmission is reported in Appendix D. It is
important to observe that, depending upon jnstrument status (i.e. calibrated, not calibrated, user
options), not all listed type of results are necessarily calculated. Therefore, in some conditions only a
subset of the listed results will be transmitted to the host computer.

The Message Terminator record complete the transmitted data.

The same structure is used also to upload QC data. In the following paragraphs any differences in the

way to treat patient and QC samples will be underlined.

3.1.1. Patient Information Record

This information is transmitted to the host only if available on the instrument, The Patient
Information structure is:

Patient Information Record:

File Type

Record Type ID
Sequence Number

Patient Sample

must be ‘P’

must begin with ‘1’ and then
must increment by one for
each new Patient Information
record

QC Sample

must be P?

must begin with ‘1° and then
must increment by one for
each new Patient Information
record

Practice Assigned Patient not provided not provided

1))

Laboratory Assigned not provided not provided

Patient ID

Patient ID #3 not provided not provided

Patient Name provided if known as a single  not provided
string

Mother’s maiden Name not provided not provided

Birthdate provided if known as a single  not provided
string without any checks

Patient Sex provided if known as a single  not provided
character

Patient Race-Ethnic not provided not provided

Origin

Patient Address not provided not provided

Reserved Field not provided not provided

Patient Telephone pot provided not provided

Number

Attending Physician ID not provided not provided

Special Field #1 not provided not provided

Special Field #2 not provided not provided

Patient Height not provided not provided

Patient Weight not provided not provided

Patient’s Known or not provided not provided

Suspected Diagnosis

Patient Active not provided not provided

Medications

Patient’s Diet not provided not provided
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Practice Field #1
Practice Field #2
Admission and
Discharged Dates
Admission Status
Location

Nature of Alternative
Diagnostic Code and
Classifiers
Alternative Diagnostic
Code and Classifiers
Patient Religion
Marital Status
Isolation Status
Language

Hospital Service
Hospital Institution
Dosage Category

not provided
not provided
not provided

not provided

provided if knownasa 16
characters free string
(‘department’ field in sample
record)

not provided

not provided

not provided
not provided
not provided
not provided
not provided
not provided
not provided

not provided
not provided
not provided

not provided
not provided

not provided

not provided

not provided
not provided
not provided
not provided
not provided
not provided
not provided

5.1.2. Test Order Record

The fields characterizing this record are specified in the following:

Test Order Record:
File Type Patient Sample QC Sample
Record Type ID must be ‘O’ must be ‘O’

Sequence Number

Specimen ID

Instrument Specimen ID
Universal Test ID

Priority
Requested/Ordered Date
and Time

Specimen Collection Date
and Time

Collection End Time

must begin with 1’ and then
must increment by one for
each new test order record for
the same patient

provided, is the ACL
6000/7000 sample ID.

See Appendix B for ACL
6000/7000 supported
characters.

not provided

the field is composed by 4
parts, only the Manufacturer’s
Code component is used as a 3
character code (see table in
Appendix A).

not provided

not provided

not provided

not provided

must begin with ‘1’ and then
must increment by one for
each new test order record for
the same patient

provided, is the ACL
6000/7000 QC material ID.
See Appendix B for ACL
6000/7000 supported
characters.

not provided

the field is composed by 4
parts, only the Manufacturer’s
Code component is used as a 3
characters code (see table in
Appendix A).

not provided

not provided

not provided

not provided
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Collection Yolume

not proviaed

not provided

Collector ID not provided not provided

Action Code not provided setto ‘Q’

Danger Code not provided not provided

Relevant Clinical not provided not provided
Information

Date and Time Specimen  not provided not provided

Received

Specimen Descriptor not provided both fields not provided both fields

Ordering Pbysician
Physician’s Telephone
Number

not provided
not provided

not provided
not provided

User Field #1 not provided not provided

User Field #2 not provided not provided

Laboratory Field #1 not provided not provided

Laboratory Field #2 not provided not provided

Laboratory Field #3 not provided not provided

Date/time Results not provided not provided

Reported or Last

Modified

Instroment Charge to not provided not provided

Computer System

Instrament Section not provided not provided

Report Type setto F setto F

Reserved Field not provided not provided

Location of Ward of not provided not provided

specimen Collection

Nosocomial Information  not provided not provided

Flag

Specimen Service not provided not provided

Specimen Institution not provided not provided
5.1.3. Result Record

The fields characterizing this record are specified in the following table.

A result record is send to the host computer for each available test result. For double tests all
available single values will be transmitted to the host computer (no mean values). Each result record
will contain one of available test results.

Result Record:
File Type Patient Sample QC Sample
Record Type ID setto ‘R’ setio ‘R’

must begin with °1° and then
must mecrement by one for
each result record for the same
patient test record for the same
patient record

the field is composed by 4
parts, only the Manufacturer’s

must begin with *1” and then
must increment by one for
each result record for the same
patient test record for the same
patient record

the field is composed by 4
parts, only the Manufacturer’s

Sequence Number

Universal Test ID
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Data or Measurement
Value

Code component is used as a 3
character code (see table in
Appendix A).

the obtained numeric value or
qualitative message (coag.
error X, not coag, ¥**, — >
..., calc. Error). If the sample
was short, the information is
transmitted in the following
comment record and this field

is empty.

Code component is used as a 3
characters code (see table in
Appendix A).

the obtained numeric value or
qualitative message (coag.
error X, not coag, ***, —, >
..., calc. error). If the sample
was short the information is
transmitted in the following
comment record and this field
is empty.

Units provided if the previous field  provided if the previous field
is a numeric value; is a free is a numeric value; is a free
string see Appendix C for string see Appendix C for
supported units (maximum supported units (max. number
number of characters is 10). If  of chars is 10). If the sample
the sample was short, this field was short this field is empty.
is empty.

Reference range not provided not provided

Result Abnormal Flag not provided not provided

Natuare of Abnormality not provided not provided

Flag

Resnlt Status set to ‘F’ setto ‘F’

Data of Change in not provided not provided

Instrument Normative

Values or Units

Operator Identification not provided not provided

Date/Time Test Started not provided not provided

Date/Time Test execution time, string of the execution time, string of the

Completed type YYYYMMDDHHMMSS  type YYYYMMDDHHMMSS

Instrument Identification not provided not provided

5.1.4. Comment Record

The Comment record allows integration of the transmitted test results with possible error messages.
Omne or more comment records can follow the result records. Fields characterizing this record are
specified in the following.

