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FOREWORD

This document includes all the information intended for the authority responsible for the

use of the respons®910VET analyzer.

The respons®I10VET is a device dedicated to veterinarian diagnostics only. It must
be used by professionals who have formal training and expertise in performing
diagnostic tests and using diagnostic instrumentation, in order to ensure work
efficiency, quality test results and trouble free analyzer operation and performance.
The test results must always be interpreted by a veterinary healthcare professional as

part of the clinical management of animals.

This manual is designed to be a reference for easy operation and general
maintenance of this analyzer. The manual contains detailed descriptions of the

respons®910VET analyzer's features and specifications.

The assumption is made that before making an attempt to operate the analyzer, the

operator is familiar with the operation of the analyzer and has:

Been trained to use Microsoft Windows Operating system user interface.
Been trained to use Acrobat Reader user interface.

Been trained by DiaSys Diagnostic Systems GmbH's authorized personnel.
Read the Operator’s Manual.

i A Wb

Personalized the analyzer, checked and/or modified methods, parameters,

profiles, serum control values etc.

Analyzer Manufacturer
DiaSys Diagnostic Systems GmbH
Alte Strasse 9
65558 Holzheim, Germany

Analyzer Field Service
Contact the manufacturer or your local DiaSys Diagnostic

representative for support.

respons® and DiaSys Diagnostic Systems® are registered

trademarks of DiaSys Diagnostic Systems GmbH.
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A. General safety note
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A.l. Warning labels
This section provides the operator with necessary information on the warning labels.

The operator is required to read this manual before the installation of the analyzer. The

following warning labels are affixed on the places that are potentially hazardous.

LABEL WARNING ABOUT LOCATION
CAUTION On the lamp hatch.
Consult accompanying documents. On the STAT drawer.

On the lamp hatch.
WARNING - HOT SURFACE.
On the lamp cover.

Inside the analyzer,
PROTECTIVE EARTH. near the power supply
connector.

WARNING - BIOLOGICAL HAZARD

Consider all specimens, reagents, calibrators, controls etc...

> © BB

. ) . Near the waste output.
as potentially infectious! )
. ) . On the robotic arm
Use established good laboratory work practices when handling
cover.
specimens. Wear appropriate protective gear (gloves, lab

coats, safety glasses, face shields).

WASTE ELECTRICAL AND ELECTRONIC EQUIPMENT
(WEEE).

_ _ Above the main power
Do not dispose of in household waste.

switch and the USB

connectors.

Read instructions for use.

s | 13
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LABEL WARNING ABOUT LOCATION

In the manual.
The operator must be vigilant: handling can be dangerous for

@ Notes & recommendations

him/her or the environment, cause possible damage to the

analyzer or generate erroneous test results.

A.ll. Safety information

The respons®910VET analyzer is designed to operate safely. When the operator
operates the analyzer in a safe environment, in accordance with the guidelines and
procedures stipulated in this manual, there are no known operating hazards.

The operator is requested to read this instruction before using the analyzer for the first

time in order to become acquainted with the way to operate the analyzer.

é The main power connector must always be immediately within reach of the
operator.
Do not use the analyzer for any other purpose than the one it is intended for.

Otherwise the operator’s safety cannot be guaranteed.

The environmental work conditions requirements must strictly be respected. (see “B.V

Environmental conditions” page 18).

= The cables connected to the analyzer must be in compliance with the local
regulations and must be correctly connected. The main power voltage and the
effectiveness of the ground connection must be strictly assured.

= All instructions described in the package of each reagent, cleaner, control or
calibrator must be strictly followed.

= |f any problem (liquid being spilled inside the analyzer, leakage, damaged parts...),
stop using the analyzer immediately, disconnect the power cable and contact the
DiaSys Diagnostic Systems GmbH authorized service engineer for guidance and

repair.

DiaSys Diagnostic Systems® June 2015 11
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= Always make sure the lamp hatch is closed.

= When closing the dome, be careful that nothing could get pinched between the
dome border and the chassis of the system. Severe injury could occur.

= For the replacement of the halogen lamp, wait for at least 30 minutes after the
analyzer power switch has been switched off to allow the used lamp cooling down
and to avoid the risk of burns. Do not touch any glass part of the new lamp with bare
hand (use gloves). Make sure that there is no crack in the glass.

= |f the probe gets damaged, do not try to re-use or to fix it. You must replace the
damaged probe by a new one.

= Old appliances contain valuable materials that can be recycled. Please arrange
for the proper recycling of old appliances and use appropriate collection systems.

= The respons®910VET is in conformity with the requirements of the IEC 61326-2-

6:2005 standard.
Tests designation Results Comments
satisfying?
EMISSION
Harmonics current emission YES Class A
Measurement of voltage fluctuation and flicker YES
Radiated electric field measurement YES Class B
Conducted emission YES Class B
IMMUNITY
Radiated, radio-frequency, electromagnetic field immunity YES
Immunity to conducted disturbances, induced by radio- YES
frequency fields
Electrical fast transient/burst immunity YES
Electrostatic discharges immunity YES
Immunity to power frequency magnetic field N.A. No sensible parts to
magnetic field
Surge immunity YES
Voltage dips, short interruptions and voltage variations VES
immunity

12 DiaSys Diagnostic Systems® Junel 2015
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A.lll. Handling dangerous substances

Some reagents or cleaners are strong acids or alkaline solutions.
A Handle with care and avoid any contact with skin, eyes or
clothing.

If your hands or clothing come into contact with either reagent or cleaner,
immediately wash them off with plenty of water.

If a reagent comes into contact with your eye(s), immediately rinse with
water for at least 15 minutes.

Do not touch samples, mixtures & waste liquids with bare hands. Be sure to
wear protection gloves. In the event of contamination, disinfect the affected
area immediately, wipe off any contaminants from the system and call a

physician.

DiaSys Diagnostic Systems® June 2015 13
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B. Instructions for transport and installation
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16

B.l. Shipment

The analyzer is thoroughly tested before shipment and is packed carefully to prevent
damage during shipping and handling. Keep the original packaging. No warranty can be

assumed by the manufacturer if the analyzer is shipped without the original packaging.

A The analyzer must be decontaminated before shipment.

B.ll. Transport

To move the analyzer:

1. Shut down the analyzer following the normal procedure (see “G.ll Shutting down”
page 58).

2. Ensure that the arm is in the parking station.

Parking station

Wash station

. Disconnect USB and power cables.

. Remove the probe (see “E.V Pipetting module” page 32).

3

4

5. Remove the tray.

6. Empty the water tank.
7

. Disconnect and remove the waste tubing.

DiaSys Diagnostic Systems® Junel 2015
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8. Close the dome.

9. Close the STAT drawer.

10. At least two persons are necessary to handle the analyzer (weight: 60kg). The
analyzer does not have specific handles. It must be handled by putting one's hands

below the chassis, on both sides, near its feet.

B.lll. Power supply conditions

= Voltage: Automatic 100-240 Volts
= Voltage input power fluctuation <+10%

= Frequency: 47/63 Hz

= Power supply: 350 Watts

= Qver-voltage tolerance in compliance with level 2 of the IEC 60364-4-443.

The respons®I10VET analyzer is a single-phase device connected by cable. It is
equipped with a connector which allows removal of the cable without a tool.

Always use a power cable complying with the local regulations.

DiaSys Diagnostic Systems® June 2015 17
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18

B.IV. Emitted noise level

The emitted noise level is below 65 dB. No special precaution needs to be taken.

B.V. Environmental conditions

The respons®910VET is intended for indoor use only.

= Altitude: < 2000 meters
= Room temperature: 15° t0 30°C

= Relative humidity: 10 to 80%

= Applicable pollution degree: 2

= Ventilation requirements: none

Avoid any inclination, vibration, shock, etc (including during transportation).

Ensure that the analyzer is not close to a storage room for chemicals, to any gas source
or to the vicinity of a source of electromagnetic interferences (such as a CRT screen,
mobile phones or defective neon light bulbs).

B.VI. Space requirements and weight

= Analyzer dimensions: 598mm (W) x 682mm (D) x 610mm (H)
= Functional space: 900mm (W) x 682mm (D) x 1029mm (H)
= Weight: 60 kg

The front side of the analyzer must always be fully accessible.

A space of 15 centimeters must be reserved on each side of the analyzer. On the left,
this space is necessary for the use of the STAT drawer.

On the right, this space is mandatory for safety purposes, so that the power supply
cable can easily be disconnected.
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20

B.VIl. Waste requirements

Check that the waste tubing has no leakage and is correctly connected to a waste

disposal.

Liquids going through waste tubing have very low level of contamination and

can be disposed in sewers according to local regulations.

The cuvettes are intended for single use only! Do not wash or re-use them.

Treat used cuvettes as infectious waste.

B.VIII. Installation

= Ensure that instructions of the previous paragraphs are followed (see “B.1lIl Power
supply conditions” page 17; “B.V Environmental conditions® page 18; “B.VI Space
requirements and weight” page 18 and “B.VIl Waste requirements® page 20).

= Connect the waste tubing on the respons®910VET analyzer and hook the tube up
to a specific drain.

= |nstall the probe (see “E.V Pipetting module” page 32)

The installation of the respons®910VET analyzer must be done by

a DiaSys Diagnostic Systems GmbH authorized service engineer.

B.IX. Storage

= Keep the analyzer indoors and do not splash liquids on it.

= Keep the analyzer in the required environmental conditions (see “B.V

Environmental conditions” page 18).

The analyzer must be decontaminated before storage.
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C. Before starting
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C.l. Recommendations

The operator should be trained by a DiaSys Diagnostic Systems GmbH authorized
service engineer and is requested to read this manual before using the analyzer for the
first time. Since all adjustments of the instrument are set at the factory, the hardware of
the instrument is ready to use but its software must be customized according to user
needs. This especially concerns the administrator password (see “H.I Operator
management” page 60 for more details).

Moreover the following recommendations shall be considered:

1. Caution when using and handling samples or chemical products:
= Samples and chemical products must be handled gently to avoid formation of
bubbles.

2. Additional caution to be taken when using the analyzer:
= Before use, verify all liquid volumes on the analyzer: water tank, reagent

bottles, cleaners, calibrators, controls, sample tubes etc.
= ltis highly recommended to run controls for each method that could be used.
= Be sure to have filled all requested identification fields to avoid any errors.

» The dome is locked during operation. Do not try to open it as long as the “in
operation” icon *:E is visible in the top right corner of the screen.

= |t is recommended to use barcodes for identification of reagents and samples.
If this is not applicable, carefully double-check the positioning of samples and

reagents by verifying the numbers on the tray to prevent mismatches.
» When processing analysis, the automatic modes are always recommended.

* In case of software shutdown, always switch the instrument off and on again

before restarting the software.

22 DiaSys Diagnostic Systems® Junel 2015



respons®910VET Operator's Manual

3. Caution to observe after the use of the analyzer:

Clean the analyzer and its accessories before storage. The storage area must
fulfill the required environmental conditions (see “B.V Environmental

conditions” page 18).

Keep the analyzer clean so as not to inconvenience the next operator and/or

affect the next operation.

4. Maintenance:

It is necessary for the analyzer and its associated parts to be periodically

checked. The attached maintenance plan must be strictly followed.

Use only original parts, materials and accessories distributed by DiaSys

Diagnostic Systems GmbH.

C.Il. Order information

Reagents, controls and calibrators must be ordered through a local representative of

DiaSys Diagnostic Systems GmbH.

Using DiaSys system reagents is highly recommended to achieve the best

respons®910VET functionality. However, additional tests can be setup on the analyzer.

Contact your local representative for more details.

DiaSys Diagnostic Systems® June 2015
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C.lll. Warranty and maintenance contract

The respons®910VET analyzer is warranted against defective materials or

workmanship for a period as agreed by DiaSys Diagnostic Systems GmbH. This

warranty does not cover any defect, malfunction or damage due to:

Accident, neglect or willful mistreatment of the product.

Failures to use, operate, service or maintain the product in accordance with the

applicable Operator's Manual.
Use of reagents or chemicals of a corrosive nature.
It is strongly recommended that a maintenance service contract is established with

the local representative of DiaSys Diagnostic Systems GmbH.
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D. List of accessories
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The following table lists all accessories with their respective reference number and

packaging unit.

Only original accessories must

be used.