Comment Record:

Record Type ID
Sequence Number

setto ‘C’
must begin with 17 and then must increment by
one for each comment record

Comment Source setto ‘T’

Comment Text this field specifies the instrument errors (see
table) as a numeric code (2 characters) plus the
associated message

Comment Type setto ‘T’
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0]
10
11
12
13
20
25
26
30
35

36

37
40
50

51
52

N.B, Out of range indications are not transmitted to the host computer.

no sample

2 point cal

Animal Application

No cal Verification

NP out of range
Acquisition Extended
QC Out of Range
Invalid for QC
Magnetic Stirrer fail
Peltier Temperature Out of
Range

Pre-heater Temperature
Out of Range
Incubation Temperature
Cover Open

Sensor Fail

Sensor Off

No liquid (XX)
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An example for a complete test uploading sequence is given by:

HIN“&] [ 1ACL6000] 111 [[{P11]118960210103227<CR>

PI11{])VERDI"P. A~4 1119580821 (00 LILITIILTNTI[I]DER 3
01115MP11 PIm~*00L T PRI p et IFL L]} {<CR>
RI11**~~002] ] 1F1IFI}]119960119114215]<CR>
Cl11T]IG1"no sample]I<CR>
P21 | PELLIGROTTONI~GIANLU~~") 19551028 ¥ 1 LIEITIT5(])[{IIDEP 2
0f115MP10 DI~ Q0L bttt b I [T F1<CR>
RI1{~**001]coag. excor|[I][F{[{[19960119114215][<CR>

Cl11I]150"Sensor Fail|I<CR>
Cl211I135"Peltier Temperature Qut of Range| I<CR>
C13]11140"Cover Open|1I<CR>
012]5MP10 P2~ 200S Tttt ittt b (e 11 1<CR>
RI11~~700511,001s]111F]11]19560119114215[<CR>
ClI1[I[13™"HP out of range|I<CR>
Cl211][50*Sensor Faill|I<CR>
RIZ1*~"005[2.GOIR}I]}FI{1118960219114215[<CR>
0i3!5MP10 [1227009 Ly 1ALt T I~ LATELT LI [<CR>
RI1[~**009[1.0CIs][1IFI][119960119114215]<CR>
RIZ2[~™"009[2.00IRIF[IFI][119960119114215]<CR>
G[41SMNPLO PIA0Z20 10T EN LTI T LIt LIEL T T [<CR>
RILI***022111%)1[1F111119960119114215[<CR>
R{2[~""022[2.00[RIE[IF]][[119260119114215]<CR>
RIZ["*022(3.00(s(1[IFI[]119960119114215]<CR>

PI3[[| JROSSIMARIO AN 119391127 M [ LETRLTLLIT ]DEP 1
Gl11SMPOS O N RN S SRR RO RS2 AN RE B
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5.2. Uploading Session Volumes

Approximate data volumes for uploading sessions are provided as a guide for estimating the time
required to complete typical sessions. Obviously, system latencies (both ACL 6000/7000 and host
computer) are not considered.

The minimal session would occur if ACL 6000/7000 has no test results to be transmitted; no data is
sent and the data volume is zero.

In conditions in which the ACL 6000/7000 has results to be transmitted, the data volume can be
estimated on the Test Order and Test Result record size base.

Test Order Message = Message Header(41) +
number of patient records (82 + Results) + Message Terminator Record(6)

Results = number of ordered test(55 + 60*number of test result + 56* number of error messages))

Consider the following situation: ACL 6000/7000 has 50 sample IDs to be uploaded each with 4
tests, each test with 3 results and each test with 2 flags, the data volume can be estimated in:

Test Result Message =41+ 50 (82 +4(55 + 60*3 + 56*2))+ 6
Total = 69547 characters

At 9600 baud rate and with no system overhead it would take approximately 73 seconds and
considering a system efficiency of 60% it becomes about 116 seconds.

Going to the maximum limit of the instrument, that is 300 sample IDs to be uploaded each one with 8
tests, 3 results for test and 5 flags for test the data volume can be estimated in:

Test Result Message = 41+ 300 (82 + 8(55 +60*3 +56*5)) + 6
Total = 1260647 characters

At 9600 baud rate and with no system overhead it would take approximately less than 22 minutes and
considering an efficiency of 60% it becomes about 35 minutes.

Note that for all the strings the the maximum expected length has been considered.
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6. Not Supported Records

The Scientific record and the Manufacturer Information record are not supported by ACL 6000/7000
protocol. ’

As a consequence the instrument ignores any type of information they contain.
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7. Transmission Abort

The download or upload transmission session can be interrupted for an explicit user request detected
on the instrument, because the host computer is not responding or because the host computer required
interruption of the transmission process.

Further, as reported above, the download process can be interrupted because an illegal sample
Identifier has been received. Instrument behavior in this particular condition was defined in section

4.3. Rejected Test Order.

Page 30 of 37



ACL 6000/7000 behavior in each of the listed conditions is described in the following:

Condition

Action

ACL 6000/7000 s
operator requested stop
download process

ACL 6000/7000 will signal the end of transmission to the host and will
discard any following messages. The host must consider the interrupt
request.

It must be emphasized that ACL 6000/7000 will signal the
transmission interruption with a message that is a rejected test order
message if any information has been rejected or with 2 message header
plus 2 message terminator record if no information has been rejected.

ACL 6000/7000 ’s
operator requested stop
upload process

ACL 6000/7000 will complete the message in progress with the
message terminator and will not transmit any further test results.

Host computer is not
responding

During downloading and uploading session transmission operation by
ACL 6000/7000 is stopped. If downloading was in progress, no rejected
test messages will be transmitted.

A message will inform the user that the transmission has been
interrupted: “Host Computer not responding”

Host computer required
EOT

Both during downloading and uploading session operation by ACL
6000/7000 are stopped. If downloading was in progress no rejected test
messages will be transmitted.

It must be emphasized that the host computer must request the
transmission interruption with a message composed by a message
header plus a message terminator record.

A message will inform the user that the transmission has been
interrupted: “Host Computer required to interrupt transmission”

Incorrect record format

Transmission/reception is aborted and the user is informed:
“Incorrect format in host messages”
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Appendix A - ACL 6000/7000 Test Codes

000
001
002
003
004
005
006
007
008
009
010
020
021
022
023
024
030
031
032
033
034
035
036
037
038
040
041
042
043
044
045
046
047
050
051
052
053
054
055
056
057
100
101
102
103
104
105
106
107

no test

PT

PT-double

FIB (PT derived)
FIB-double (PT derived)
APTT
APTT-double
APTT -3 min
APTT -3 min- double
T

TT-double
Pro-IL-Complex
Hepatocomplex
Pro-Clot

Protein S

APCRYV

AT-III

Fibrinogen Clauss
Heparin (high curve)
Heparin (low curve)
Plasminogen
Antiplasmin
Pro-Chrom
D-Dimer

Heparin Xa

F-VIII (high curve)
F-IX (high curve)
F.XI (high curve)
F-XT (high curve)
F-VII (high curve)
F-X (high curve)
F-V (high curve)
F-II (high curve)
F-VIII (low curve)
F-IX (Jow curve)
F-XI (low curve)
F-X1I (low curve)
F-VII (low curve)
F-X (low curve)
F-V (low curve)
F-II (low curve)
PT-FIB/APTT/IT
PT-FIB/FIB-C
APTT/FIB-C
TTI/FIB-C
PCX/APTT/IT
HPX/APTT/IT
PCX/FIB-C
HPX/FIB-C
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Appendix B

ACL 6000/7000 Supported Characters for Sample ID

AxZ
09

Special characters:

space , ¢ - ?