Contact your local

representative of DiaSys Diagnostic Systems GmbH for purchase.

Description Reference Packaging unit
Fuse 5AT 5x20 960584 2
Fuse 3.15 AT 5x20 960582 4
Probe 960503 1
Halogen lamp 960505 1
Tray assembly 960589 1
10mL Tube Insert 960586 32
5 mL Tube Insert 960585 32
1.5 mL Sample Cup Adaptor 960587 10
2.5 mL Sample Cup Adaptors 960588 10
Cuvette segments for Respons®910VET 960502 256
Waste Connector 960583 1
Water filter 960504 5
Cleaner B 186509910923 4

For cleaning, a solution of isopropyl alcohol is necessary.

For maintenance action, the following screwdrivers are necessary:

=  glot screwdriver with a blade of 3.5mm x 0.75mm

=  cross-headed screwdriver with a diameter of 3mm

=  cross-headed screwdriver with a diameter of 4.5mm
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E. Description of the analyzer
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E.l. Introduction
The respons®910VET analyzer is a clinical chemistry analyzer, intended for a large

number of methodologies with a maximum throughput rate of 150 tests per hour for

mono-reagent tests and 100 tests per hour for bi-reagent ones.

Two types of measurements can be performed:

= Colorimetric methods

= Turbidimetric methods

The respons®910VET analyzer allows different work flows and suits to any type of
organization and management of patient files of your laboratory. It is equipped with an
integrated bar-code reader which can recognize labels on sample containers as well as
on reagent bottles and may be connected to a Laboratory Information System (LIS) via
its bidirectional connection.

This manual is entirely intended for use and programming of respons®910VET analyzer

in routine work, as well as for emergency maintenance of the analyzer.

28 DiaSys Diagnostic Systems® Junel 2015



respons®910VET Operator's Manual version 4-rev B

E.ll. General overview

Pipetting module
(see page 32)

Dome
(see page 31)

Waste output*
(see page 43)

Optical module*
(see page 42)

STAT drawer
(see page 39)

Water tank
(see page 40)

connections

Rotor
(see page 44)

Electrical
(see page 33) ‘

* Those functional units are not visible on the scheme.
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E.lll. Specifications

respons®910VET Operator's Manual

100 tests/hour (bi-reagent) and 150 tests/hour (mono-reagent) for a cycle

Throughput
time of 12 seconds
System type Automated random access analyzer, closed system
Sample Serum, plasma, whole blood, urine, CSF.

Measurement principle

Photometer (Kinetic / End Point) with 12 different wavelengths from 340nm
to 800nm.

Applicable analyses

Parameters according to DiaSys product catalog.

On board capacity

30 reagent positions (mono or bi-reagent).

Assay modes

End-Point, Fixed time kinetic, Linear kinetic.

Sample volume

2-30 pl (adjustable in 0.1 pl step).

Reagent volume

Reagent 1: 90ul — 250ul (1ul increment).
Reagent 2: 10ul — 130ul (1pl increment).

Reaction temperature

37 °C; temperature stability: + 0.2 °C.

Reaction time

12 seconds increment.
Mono-reagent: up to 16min.

Bi-reagent: up to 16min including incubation time (at least 4min 36sec).

Test selection

Selection of tests one by one or with profile for each sample.
Selection from host computer via interface.

Selection according to sample barcode reading.

Maintenance

Maintenance actions: Photometer auto-adjustment, needle auto-

adjustment, probe cleaning, priming and bubble purging.

Barcode identification

Sample tube barcode ID (NW?7, code 39, code 128, 2 of 5 interleaved, 2 of
5 standard, ISBT-code 128).
Reagent barcode ID (18digit).

Built-in reagent barcode scan.

Water consumption

0.9L per hour.

System Warm-up Time

10 minutes system warm-up time.

Safety mechanism

Vertical obstruction detection.

Capacitance based liquid level sensing.

System interface

Analyzer <—> PC interface: USB.
PC <—> Host interface: RS232, TCP/IP.
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E.IV. Dome

To open or close the dome, manipulate it by its low border drawn in red in the image

below.

c When closing the dome verify that nothing is caught between the dome border

and the chassis of the system. Severe injury may occur.

Avoid any bending of the dome when closing.
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E.V. Pipetting module

The pipetting module includes a robotic arm with a probe, a parking station (home
position) and a wash station. It provides different features such as the pipetting of

samples and reagents, the mixing and the liquid level detection.

7~

§ \: _:"M“
i ‘.L‘—m. R

e __,|-;"5‘/"'
|

ff

=

|

Probe in home position Wash station

o

The probe is equipped with an automatic capacitive level detection in order to limit its
immersion into liquids and to minimize possible contamination. The detection occurs for
each pipetting procedure. After each aspiration step, the probe is thoroughly washed
internally and externally. The required water is directly pumped out of the internal water
tank (see “E.VIIIl Water tank” page 40).

A further feature of the probe is the mixing functionality of reagent and sample inside
the reaction cuvette. This is achieved by multiple aspirations and dispenses into the
reaction cuvette.

The probe also provides a clot and foam detection function. If clots or foam are
suspected, a warning is shown on the results (see “Q.VI Analytical flags” page 211).
Additionally a crash sensor has been integrated to the probe to avoid any risk of injury

and to limit the risk of damage, e.g. when a cap has been forgotten on a container.

To obtain the best performances it is highly recommended to clean the probe after daily

work.
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If needed, the probe can be easily removed by turning clockwise to unscrew it.

The syringe module does not need any maintenance from the operator. It is not

accessible without removing the main cover.

//fl\".
A When a probe is damaged, do not try to re-use it but use a new one.

The arm must be in home position to remove the probe.
@ Only original probes must be used. Contact the local representative of DiaSys

Diagnostic Systems GmbH for purchase.
E.VI. Rotor

E.VI.1. Tray handling

@ The probe must be in the parking station before moving the tray to
avoid any damage.

The tray must be removed and stored in a refrigerated place as soon as the routine
work is completed.
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One tray carries both the samples (in different types of sample tubes/ cups on the “outer

ring”) as well as reagents (on the “inner ring”). The tray can be removed from the

analyzer by pulling the blue handle for e.g. storage overnight in the refrigerator.

A The tray must be locked at its correct position before analysis can be started.

To place the tray on the analyzer:

e 8 27 26 25 24
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1. Hold the tray by the lever, place it

onto its shaft and turn clockwise.

2. Turn until it moves down by half a

centimeter.

3. Lower the lever to ensure that the

tray is locked for operation.
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4. If the tray is correctly locked, a

small metallic pin becomes visible.

E.VI.2. Sample positions for routine work

The respons®910VET analyzer can use whole blood, plasma, serum, urine or CSF as
sample material.
Samples are placed on the outer ring of the tray on 30 positions for the following kinds of

containers:

= 5mL, 7mL and 10 mL tubes (dead volume is 500 pL).

= 1.5 mL and 2.5 mL sample cups (dead volume is 50 pL).

The samples must be loaded before closing the cover of the analyzer and launching
the analysis. Two STAT positions are available for emergency (see “E.VII| STAT drawer”

page 39).

Before placing a container on the tray, ensure that there is enough sample

and that no air bubbles or foam are present. Also check that no clot is
visible at least on the surface of the sample.

Consider all materials (including calibrators and controls) as potentially infectious!
Follow the good laboratory practices and wear appropriate protection gears (gloves, lab
coat, safety glasses, face shield) while handling them.

Only original inserts and adaptors must be used. Contact your local
representative for purchase.

The respons®910VET analyzer can be loaded with primary tubes for 5mL, 7mL or

10mL. The respective adaptors can be used.
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White inserts for 5mL Black inserts for 10mL
and 7mL tubes. tubes and adaptors.

To use 1.5 and 2.5 mL cups, insert them into the correct adaptor.

1.5mL cup adaptor. 2.5mL cup adaptor.

For proper placement, the adaptors must be inserted and pushed until
A reaching the bottom. Poor placement of the adaptors may result in liquid

detection system problems.

E.VI.3. Reagent positioning

The reagents must be placed on the 30 positions available on the inner ring of the tray.

There are three different types of bottles:

= Mono-container (dead volume is 1700 uL).
= Small twin-container (dead volume is 500 pL for both inner and outer part).

= Large twin-container (dead volume is 1000 uL for inner part and 500 yL for outer

ring).
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Mono-container

Large twin-container

Small twin-container

@ You may store the loaded tray in a fridge after operation (4-8°C).

E.VI1.4. Reaction cuvettes

The respons®910VET uses disposable reaction cuvettes that are assembled on
segments of 15 cuvettes. In total seven segments (= 105 cuvettes) can be loaded at a

time. The optical path length is 0.5 cm.

E.Vl.4.a. Loading new cuvettes

@ The probe must be in the parking station before moving the rotor to
avoid any damage.
Only original and clean cuvette segments must be used. Contact your local

representative of DiaSys Diagnostic Systems GmbH for purchase.
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The cuvette segments must be kept within their packaging until use to prevent dust

and/or possible humidity. Never use cuvettes whose packaging is damaged.

The cuvettes must be held by the handle
on the middle top of the segments.

Handle with care and do not touch the

optical reading area.

The cuvette segments are intended for single use only, and must be
disposed of after each usage.

Do not try to wash and re-use the cuvettes.

Before insertion of the cuvette segment, visually check each segment to
ensure there is no defect.

E.VI.4.b. Unloading used cuvettes

The probe must be in the parking station before moving the rotor to
avoid any damage.
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The used cuvettes must be
manually removed when the

analyzer is not running.

Use established good laboratory practices when removing used cuvettes.

Treat them as infectious waste and wear appropriate protective gear (gloves,

A
N
/
4 ‘ .
y/

lab coats, safety glasses, face shields).

E.V1.5. Heating system for the reaction cuvettes

@ When the power switch is ON, the temperature control of the incubator

starts automatically.

The reaction temperature is controlled by a metallic incubator block regulated at 37°C.

The operator can check the temperature on the main screen of the operator software.

E.VII. STAT drawer

Please see paragraph “E.VI.2 Sample positions for routine work” page 35 for
description of inserts and adaptors.

The STAT drawer allows running samples in emergency (STAT samples means Short
TurnAround Time samples). It is located on the left-hand side of the analyzer and offers

two sample positions which are available anytime. Inserts and/or adaptors are the same
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as the ones used on the tray. The barcode reader is not working for STAT positions,

thus the emergency samples must be manually identified.

The STAT drawer is locked when the system processes emergency samples sets on
one of the STAT positions. This processing takes place with the highest priority within

the current run.

Forcing the opening of the STAT drawer can damage the locking

system.

The STAT drawer must be closed before the analysis is processed.
@ Please see “l.lIIl Emergency Entry” page 83 for detailed instructions on

STAT sample entries.

E.VIIl. Water tank

E.VIIl.1. Description

The respons®910VET analyzer uses de-ionized or distilled water stored in a water
tank. This tank is equipped with a detector that informs on the water level. A
corresponding symbol is displayed on the screen (refer to paragraph “F.I Software

main screen” page 46).
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The water tank is located on the left front
side of the analyzer. It is sitting on a sliding
carriage and can easily be drawn out of the
analyzer for filling.

To fill it, it is not necessary to remove the
water tank from the analyzer, although this
is also possible (see “O.llIl.3.g Cleaning of

the water tank” page 194).

E.VIIl.2. Characteristics

E.VIll.2.a. Water tank characteristics

The following specifications describe the water tank and its filling volume:

version 4-rev B

Total volume 27L
Maximum useable volume 247L
Dead volume 230 mL
Maximum volume required for washing during mono-reagent tests 4 mL
Maximum volume required for washing during bi-reagent tests 6 mL
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The water tank is The water tank is The water tank is nearly
completely empty (only completely filled. empty. The analyzer
dead volume left). can perform the running

tests but the operator is

asked to refill.

E.VIII.2.b. Water requirements

The respons®910VET uses the water stored in its water tank to rinse the probe. The

water tank must be filled only with de-ionized or distilled water only.

There are two specifications with regard to appropriate water:

= Resistivity > 5 MQ.cm
= Conductivity < 0.2 uS.cm-

E.IX. Optical module

@ Only original lamps must be used. Contact your local representative of

DiaSys Diagnostic Systems GmbH for purchase.