Also if “space’ and ©." are allowed characters, a string containing only these two characters will be

rejected,

ACL 6000/7000 Supported Characters for Patient name and Department

AxZ
eSS

Special characters:

! % ¢ ( )
* + , -

/ : ; < =
> 2

ACL 6000/7000 Supported Characters for delimiters

! “ # § Y%
& 3 ( ) *
+ / : 3 =
@ [ 1 I
- | 3o~

ASCII character 127 is not allowed as delimiter.
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Appendix C - ACL 6000/7000 Supported Units

Unit Abbreviation
Time s
Activity Y%
Ratio R
International Normalized Ratio INR
Concentration mg/dL
/L
ng/mL
U/l
Delta Optical Absorbance Delta Abs.
Normalized Ratio NR
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Appendix D - ACL 6000/7000 Test Results Sequence

Test

Results Sequence

PT

PT-double

FIB (PT derived)

FIB-double (PT derived)

APTT

APTT-double

APTT -3 min

APTT -3 min- double

TT-double

Pro-IL-Complex

Time
Activity
Ratio/TNR

Time 1
Activity 1
Ratio/INR 1
Time 2
Activity 2
Rato/INR 2

Concentration

Concentration 1
Concentration 2

Time
Ratio

Time 1
Ratio 1
Tune 2
Ratio 2

Time
Ratio

Time 1
Ratio 1
Time 2
Ratio 2

Time
Ratio

Time 1
Ratio 1
Time 2
Ratio 2
Activity

Ratio/INR
Time
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Test

Results Sequence

Hepatocomplex

Pro-Clot

Protein §

AT-III

Fibrinogen Clauss

Heparin Xa (high curve)

Heparin (high curve)

Heparin (Jow curve)

Plasminogen

Antiplasmin

Pro-Chrom

D-Dimer

Factors (hich or Jow curve)

APCRY

Activity
Ratio/TNR
Time

Activity
Ratio
Time

Activity
Time

Activity
Delta Absorbance

Concentration

Time

Concentration
Delta Absorbance

Concentration
Delta Absorbance

Concentration
Delta Absorbance

Activity
Delta Absorbance

Activity
Delta Absorbance

Activity
Delta Absorbance

Concentration
Detta Absorbance
Offset

Activity
Time
Time (basal)

Time (actvated)
Ratio (or Normalized Ratio)
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HEPARIN Xa CALIBRATION

Sample tray Materials
positions
POOL Calibrator 0.8 U/mL (1st Standard)
DIL Working Diluent (use 4 mL cup)
18 Calibrator 0.0 U/mL (3rd Standard)
17 Empty cup (0.5 mL)
1-12 Empty cups (0.5 mlL)

Reagent area | Materials
positions
1 Cleaning solution
2 Enzyme
3 Substrate
Material | Reconstitution
Calibrator Refer to insert sheet for preparation
Working Diluent Refer 1o insert sheet for preparation
Cleaning Solution |[Asitis
Enzyme 2.5 mL of distilled water
Substrate 4 mL of distilied water
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HEPARIN Xa ANALYSIS

Sample tray Materials
positions
DIL Working Diluent (use 4 mL cup)
1t09 Samples
10 to 18 Empty cups (0.5 mL)

Reagent area | Materials
positions .
1 Cleaﬁing solution
2 Enzyme
3 Substrate
Material | Reconstitution

Working Diluent

Refer to insert sheet for preparatior;

Cieaning Solution

Asitis

Enzyme

2.5 mL of distilled water

Substrate

4 mL of distilled water
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AT - lll CALIBRATION

Sample tray Materials
positions
POOL Calibration Plasma (100% - 1st Standard)
DIL Diluted buffer (use 4 mL cup)
16 Diluted buffer (use 2 mL cup)
18 Empty cup (0.5 mL)
17 Empty cup (0.5 mL)
1-12 Empty cups (0.5 mL)

Reagent area | Materials
positions
1 Cleaning solution
2 Enzyme
3 Substrate
Material | Reconstitution
Calibration Plasma | 1 mL of distilled water
Diluted Buffer Concentrated buffer diluted 1:10 (1+9) with distilied water
Cleaning Solution | Asitis
Enzyme 2.5 mL of distilled water
Substrate 2 mL of distilled water
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AT - Ill ANALYSIS

Sample tray Materials
positions
DIL Diluted buffer (use 4 mL cup)
1t 8 Samples
1010 18 Empty (0.5 mL) cups

Reagent area | Materials
positions
1 Cleaning solution
2 Enzyme
3 Substrate
Material | Reconstitution
Diluted Buffer Concentrated buffer diluted 1:10 {1+9) with distilled water
Cleaning Sofution | Asitis
Enzyme 2.5 mL of distilled water
Substrate 2 mL of distilled water
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PROCHROM CALIBRATION +
ANALYSIS

Sample tray Materials
positions
POOL Calibration Plasma (100%)
DIL ProChrom Diluent (2 mL cup)
18 ProChrom Diluent (2 mL cup)
1-15 Samples

Reagent area | Materials
positions

2 Enzyme

3 Substrate
Material | Reconstitution

Calibration Plasma | 4 mL of distilied water

ProChrom Difuent Concentrated diluent diluted 1:10 (1+9) with distilled

water
Enzyme 2.5 mL of distilled water
Substrate 2 mL of distilied water
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PROCHROM ANALYSIS ONLY

Sample tray | Materiais
positions
18 ProChrom Diluent (2 mL cup)
1-15 Samples
Reagent area | Materiais
positions
2 Enzyme
3 Substrate
Material | Reconstitution

ProChrom Diluent

Concentrated diluent diluted 1:10 {(1+9) with distilled
water

Enzyme

2.5 mL of distilled water

Substrate

2 mL of distilled water
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FIBRINOGEN - C
CALIBRATION

Sample tray Materials
positions
POOL Calibration Plasma
DIL Factor Diluent (2 mL cup)

Reagent area | Materials
positions
1 Cleaning solution
2 Thrombin
Material | Reconstitution
Calibration Plasma | 1 mL of distijled water
Factor Diluent Asitis
Cleaning Solution | Asitis
Thrombin 2 mL of distilled water
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FIBRINOGEN - C ANALYSIS