To change the lamp, refer to paragraph “O.lll.1.c Lamp exchange” page 190.
The respons®910VET is equipped with a photometer able to measure twelve different
wavelengths simultaneously. A special opening on the right of the analyzer is designed

to reach the lamp and to allow its replacement easily.
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Following are the specifications of the photometer:

Wavelength range 340-800 nm

Wavelength bandwidth 10 nm = 2 nm (depending on the wavelength)
Wavelength accuracy +3nm

Linearity 0-250.D.

Before any maintenance on the lamp, switch the analyzer off and wait
A for at least 30 minutes in order to allow the lamp to cool down and
avoid burn hazards.

E.X. Waste output

The waste output connector is located on the left side of the analyzer.

The waste output must be connected with a flexible tubing accessory equipped with a
seal and lock connector. Make sure that the waste container is placed at least below the

level of the waste output connector as waste flow is passive by means of gravity.

Proper decontamination of waste water container must be ensured in
accordance with applicable regulations and directives.
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E.XI. Electrical connections

Two connections are on the right hand side of the analyzer:
= Main power connector: connector type CEE22.

= USB connector: type B.

Cables are not provided with the analyzer.
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F. Screen layout
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F.l. Software main screen
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Description of different icons or symbols visible on the main screen:

<Administrator> Operator currently logged on.

2015-04-30T15:42:22 Current date and time (YYYY-MM-DDThh:mm:ss) and serial number of

290001

the analyzer.

Live report icon. The live report shows the results of all the runs performed within the last

AN

n (e
AT

24hours (see “F.VI Live report” page 53). To display it, click on this icon.

When this icon is visible on the top right of the screen, it indicates that some warnings were

issued by the system. To display these warnings, click on this icon.

Host interface status is shown on the right top edge of the main screen (see
“F.VIl Host interface status” page 54). The icon is blinking when data is

\.Il-

exchanged between analyzer and server. Host interface status is displayed

on the left upper field.

oy

The link between the PC and the

<>

The link between the PC and the

The analyzer is running and the

analyzer is not ready to use. The | analyzer is established. The | link between the PC and the
analyzer cannot process test | analyzer is not processing test | respons®910VET is  working
analysis. analysis. correctly.

Water tank ready to use.

Not enough water for a complete

run.

No water tank or water tank not

correctly plugged.

Photometer lamp is switched on.

Photometer lamp is switched off.

Photometer scan in process.

Represents cuvettes. The first cuvette of each segment is numbered. Moving the cursor

above a cuvette position displays information about its content.

A
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Represents a tube. Moving the cursor above a tube position displays information about its
content.

—_ —

4 — )
Represents a reagent container. Moving the cursor above a container
position displays information about its content.

e ®

STAT1 STAT2 Represents the STAT positions. Moving the cursor above a tube position displays
information about its content.

« s When the option for low sample volume management is enabled, reminds the operator to

use only sample containers with very few liquid inside (see “N.ll Analysis” page 172 for

more details concerning this option).

34.70°C 37.00°C

Temperature of reaction unit is not ok. Temperature of reaction unit is ok.
. Remaining time before the warming up of the analyzer is
Warmup time 05:40
completed.
Run time 10:24 Time the analyzer is running since it has been switched on.
Remaining time 05:00 Remaining time before the current run is completed.

If the barcode reader is enabled for reagents and if a connection to the

IDEE host is setup only: sends the tray content (barcodes) to the host to get the

analysis to perform (see “R.II.1 Main screen” page 214”).

During a run: stops the run. A confirmation message allows completing
the pending tests before stopping.

Displays the schedule management window that shows calibrations that
SCHEDULE are expired, nearly expired, not performed or invalid (see “F.V Schedule
management window” page 51).

Allows informing the analyzer that one or several cuvette segments have

Replace , . .
Segments been replaced by the operator (further details about this feature in “l.11.2.c
Cuvettes replacement” page 78).
Explains the color codes for the different visual elements of the screen.
LEGEND
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4010 Current software version number. A more general version number is also displayed in

the middle of the screen (v 4 on the picture).

The function of the “Entries”, “Results”, “Configuration” and “Work list” buttons is explained in “F.Il Top

menu bar” page 49.

F.lIl. Top menu bar

The top menu bar on the top of the screen hides further drop-down lists. To see these

menus, move the cursor onto the bar.

2 =
<Administrator> - TOP MENU BAR -

2015-04-30T15:42:22 = S s e PR F -y

While doing so, the menu bar is enlarged and you may select one of the icons as

follows:

= =

WORK LIST ~ ENTRIES ~ RESULTS ~ CONFIGURATION ~ MAINTENANCE HELP > QUIT

= “Work list’: Gives an overview of the current work list (see “I.Il Work list” page 71).

= “Entries”: Allows entering the analysis (calibration, control or patient) to process.

= “Results”: Shows currently available results.

= “Configuration”: Allows changing the analyzer settings (see “N Software options”
page 167).

= “Maintenance”. Allows performing all the maintenance procedures (see “O
Maintenance” page 185).

= “Help”: Opens the Operator's Manual as pdf file (see “F.VIII Operator help” page
55).

= “Quit”: Closes the software and switches the computer off (see “G.ll Shutting down”

page 58).
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F.lll. Function bar

The function bar is located at the bottom of the screen (except for the main screen) and

is always displayed in reduced form.

| EXIT | REPEA

CRIPTION DELETE FROFILE SAVE FROFILE CLEAR SELECTION ADD TO WORK LIST

When the mouse is moved on this bar, it is enlarged to show all available functions.

<:| EXIT REPEAT DELETE SAVE CLEAR ADD TO
FPRESCRIPTION PROFILE PROFILE SELECTION WORK LIST

F.IV. Message bar

On the top of the screen, above the main menu bar, a message bar scrolls information,
warnings and error messages (see “Q.Il Messages during analysis run” page 205). The
list of all the messages can be displayed by clicking on it.

When warnings and/or error messages are displayed, a sound can be setup to inform

the user (see “N.X Appearance & sounds” page 182).

.
Date/Time | #D | Message |
2015-04-30T15:42:28 All tests are terminated
2015-04-30T15:42:28 12 You may have forgotten a bottle cap on the reagent position 1
2015-04-30T15:42:28 PAT:GLUC (GLUC @1) cuw# 25-28998
2015-04-30T15:42:28 Water cuv#? 24
2015-04-30T15:42:28 Scheduling Rotor sample position 1
2015-04-30T15:42:28 1000
2015-04-30T15:42:28 All tests are terminated
2015-04-30T15:42:28 PAT-ALP/2 (ALP @3) cuv# 27-26997
2015-04-30T15:42:28 PAT-AST/2 (AST @2) cuv# 26-26999
2015-04-30T15:42:28 1005

I~ View onIy Alerts Clear messages list

Different colors indicate the type of message:

=  White = information
= Yellow = warning

= Red = error
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F.V. Schedule management window

The schedule management window automatically appears from the main screen in

case of change in the calibration status of a reagent which is on the current tray. From

another screen than the main one, a message automatically appears in the message

bar when needed. Clicking on it leads to the window. Finally, clicking on the button

“Schedule” also opens this window.

Schedule Management

Add | Method | Position | Reagent Lot Number | Validity |
ALB 4

5216 1 week(s)

O
|
|

| Seecal o«
v Display all the reagents loaded on the current tray _
Add to WorkList _ Close
Mearly expired

The table is divided into five columns:

“‘Add”: Allows selecting methods by checking the related box before adding the
related calibration orders to the work list. Note that it is not possible to select a
method whose calibration prescription is already in the work list or a method whose
calibration cannot be performed (missing definition for instance).

“Method”: Gives the name of the methods.

“Position”: Gives the position of the reagent on the current tray.

“‘Reagent Lot Number”: Gives the lot number of each reagent (if available).
“Validity”: Gives either the time the calibration is still valid for, or the time it has
been expired for. If no calibration definition or result can be found, it is written in

this column as well.
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Only the reagents from the current tray and with a calibration issue are displayed.

Different colors are used:

= Green (if the option “Display all the reagents loaded on the current tray” is enabled
only): the calibration is valid.

= Black: no calibration definition can be found for the method.

= Red: the calibration is expired (due to an expired calibration stability delay for
instance), on error or has not been performed yet.

= Yellow: the calibration is nearly expired according to the warning percentage
defined in the options (see “N.Il Analysis” page 172).

Two check-boxes and two buttons also appear on this screen:

= “Select all”: allows selecting all the listed reagents.

= “Display all the reagents loaded on the current tray”: Displays all the reagents that
are on the current tray, even if they do not have any calibration issue (green lines).

= “Add to Work List”: Adds a calibration order to the work list for the selected
reagents (checked boxes).

= “Close”. Closes the schedule management window and goes back to the main

screen.
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F.VI. Live report

The live report icon is displayed on the left-hand side of the message bar. The results of
all the runs performed during the last 24 hours appear when clicking on it.

o
B & 0% 2144t > Close

| »

CALIBRATION ON ALL POINTS
2015-04-21
T0S:51:42

GGT (U/L) #

Detailed absorbances of esach aspiration

Calibrator #Lot Dil Conc. Prev.REbso. Ebhso#l Ebso#2
NaCl #001 1 0.0 —_— -0.00035 OK -0.0002¢ OR
TruCal U #19846 1 114.0 _— -0.0000% OK -0.00023 OE

Previous New

Method —_— X

Degree —= 1
Variance —_—— 0.00 %
co _— 233.328
cl _— Te1591.057

sl_ll

This list is updated in real time as soon as the results are available.
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Results can be printed or deleted from the list through the following windows which is

also displayed when clicking on the live report icon.

—Page Selection
= All

" Pages - I

Enfier page numbers and'ar 3 sekeciion
separated by commEs (1.3.5-12)

Clear |

@ All the results older than 24 hours are automatically deleted from the

live report.
The results removed from the live report cannot be retrieved in the live report

but they are still available in the result screens.

F.VIIl. Host interface status

The status of the host interface is shown on the top right corner of the screen.

™
S| , e

The icons in use are the following ones:

No host interface configured.

NO-CN Not connected to host.

C Connection to host established.

Connection to host established and information exchanged.
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WAIT Connection problem. Delay while retrying to connect to host.

RE-CN Re-connection to host in progress.

N[Ol Connection problem. Waiting for the next automatic try.

F.VIIl. Operator help

The operator has access to the Operator's Manual within the main software. The

manual is installed and renewed with each installation of the main software.

From “Main menu bar” => “Help”

Work List Entries Results Configuration Maintenance Help Quit

The Operator's Manual is open in a fixed window which never overlaps the system

message bar or the menu bar.
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F.IX. Screen overview

In all operator screens, some common rules apply:

= The top of the screen always displays the message bar, the top menu bar and the
host interface status icons.

= The working area is displayed in the middle of the screen, and contains standard
windows items (lists, buttons, edit controls ...).

= The bottom of the screen displays the function bar with different buttons depending

on the screen.

The Operator’s Manual gives the following information:

= Path to follow for entering a screen.
= Overview of the respective screen and its content.
= Description of the screen functions.

=  Detailed information about the function of the buttons and/or frames.
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G. Starting and stopping process
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G.l. Starting process

Before launching a run, some preliminary steps must be followed:

Check that the waste tubing is connected to a waste disposal.
Visually inspect the analyzer to ensure there is no visible leakage.
Check the water level in the water tank.

Replace the used cuvettes by new ones.

Close the dome.

Switch the analyzer and the PC on.

Wait until “System Ready” is displayed.

Check that sufficient reagents and samples are on the tray.

© ® N o g kD=

Start working.

The power switch of the analyzer is on the right side. First switch the analyzer on and
then start the PC.

When the power switch is ON, the temperature control of the incubator starts
automatically.

G.Il. Shutting down

Before switching the analyzer off, you have to shut down the software first.

From “Main menu bar” => “Quit” => “Shutdown”

Work List Entries Results Configuration | Maintenance Help Quit

Change operator

- Shutdown

Field service

access

The analyzer can then be turned off.
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H. Operators
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H.l. Operator management

For security reasons, restrictions apply to access some software features.
Two operators are created by default and cannot be deleted: “Guest” with limited
access and “Administrator” who can configure the respons®910VET analyzer, establish

further new operators and define access rights for each of them.