Sample tray Materials
positions
DIL Factor Diluent (4 mL cup)
1-18 Samples

Reagent area | Materials
positions
1 Cleaning solution
2 Thrombin
Material | Reconstitution
Factor Diluent Asitis
Cleaning Solution | Asitis

Thrombin

2 mL of distilled water
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PROCLOT CALIBRATION +

ANALYSIS

Sampie tray | Materials
positions
POOL Calibration Plasma (100%)
DIL Working Diluent (2 mL cup)
18 Protein-C Deficient Plasma (0%) in 2 mL
cup
17 Empty cup (0.5 mL)
1-16 Samples
Reagent area | Materials
positions
2 APTT Cephalin
3 APTT CaCl2
Material | Reconstitution ,

Calibration Plasma

1 mL of distilled water

ProClot Diluent

Asitis

Protein-C Activator

1.5 mL of distilled water

P-C Def. Plasma

1 mL of distilled water

Working Dilluent

6.5 mL of ProClot Diluent + 1.5 mL of Protac (for one
rotor only use 1.3 mL of ProClot Diluent + 0.3 mb of
Protein-C Activator)

Cephalin

Refer to insert sheet

| CaCl2

Asitis
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PROCLOT ANALYSIS ONLY

Sample tray Materials
positions
DIL Working Diluent (2 mL cup)
18 Protein-C Deficient Plasma (2 mL cup)
1-16 Samples

Reagent area | Materials
positions
2 APTT Cephalin
3 APTT CaCl2
Material | Reconstitution
ProCliot Diluent As itis

Protein-C Activator | 1.5 mL of distilled water

P-C Def. Plasma 1 mL of distilled water

Working Diluent 6.5 mL of ProClot Diluent + 1.5 mL of Protac (for one
rotor only use 1.3 mL of ProClot Diluent + 0.3 mL of
Protein-C Activator)

Cephalin Refer to insert sheet

CaCl2 Asitis
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SINGLE FACTORS OF THE
EXTRINSIC PATHWAY
CALIBRATION + ANALYSIS

Sample tray Materials
positions
POOL Calibration Plasma (1st Standard)
DIL Factor Diluent (2 mL cup)
18 Deficient Plasma (Vilor X orVorll) in 2
mL cup
17 Empty cup (0.5 mL)
16 Empty cup (0.5 mL)
1-15 Samples
High Curve Low Curve
1st Standard 100 % (as it is) 6.25 % (dilute 1 + 15 the

100% with Factor Diluent)

Reagent area | Materials
positions

1 Thromboplastin
Material | Reconstitution
Calibration Plasma | 1 mL of distilled water
Factor Diluent Asitis

Deficient Plasma

1 mL of distilled water

Thromboplastin

Refer to insert sheet
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SINGLE FACTORS OF THE
EXTRINSIC PATHWAY
ANALYSIS ONLY

Sample tray Materials
positions

DIL Factor Diluent (2 mL cup)

18 Deficient Plasma (Vll or X or Vor ll) in 2

mL cup
1-15 Samples
Reagent area | Materials
positions
1 Thromboplastin

Material | Reconstitution

Factor Diluent

Asitis

Deficient Plasma

1 mL of distilled water

Thromboplastin

Refer 1o insert sheet
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SINGLE FACTORS OF THE
INTRINSIC PATHWAY
CALIBRATION + ANALYSIS

Sample tray Materials
 positions .
- POOL Calibration Plasma (1st Standard)

DIL Factor Diluent (2 mL cup)

18 Deficient Plasma (VIill or IX or Xl or XII) in

2 mL cup
17 Empty cup (0.5 mL)
16 Empty cup (0.5 mL)
1-15 Samples
High Curve Low Curve

1st Standard 100 % (as it is) 6.25 % (dilute 1 + 15 the

100% with Factor Diluent)

Reagent area | Materials
| positions .
| 2 APTT Cephalin
3 APTT CaCl2
Material Reconstitution

Calibration Plasma

1 mL of distilled water

Factor Diluent

As itis

Deficient Plasma

1 mL of distilled water

Cephalin

Refer to insert sheet

CaCl2

As itis
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SINGLE FACTORS OF THE
INTRINSIC PATHWAY
ANALYSIS ONLY

Sample tray Materials
positions
DiL Factor Diluent (2 mL cup)
18 Deficient Plasma (VIil or [X or X or XlI) in
2 mL cup
1-15 Samples
Reagent area | Materials
positions _
2 Cephalin
3 CaCl2
Material | Reconstitution . L
Factor Difuent As itis T I

Deficient Plasma

1 mL of distilled water

Cephalin

Refer to insert sheet

CaCl2

Asitis
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D-DIMER CALIBRATION

Sample tray Materials
positions
POOL D-Dimer Calibrator
DIL D-Dimer Buffer (use 4 mL cup)
18 Empty cup (0.5 mL)
17 Empty cup (0.5 mL)
16 Factor Diluent

Reagent area | Materials
positions

1 Latex reagent
Material | Reconstitution

D-Dimer Calibrator | 1 mL of distilled water

D-Dimer Buffer Asitis

Factor Diluent Asitis

Latex reagent 3 mL of distilled water
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D-DIMER ANALYSIS

Sample tray Materials
positions
DIL D-Dimer Buffer (4 mL cup)
1-18 Samples

Reagent area | Materials
positions

1 Latex reagent
Material | Reconstitution
D-Dimer Buffer Asitis
Latex reagent 3 mL of distilled water
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APCR-V ANALYSIS

Sample tray Materials
positions
POOL Calibration Plasma
DIL Deficient Plasma Factor V (2 mL cup)
18 Calcium Chloride (4 mL cup)
1-186 Samples

Reagent area | Materials
positions )

2 APTT Reagent

3 Activated Calcium Chloride
Material | Reconstitution

Calibration Plasma

1 mL of distilled water

Def. Plasma F VV

4 mL of distilled water

APTT reagent Asitis
CaCl2 Asitis
APC CaClz 2 mL of distilled water
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Appendix C

Waming

We recommend that setting of the barcede scanner should
be carried out by 1L authorized personnel.

In any case the enclosed instructions must be strightly
followed when setting the barcode scanner.
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CCD BARCODE SCANNER
| SETTING

1. INTRODUGCTION

Appendix A provides information related to the programming and
checking of the CCD Barcode ‘Scanner P/N 67221.03.

The Scanner is standard provided with ACL 3000/3000+, and optional
on ACL 2000/1000.

Appendix A is composed by the following subsections:

2. General information

3. Determining the CCD Barcode Scanner type

4. Enabling barcedes into the CCD Barcode Scanner "type A"

5. Enabling barcodes into the CCD Barcode Scanner "type B

6. Checking the CCD Barcode Scanner

7. Setting of barcodes options

8. Resetting the CCD Barcode Scanner to default configuration

2. GENERAL INFORMATION

The following barcodes can be enabled into the ACL CCD Barcode
Scanner P/N 62221.03:

~ CODE 128
- CODE 39
- CCDE 93
- CODABAR
~ CODABAR ABC

~ INTERLEAVED 2 QOF 5 .

- MSI -
- PLESSEY

-

The scanner is default programmed to read CODE 128 only.
Enabling of different barcodes is achieved following the procedures
hereafter reported.

Programming of the CCD Barcode Scanner is carried out by reading
special labels, provided in this subsection.
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Actually, two types of CCD Barcode Scanners are available, which
require different programming procedures.
Therefore, before starting with the programming procedure, the
scanner type has to be determined, in order to use the proper
programming procedure {see subsection 3).

Once the scanner type has been determined, proper programlx'ning is
achieved by performing as per subsection 4 (scanner "type A"), or
subsection 5 (scanner "type B").

After programming the Scanner, check its setting and correct
_functioning by reading the labels provided in subsection 6.

Disabling of enabled barcodes is described in subsections 4 and 5.

Subsection 7 contains the programming labels to set special options
for some of the available barcodes.

Subsection 8 of this document contains the procedures (one for each
of the -two scanner types) to re-set the scanner to the default
configuration. It includes setting of:

~ RS 232 interface parameters ]
- Scanner operator's interface ({e.g. buzzer, good reading led)
- Decoding options (e.g. single/multiple reading)

This setting procedures can be used to re-program SCANNers when
initial setting conditions has to be re-enstabilished.

[

* d X WARNING k&%
As the ability of the Scanner to read labels correctly
depends on the quality of the labels themselves, we
recommend that further copies of this document are not
made. Bad gquality of the Topies can lead to misreading
or, in the worst case, to the inability of the Scannex
to read the label.
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2.1} Recommendations

This  subsection provides some information on known existing
limitations for some of the barcode types which can be enabled into
the Scanner, and some generzl recommendations in order to operate
the Scanner in the correct way.

A.The ability of the Scanner to read correctly a barcode depends not
only on the self-checking nature of the barcode type itself, but
also on the quality of the printed label.

B.CODABAR has no internal self-checking and is also susceptible to
reflected ambient light.

C.INTERLEAVED 2 of 5 has an internal parity bit but is susceptible
to printing errors such as white or black lines at right angles to
the "bars".

D.We recommend enabling only those codes which are im use in the
laboratory, in addition to CODE 128, used to decode the labels of
the ACL Sample Tray.

InsTumentation Laboratory
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3. DETERMINING THE CCD BARCODE SCANNER TYPE

Two different types of CCD Barcode Scanners can be wused in
conjunction with the ACL; we will identify them as:

~ CCD Scanner "type A"
~ CCD Scanner "type B"

Due to their different technical characteristics, different
setting procedures must be adopted in order to enable the requested
barcodes.

"This subsection allows you ‘to determine the type of CCD Barcode
Scanner that you have to program, and indicates which setting
procedure has to be followed.

To determine the type of CCD Barcode Scanner, act as follows:

ASwitch the ACL ON, then activate the Scanner by pushing the
relevant button.

B.Read in sequence the two labels provided below; two different
conditions can be met:

- The Scanner reads the labels (scanner beeper beeps):
indicates that it is a "type A" Scanner.
Enable the barcodes needed by refering to subsection 4.

- The Scanner does not read the labels:
indicates that it is a "type B' Scanner.
Enable the barcocdes needed by refering to subsection 5.

C.After determining the scanner type, proceed with subsection 4 or 5
for the enabling of the requested barcode(s).

< MR
11111}
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4.ENABLING BARCODES INTO THE CCD BARCODE SCANNER "TYPE A"

This subsection contains the programming procedure for CCD Barcode
Scanner "type A" (scanners which read the labels provided in
subsection 3).

The programming session is divided in two phases:

- The first one, called '"CHANGING OF BARCODE SETTING" (see
subsection 4.1), allows the enabling of one barcode only.
Enabling of this barcode, will automatically disable all other
barcodes previously enabled into the scanner.

- The second phase, called "ENABLING OF ADDITIONAL BARCODES" (see
subsection 4.2), allows the enabling of further barcodes.
Enabling of additional barcodes must be carried out after
performing phase one.

A maximum of 5 barcode types can be contemporaneously
enabled into the scanner.
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4.1 Changing of barcode setting

As the labels of the Sample tray are coded with
CODE 128, this barcode must always be enabled into
the Scanner.

To enable one barcode type perform as per the following procedure:

" A.Switch the ACL ON, then trigger the Scanner ON.

B.Among the various sets of labels reported here below, locate the
one corresponding to the barcode to be enabled.

C.Read the SET CODE of the barcode to be enabled to get the Scanner
into the program mode. The Scanner beeps intermittently to
indicate that it is ready to be programmed. '

D.Read the PROG CODE of the Barcode type to be enabled.
The scanner beeps once to indicate that it has been done.

E.Read the END CODE to complete the whole cperation.
The selected barcode is now enabled; previous settings have been
cancelled.

CODE 128 only CODE 39 only

sz WML == NI

ST exoc MMM

SO 1 oo DN
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. CODE @93 o_nly CODABAR only

il s== I

o I SR 11
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4.2 Enabling of additional barcodes

Up to S different barcodes can be contemporanecusly enabled into the
scanner.

In general terms, the more barcode options enabled on a Scanner,
the more likelihood of misreading exists.

We therefore strongly recommend that, at installation, only the
code used by the customer be enabled, in addition to the CODE 128,
as it is used for the labels of the sample tray.

To enable additicnal barcodes proceed as follows:
‘A.Switch the ACL ON, then trigger the Scanner ON.

B.Read the SET CODE of the table reported below, to get the Scanner
into the program mode.

C.Read the PROG CODE(s) of the barcode type(s) to be added.
The Scanner beeps once each time a PROGRAM CODE is read.

D.Read the END code to complete the operation.
The additional code(s) is(are) now enabled.

E

i

Enable Code 39

“~ Enable interleaved

i
||
;

e I
cucars ]I
s [

= ([
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5. ENABLING BARCODES INTO THE CCD BARCODE SCANNER "TYPE B"

This subsection contzins the programming procedure for CCD Barcode
Scanner "type B" (scanners which do not read the label provided
in subsection 3).

The programming session consists of two phases:

- The first one, called "DISABLING ALL BARCODES" (see subsection
5.1), allows the disabling of all barcodes _previously enabled
into the scanner. ; .

- The second phase, called "ENABLING OF BARCODES" (see subsection
5.2), allows the enabling of the needed barcode(s).