At the very first starting of the software, a message appears to warn the operator that

the administrator password is defined by default and has to be changed as soon as

possible.
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From “Main screen” => “Configuration” => “Operators configuration”

Method configuration

Control configuration

Calibration configuration

Entries Solution configuration
Results Tray configuration
- Configuration - Operators configuration
Options
= LB .
<Administrator> - TOP MENU BAR : OPERATORS CONFIGURATION - | e
UserlD Operator
l f ‘ Administrator 4} Operator name : [Administrator [ Has TimeOut
g Guest Password : |"***“"’
9 John
10 Mary This operator can :
[ADM] Have Administration access
[SETS] Change Software Settings
[SAV] Run Maintenance Tools
[SET] Change Methods, Solutions, Trays configuration
[CTL] Change Calibrations/Controls configuration
This operator cannot :
I EXIT I smmsswonl:rs[ | SETAS DEFAULT i ] NEW I | CELETE [ MODIFY [

This screen is used to define operator access rights to specific parts of the software as

well as to add additional operators. It is divided into several parts.

On the left column all the setup “Operators” are listed with their identifier (User ID).

“‘Administrator’ and “Guest” (written in italic) are automatically created by the software

and cannot be deleted. The one written in bold font style is setup as default. When the

system starts, this user will be active until another one logs in.
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On the top right part, the “Name” of the selected operator is displayed, as well as a field
for the account “Password’. A checkbox allows giving a user a “Time out’. In case of
inactivity, the selected account will be automatically logged out after a certain time

(default is 5 minutes, see “N.I System” page 169 to change it).

On the middle and bottom right parts lists the actions that the selected operator can or

cannot do:

= “ADM’: The operator has access to the whole system without restrictions and can
do all the actions listed below.

= “SETS”: The operator can setup the software options but not the analytical
configuration.

= “SAV’: The operator can run maintenance tools (photometer and probe adjustment,
bubble purging, etc...).

= “SET": The operator can setup methods, trays and solutions.

= “CTL”: The operator can setup calibrations and controls.

On the function bar there are six buttons:

= “Exit”: Goes back to the main screen. This button is the only one that can be seen
by operators without administrator rights.

= “Show passwords” or “Hide passwords” (works only if the currently logged operator
has administrator rights): Displays or hides the password of the selected operator.

= “Set as default”: Sets the selected operator as default one. The “Administrator”
stays the default operator until the password for its account is changed.

= “New’: Allows the addition of a new operator.

= “Delete” (greyed if the selected operator is “Guest” or “Administrator”): Deletes the
selected operator.

= “Modify”: Allows the edition of the selected operator’s settings. When clicking on
this button, the screen switches to the edition mode. Only three buttons are then
displayed: “Cancel’ to leave the edition mode and go back to the view mode without
changing anything (confirmation requested), “Show passwords” and “Save” to save

the operator’s settings.
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H.Il. Operator change

From “ Top menu bar’ => “Quit” => “Change Operator”

version 4-rev B

Work List Entries Results Configuration | Maintenance Help Quit
- Change operator
Shutdown

This screen is used to choose an operator in the drop-down list and enter the password

if requested. Press “OK” to confirm or “Cancel” to return to the main screen.
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|. Entries
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I.I. Routine Entry

When using the analyzer, carefully fill-in all information fields.

From “Main Screen” => “Entries” => “Routine entry”

- Entries - Routine entry

Results Emergency entry

Configuration Control entry

Calibration entry

= = .
<Administrator> - TOP MENU BAR : ROUTINE ENTRY - | a
—Animal Sample
; = Sampling time
Registration ID |AW 34160 Sample ID (Barcode) W—mmﬁd'ﬁh.mﬂlsﬁ) ol
i Urgderim ~
Animal's name |De|i|ah | 20_- - T o N ? | j
i me |
Owner's Last Name IBaker gpe;ficn"":;'"f T Sample type o li
= Species |Cat j 1.5 mL cup ISErum -I
/5—/ Age (vn1|45 Date nfbirth|19f05!19?0 - © 2.5mL cup

| 1 ) 'i 2 b ': 3 '
Please select a tray to change methods ordering [ <Alphabetical Order> =l Please type method shorteut, and press <ENTER= | 7]
A ATy _Any (AP )(APoAd)( APos ) AS9 )( ST )( e ) &1 )
D 5 C9 il G CETD € ) €T D
(Em )(_FE )(FERr )(_GOT ) auue on)(owuc ni) Hbats ) ey )(HBLS ) 1ca )
(i6E (K ) tasT )( B ) DL )( ota (= )(WALss) (e ) PALE)
(pawy )( B9 ) (T8 )T )( oo ) TR )(_ua )(URER)

Keep the mouse button pressed on a method to select a predilution —Information

_i ;de - d) (Mexzp(od) (Mexmod) (Me.‘_%‘f.?od) ([P."Ofﬁ 5 J) Replicates : ,1_ ﬂ_}|

Required Cuvettes : 6

Reagent on the tray  Calibration error Calibration expired Control error Invalid profile
J EXIT | N reeeresiartion [ | DELETE PROFILE [ | SAVE PROFILE I | CLEAR SELECTION [ | ADD TCWORKLIST |

This screen allows ordering patient analysis and is divided into several parts:

= “Animal”: Allows providing information about the animal (see “l.I.3 Animal

identification” page 70).
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“Sample”: Allows registering information about the sample:

“Sample ID (Barcode)”’: defines the sample and is essential to avoid any error.
When the barcode reader is disabled for samples, an automatic numbering is
done from the number entered in this field. If the field is empty, no numbering

takes place.

“Type of container”: Allows selecting what kind of sample container is used.

“Sampling time” (optional): Allows entering when the sample was taken.

“Sample type”: Defines which sample material is used for the analysis. This field
is mandatory.

“Ordering Vet.” for “Ordering Veterinarian” (optional): Specifies which veterinarian

ordered the analysis; including a phone number for emergency calls.

“Profiles”. Shows all the existing profiles for animal analyses (see “l.I.2 Profile use”

page 69).

“‘Methods”: Allows ordering the tests to run for each sample by clicking on the

related button. All the useable methods that are defined on the analyzer are listed in

that part and are coded by colors, shade and underlining. The drop-down list on the

left allows selecting a sorting tray to display the methods in the same order (see

“N.XI Method ordering” page 183). The one on the right allows selecting methods by

entering their shortcut.