A maximum of 5 barcode types can be contemporaneously
enabled into the scanner.
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5.1 Disabling all barcodes

This subsection -provides the procedure to disable all barcodes
actually enabled into the scanner "type B" (refer to subsection 3 of
this document to determine the scanner type).

To disable all barcedes, proceed as follows:

A.Switch the ACL ON, then activate the scanner by pushing the
relevant button.

. B.Refering to the labels here below, read the SET label to get the
scanner into the program mode; )
once read the scanner beeps four times loudly to indicate that it
is ready to be programmed, and switches the LED array OFF.

C.Press the scanner button.
Read the ERASE label; the scanner beeps once softly to ackwoledge
the reading, and switches the LED array OFF.

D.Press the scanner button.
Read the END label to terminate the programming session; the

scanner beeps once softly, four times loudly, and switches the LED
array OFF. All barcodes are now disabled.

see TN
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5.2 Enabling of barcodes

This subsection provides the procedure to enable barcodes into the
scanner "type B" (see subsection 3 to determine the barcode type).

Up to 5 different barcodes can be contemporaneously enabled into the
scanner.

In general term, the more barcodes enabled, the more likelihood of
misreading exixts.

We therefore strongly recommend that, at _installation, only the
code(s) used by the customer be enabled, in addition to the CODE
. 128, which is used for the labels of the ACL sample tray.

Disabling of previously enabled barcodes can be
achieved by performing the procedure provided in sub-
section 5.1 of this documént.

To enable barcodes, read the labels provided here after.

Usually, the procedure to enable a barcode consists of
a SET label, to get the scanner into the program mode,
a ENABLE CODE "X" label, to enable the specific code,
and a END label, to terminate the programming session.
In the case of the scanners '"type B", some of the
barcodes require the reading of additional labels
called 2°label; 3°label. Read these labels in sequence
to properly enable the specific code into the
scanner.

To enable barcodes, proceed as follows:

A.Switch the ACL ON, then activate the scanner by pushing the
relevant button.

B.Refering to the tables in next 2 pages, read the SET label to get
the scanner into the program mode; the scanner beeps four times
loudly to indicate that it is meady to be programmed, and switches
the LED array OFF.

C.Press the scanner button.
Read the ENABLE CODE "X" label(s) of the desired code(s); the
scanner beeps once softly for each label read, and switches the
LED array OFF.

D.Press the scanner button. .
Read the END label to terminate the programming session; the
scanner beeps once softly, four times loudly, and switches the LED

array OFF.
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ENABLE CODE 128

ENABLE CODABAR
(1° label)

ENABLE CODABAR
(2° label)

ENABLE CODABAR ABC

(1° label)

 ENABLE CODABAR ABG

(2° label)

ENABLE INTERLEAVED
2 OF 5
(1" label)

ENABLE INTERLEAVED
2 OF 5
(2" label)

ENABLE INTERLEAVED
2 OF 5
(3° label)
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ENABLE CODE 93

EMABLE CODE 39

ENABLE MST
(1° label)

ENABLE MST
(2° label)

ENABLE MST
(3° label)

ENABLE PLESSEY
(17, label)

ENABLE PLESSEY _

(2° label)

EN%BLE PLESSEY
(3" label)

SET
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END
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6. CHECKING THE SCANNER

Check the functioning of the programmed Scanner by performing the
steps reported below.

6.1 Checking of enabled code(s)

A Switch the ACL ON, access the PROG menu- and activate the LOADLIST
option.

B.Press DOWN to continue. .
Enter a loadlist number (from 1 te 9), then press UP to edit; the
first row on the left column of the screen will be shown 1In
reverse.

C.Take the Scanner, press the trigger button and check that the red
LED array is activated,

D.Using the labels shown here below, scan the label(s) of the
code(s) previously enabled into the Scanner (the labels of the
most used codes are provided). Check that:

- The Scanner beeper beeps.
- The red LED array is de-activated.

- The code of the label scanned is shown on the ACL screen.

Repeat steps C and D several times.

mpwe A

T (T

Instrumentation Laboratory



6.2. Checking not enabled codes

A Perform as per ﬁrevious point 6.1, step A and B, to get intec the
LOADLIST mode.

B.Take the Scanner, press the trigger button and check that the red
LED array is activated.

C.Using the labels shown in previous page, scan those codes not
enabled into the Scanner (e.g. if into the Scanner CODE 39 has
been enabled then read all labels except the one of CODE 39).
Check that:

- The multitone buzzer of the Scanner does not sound.
- The red LED array remains ON.

~ The code of the label scanned is not shown on the ACL screen.

Repeat steps B and C several times.
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6.3. Scanning alphanumeric or "long" codes

This test allows the checking of the Scanner when reading labels
carring alphanumeric codes (only for CODE 39; CODE 128) or labels
carring codes longer than 12 bits (for CODABAR; INTERLEAVED 2 of 5).
As the system can only manage numeric codes with a maximum code
length of 12 bits, scanning the labels reported below has to trigger

an internal alarm.

Perform as follows:

A.Perform as per previous point 6.1, steps A and B, to get into the
LOADLIST mode.

B.Take the Scanner, press the trigger button and check that the red
LED array is activated.

C.Using the labels below reported, scan the label(s) of the code(s)
previously enabled into the Scanner (the labels of the most used
codes are provided). Check that:

- The Scanner beeper beeps.

The ACL emits a long (750 ms) beep.

The red LED array of the Scanner is de-activated.
- The code of the label scanned is not shown on the ACL screen.

Repeat steps B and C several times.

IR

CODE 128 CODE 39

VAV ARG DR

INTERLEAVED 2 of 5 CODABAR
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6.4 Checking of the Scanner time out

A Holding the Scanner with the hand, press its trigger button.
B.Check that the red LED array of the Scanner is activated.

C.Check that 10 seconds after the activation, the red LED array
of the Scanner is de-activated.

7. SETTING OF BARCODES OPTIONS

This subsection allows you to "personalize” the following barcode
types:

- INTERLEAVED 2 OF 5
- CODABAR
- CODE 39

Two separate procedures exist for setting barcode cptions, depending
the CCD Barcode Scanner type (CCD Barcode Scanner "type A"; CCD
Barcode Scanner "type B"; refer to subsection 3 of this document to
determine the scanner type).
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7.1 Setting of Barcodes options for CCD Barcode "type A"

*%x*x NOTE ***

The labels provided in this subsection can be read by

CCD Barcode Scanners "type A" having date codes higher

than FC91800131. The date code digits, located on the

cable of the scanners, have the following meaning:

— 91l: year . .

- 8: month {(August in this case); from 1 to 9, means
from January to September.October is X, November
is ¥, December is Z.

- 00131: production number.

To set the available options for the CCD Barcode Scanner "type A",
perform as per the following procedure:

A.Switch the ACL ON, then trigger the Scanner ON.

B.Choose the family of barcodes to be personalized (codes
INTERLEAVED 2 OF 3; CODABAR; CODE 39).

C.Among the various labels here after provided, locate the ones
corresponding to the option(s) to be enabled.

D.Read the SET CODE get the Scanner into the program mode. The
Scanner beeps intermittently to indicate that it is ready to be
programmed.

E.Read the PROG CODE(s) of the option(s) to be enabled.

The Scanner beeps once to indicate that it has been done.

F.Read the END CODE to complgte the whole operation.
The new setting is now set in memory. ’
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7.1.b Options for CODABAR

Not tragsmit start/stop characters

Enable check sum calculation

Disable check sum calcularton

Not trapsmnit check character

Normal + ABC + CX codes

Only ABC code pair reading

Only CX code pair r;z;cﬁng

Only normal code reading

set

end

I

[

il
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Disable check sum calculation

Enable check sum calculation

Not transmit ¢check character

Not trapsmit start/stop characters

it
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7.2 Setting of Barcodes options for CCD Barcode "type B"

To set the available options for the CCD Barcode Scanner "type BT,
perform as per the following procedure:

A Switch the ACL ON, then trigger the Scanner ON.

B.Choose the family of barcodes to be personalized (codes
INTERLEAVED 2 QF 5; CODARBAR; CODE 39).

C.Among the various labels here after provided, locate the ones
corresponding to the option(s) tc be enabled.

D.Read the SET CODE to get the Scanner into the program mode; the
Scanner beeps four times to indicate that it is ready to be
programmed, and switches the LED array OFF.

E.Push the Scanner button.
Read the PROG CODE(s) of the optlon(s) to be enabled.
The Scanner beeps once for each label read, and switches the LED
array OFF.

F.Push the Scanner button.
Read the END CODE to complete the whole operation; the scanner
beeps four times, and switches the LED array OQOFF.
The new setting is now set in memory.

7.2-a Options for INTERLEAVED 2 OBF-5 -

i
WL

Disable check digit ' I
calculation (2" label)
i

ot transmit chack I

e Il

Disable check digit . ””
calculation (1" label)

———
m—iy

Disable check dlglt
calculation (3°label) ”l l
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7.2.b Options for CODABAR

Set

Not transmit start/stop
characters (1° label)

Not transmit start/stop
characters (2° label)

Read Codabar without
check sum

Disable checksum
transmission (1° label)

Disable checksum
transmission (2° label)

Disable checksum
transmission (3° label)

Disable checksug
transmission (4° label?

End
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Set

Read Codabar ABC without
transmitting checksum (1° label)

C
checksum (2° label)

witho
ecksum * label)

Read Codabar ABC without
transmitting checksum (4° label)

Read Cod b r ABC without
transmitt g checksum (5° label)

Read Codabar ABC witho
transmltting checksum (6 label)

End
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7.2.c Option for CODE 39

T

Disable check sun IR

calculation
M
]

Not transmit check ]"
character
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8. RESETTING THE CCD BARCODE SCANNER TO DEFAULT CONFIGURATION

This subsection contains the complete scanners re-programming
procedures (one for each of the two scanner types which can used
with the ACL), which allow the re-setting to the default conditions
of the following parameters:

Enabled barcode (CODE 128 only)

RS 232 interface setting

- Scanner operator's interface (e.g. buzzer, good reading led)
Decoding options (e.g. single/multiple reading)

This setting procedure can be be used to re-program a scanner when
initial setting conditions has to be re-enstabilished.

The two mentioned setting procedures are hereafter provided.
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8.1 Resetting the CCD Barcode Scanner "type A"

This procedure allows you to re-program into the "type A" scanner
(see subsection 3 to determine the scanner type) zll default setting
parameters; after performing this procedure, only CODE 128 will be
enabled into the scanner.

To re-program the scanner, read in sequence all labels provided with
this subsection (after reading the SET label, the scanner bheeps
intermittently to indicate that it is in program mode; for each
further label read, the scanner beeps once to acknowledge the
reading; after reading the END label the LED array is de-activated).

TR o

MR -
g

] ” Cadeadg, disabte checksum calculatioa
l Codadg, disable Start/Stop charactars
{
1 U -
[ Codabar, dlsahle Start/Stap characters
” Cisabla chack sum calculation
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8.2 Resetting the CCD Barcode Scanner "type B"

This procedure allows you to re-program into the "type B" scanner
(see subsection 3 to determine the scanner type) all default setting
parameters; after performing this procedure, only CODE 128 will be
enabled intc the scanner.

To re-program the scanner, read in sequence all labels provided with
this subsection.

4

DT Cies Toualy andce-

The scanner beeps

T Shce ofily, 4 times
loudly  and de~
activates the LEDs.

WD =i

Tha scanner beeps
once softly and de-—
: activates the LEDs.

AR e

The scanner beeps
WA once softly and de-
activates the LEDS.
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APPENDIX C1

“Type C" Barcode Scanner Setting

1. INTRODUCTION

Appendix C1 explain the programming mode for a new type of
barcode scanner.

Thetwo previous model called "Type A" and "Type B" stillremainin
use and all the information in Appendix C are still reliable, in
particular, see Appendix C. for General Information (par.2.)andto
Checkthe CCD Barcode Scanner functionality {(par.6.).

The Scanneris standard provided with ACL 3000/3000+/6000, and
optional on ACL 2000/1000/7000.

Foran easy comprehension starting from now we call thethirdtype
"Type C".

Appendix C1 is composed by the following subsections:

2. Determining the CCD Barcode Scanner type

3. Enabling barcodes into the CCD Barcode Scanner “type C”
4. Setting of barcodes options

5. Resetting the CCD Barcode Scannerto default configuration.
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2. DETERMINING THE CCD BARCODE SCANNER TYPE

With the three type of barcode available the procedure for deter-
mining the type you have to program is a littte more complex but
if youlook atfigure A. you can probably see immediately if you have
the barcode scanner "Type C".

Figure A,
Barcode Scanner "Type C

To be sure, proceed as follows:

A.  Switch the ACL ON, then activate the Scanner by pushing
the relevant button.

B. Read in sequence the two labels provided below:

ssr I

S 111
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Two different conditions can be met:

- The Scanner reads the labels (scanner beeper beeps):

indicates that itis a “type C” Scanner, Enable the barcodes needed
by refering to this Appendix C1.

- The Scanner does not read the labels:

indicates that it is a “type A” or "type B® Scanner. Enable the
barcodes needed by refering to Appendix C.

C. After determining the scanner type, proceed with section 3
forthe enabling of the requested barcode(s).

After programming the Scanner, check its setting and correct
functioning by reading the labels provided in Appendix C section
6.

ENABLING BARCODESINTOTHECCDBARCODE
SCANNER“TYPEC”

This subsection contains the programming procedure for CCD
Barcode Scanner “type C”.

The programming session consists of two phases:

- The first one, called “DISABLING ALL BARCODES” (see
subsection 3.1), aliows the disabling of allbarcodes previ
ously enabledinto the scanner.

- The second phase, called “ENABLING OF BARCODES”
(see subsection 3.2).

A maximum of 5 barcode types can be
contemporaneously enabled into the scanner.




Al4

3.1. Disabling all barcodes

This subsection provides the procedure to disable all barcodes
actually enabled into the scanner “type C”.

To disable all barcodes, proceed as follows:

A.

Switch the ACL ON, then activate the scanner by pushing
the relevant button.

Refering to the labels here below, read the SET label to
get the scanner into the program mode;

once read the scanner beeps loudly to indicate that it is
ready o be programmed, and switches the LED array
OFF.

Press the scanner button.

Read the ERASE label; the scanner beeps once softly to
ackwoledge the reading, and switches the LED array OFF.,

Press the scanner button.

Read the Exit label to terminate the programming ses
sion; the scanner beeps once softly, four times loudly, and
switches the LED array OFF. All barcodes are now dis
abled. _ ’

S 11K
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3.2 Enabling of barcodes

This subsection provides the procedure to enable barcodes into
the scanner “type C".

in general term, the more barcodes enabled, the more likelihood
of misreading exist.
We therefore strongly recommend that, at installation, only the

code(s) used by the customer be enabled, in addition tothe CODE
128, which is used for the labels of the ACL sample tray.
Usually, the procedure to enable a barcode consists of a SET
label, to get the scanner into the program mode, read ENABLE
CODE “X” label, to enable the specific code, and read END label,
to terminate the programming session.

To enable barcodes, proceed as follows:

A.  Switchthe ACL ON, then activate the scanner by pushingthe
relevant button.

B. Referingtothe twotables in next page, read the SET label 1o
get the scanner into the program mode; the scanner beeps
loudly to indicate that it is ready to be programmed, and
switches the LED array OFF.

C. Press the scanner button.

Read the ENABLE CODE “X” label(s) of the desired code(s);
the scanner beeps softly for each labei read, and switches
the LED array OFF.

D. Press the scanner button.

Read the END label to terminate the programming session;
the scanner beeps, and switches the LED array OFF.
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CODE MSI
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4. SETTING OF BARCODES OPTIONS TYPE C

This subsection allows you to “personalize” the following barcode

types:

- INTERLEAVED 2 OF 5
- CODABAR
- CODE 38

To set the available options for the CCD Barcode Scanner “Type
C”, perform the following procedure:

Al
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Switch the ACL ON, then trigger the Scanner ON.

Choose the family of barcodes to be personalized (codes
INTERLEAVED 2 OF 5; CODABAR; CODE 39}.

Among the various labels here after provided, locate the
ones corresponding to the option(s} to be enabled.

Read the SET CODE to get the Scanner into the program
mode; the Scanner beeps to indicate that it is ready to be
programmed, and switches the LED array OFF.

Push the Scanner button.
Read the PROG CODE(s) of the option(s) to be enabled.

The Scanner beeps once for each label read, and switches
the LED array OFF.

Push the Scanner button.

Read the END CODE to complete the whole operation; the
scanner beeps, and switches the LED aray OFF.

The new setting is now set in memory.
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Options for INTERLEAVED 2 OF 5
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Options for CODABAR
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Option for CODE 39
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5. RESETTING THE CCD BARCODE SCANNER TO
DEFAULT CONFIGURATION

This subsection contains the complete scanners re-programming
procedures, which allow the re-setting to the default conditions of
the following parameters:

- Enabled barcode (CODE 128 only)
- RS 232 interface setting

This setting procedure can be be used to re-program a scanner
when initial setting conditions has to be re-enstablished.

RESETTING BARCODE TYPE C

neEoC iy DA Y e —m——————

ser M0 R

DISABLE ALL BARCODE I Il- I I |
CODE SELECTION 128 I “ |—i"_|
ENABLE _I” |"|_u

extr R

- ——— —_—

CARRIAGE RETURN II II || " |" “
ENTER RS232 PROGRAM “ "II ||| Il
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Introduction

In the following are described the characteristics of the Welch Allyn scanner installed in ACL
7000 instruments.

Purpose of this document is to give indication of the scanner charcteristics in terms of readable

codes, identify requirements the barcode labels have to satisfy and define constraints in terms of
labe) positioning within ACL 7000 instrument.

Supported Codes and Checksum type

Code Type Checksum Type Data Digits
Code 128 AlM Procedure up to 12
Code 38 Modulus 43 up to 12
No Checksum up to 12
Interleaved 2 of 5 USS - Modulus 10 up to 12
OPCC - Moduius 10 up to 12
Codabar AIM - Modulus 16 with start/stop digits up to 12
NW7 - Modulus 11 up to 12
NW?7 - Modulus 16 with start/stop digits up to 12
No Checksum up to 12

All bar code symbols have to satisfy the appropriate AIM Uniform Symbology Specification.
In addition the following characteristics have to considered:

e Backgroud substrate: the barcode symbol should be printed on material which is reflective
and has a matte (not glossy) finish. A background diffuse reflectance of at least 70% to 80%
is suggested for optimum contrast.

e Ink color and type: the ink type has to be compatible with 660 nm LEDs used in the scanner.
The barcode sysmbols inked bars should not exceed 10% reflectance at 660 nm which is
being used for reading, whether printed with biack ink or colored ink.

e Voids and Specks: the code has to be printed clearly, free of voids, specks, blemishes and
lines which could “fool” the scanner.

e Definition: the bars in the barcode symbols should be well defined. Their edges should not
be rough or fuzzy, so that bar and spaces have the proper widths intended for the used
barcode symbol. Definition should be sharp and consistent.

e Tolerance: the ratio of the widths and spaces in a barcode sysmbol must conform to the
appropriate AIM barcode specifications and can cause problems if not correct throughout
the barcode. Problems can occur if bar edges are smeared or rough, or when thy exhibit
voids.
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Barcode Lahel Positioning

The attached drawing defines barcode labels dimensions and identify constraints in positioning
labels on vacutainers,

The 13x75 vacutainers have been considered.

The proposed barcode labeis dimension and positioning apply both to high and low sampie tray
models,

The foliowing measurements are reported;
»  Maximum label length (global label size) 51.7 mm (2.035%)
» Maximum barcode length (printed area): 38 mm (1.5357)

» Quite zone (white area before and _
after the printed area); 6.35 mm (.2507)

» Label position (it is identified as the label edge .
measured starting from the vacutainer lower part);  5§1.7 mm (2.035")
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