“Legend”: Gives more details about the color code used for the buttons.

“Information”: Allows changing the number of replicates (up to 20 per sample if

enabled in the options) and shows the number of fresh cuvettes required for the

prescription.

On the function bar there are six buttons:

“Exit”: Goes back to the main screen.

“‘Repeat prescription”: Repeats the previous prescription for a new entry.

“‘Delete Profile”: Deletes the selected profile.

“Save profile”: Saves several selected methods as a profile.

“Clear Selection”: Unselects all selected methods.

“‘Add to Work List”: Ends the edition of an entry and adds the prescription to the

work list.

DiaSys Diagnostic Systems® June 2015

version 4-rev B

67



version 4-rev B respons®910VET Operator's Manual

I.1.1. Method selection

The methods are always displayed within a green background. If a shortcut has been
setup, it appears below the test name. To select a method, click on the related button.

To unselect it, click again.

( A(\)?lT ) Shaded button with green background: unselected method.

( Ac>|Ic>T > Unshaded button with bright green background: selected method.

To request a specific dilution of the sample (only if no sample hemolysis is required by
the method), keep pressing onto the method button for a few seconds until a drop-down
list appears. Choose the required dilution factor or set “1” for no dilution. The dilution
factor will then be displayed on the button below the name of the method.

ALB > Unshaded button with bright green background and dilution ratio:

diluted by 8 selected method with a specific dilution.

For patient tests, dilutions are only allowed for factors between 6 and 26. The
@ following table shows the sample and diluent volumes used for each dilution

factor.
Dilution | Sample | Diluent Dilution | Sample Diluent Dilution | Sample | Diluent
factor (uL) (uL) factor (uL) (uL) factor (uL) (uLb)
6 20 100 13 10 120 20 6 114
7 17 102 14 9 117 21 6 120
8 15 105 15 8 112 22 6 126
9 14 112 16 8 120 23 6 132
10 12 108 17 7 112 24 6 138
11 11 110 18 7 119 25 6 144
12 10 110 19 7 126 26 6 150

68 DiaSys Diagnostic Systems® Junel 2015



respons®910VET Operator's Manual version 4-rev B

I.1.2. Profile use

Profiles are always displayed within a pink background. To select a profile, click on the

related button. To unselect it, click again.

( 3 ) Shaded button with pink background: unselected profile.

( 1 ) Unshaded button with bright pink background: selected profile.

A profile allows selecting or unselecting several methods often used together (e.g. for

cardiac screening). To create a profile:

Select methods to combine to a profile.
Click on “Save profile”.

Enter a unique name for the new profile.
Click on “OK”.

o Dbd =

f the entered name is already used for another profile, the software will ask a

confirmation before replacing the currently existing profile by the new one.
To delete a profile, select it and click on “Delete profile”.

If a method is disabled (see “L.lIl Method configuration” page 132), all the profiles using

this method are disabled as well and cannot be used anymore.

@ The profile use is similar for calibrations and controls. However, the defined

profiles are not linked to one another. For instance, a profile created for
calibrations will not be visible in the routine and control entry screens. They are all
independent.
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I.1.3. Animal identification

The “Animal’” part in the top left corner of the “Routine entry” screen displays all
information related to the animal file. The following fields can be left empty or be filled by

the operator:

» “Registration ID”: Internal number for each animal.
= “Animal’s name” and “Owner’s Last name”.

= “Species”: Can be defined in the options.

= “Age (y.0.)” for age (years old) and “Date of birth”.

» “Reading glass” button: Leads to the animal database.

From “Main Screen” => “Entries” => “Routine entry” => “Reading glass”

2 EE .
<Administrator> - TOP MENU BAR : ROUTINE ENTRY - | o=
~Search Filters

| | (72 found)
Owner's Last Name Animal's name Registration ID Date of birth Species
ISmith Tiggy 1YB9 LYZH CLCC 24/12/1990 Dog |4}
Pitt Tornado 2PRB G1KX RH29 UJ3 | 25/04/1988 Dog
Baker Wamba 2TWO ECR8 S1KX KOS 19/01/1989  Cat ]
Jonas Tornado 2XPA 9T8K M4XR EPX | 09/08/1986 Dog
Smith Wamba 40KJ 2N2T PWFBA 02/09/1992| Cat
Goodman Skippy 4QEY YQW3 VB1W4 09/07/2002| Dog
Baker Delilah 4YPK EOG4 02/12/2005| Cat
FitzPatrick Tiggy 58B5 A26Y QP 03/05/2011| Dog
Jonas Wamba 5D4E M 13/08/1997  Cat
Jonas Skippy 513S G258 POY6Q 23/04/2006| Dog
Goodman Bagheera 50CI QC 14/02/1988| Dog
Miller Tiggy 60TJ AONS 22/08/2000 Dog
Pitt Wamba 6R4Z ZXFW JBID AJT | 04/09/2011| Cat ﬂ
Dwner's Last Name|Smith Animal's name|Tiggy speciesDog -
Date of it [24/12/1990 - Registration 1D 1YB9 LYZH CLCC
=i vewawnal [ oecereanmal [ woowvanwar [ seiectanmal ||

This screen displays all the animal information registered from the “Routine entry”
screen. The animals can be filtered by name, owner’s last name or registration ID. Full

information related to a selected patient is displayed at the bottom of the screen.
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There are five buttons in the function bar:

= “Back”: Goes back to the “Routine Entry” screen.

= “New Animal’: Allows the registration of a new animal file.

= “Delete Animal’: Deletes the selected animal file from the list.
»  “Modify Animal”: Allows the modification of an animal file.

= “Select Animal”: Goes back to “Routine Entry” with the selected animal file.

I.1l. Work list

I.11.1. Layout

From “Main Screen”’ => “Work List”

.
g

= | 4
<Administrator> - TOP MENU BAR : WORK LIST - | =
Tests Generated tray
Type | D | method | status | ﬁ ~Sanpe Tray
CAL TO VALIDATE Pos | Type | Reference Exp | ﬁ
BF (RE11) R FAL CANCEL
RF (R811) boifligetrnicazs
RF (R811) il
RF (R211) FRICEAR CAResS.
RF (RE11)
AF (RE11) L ,_/I}
RF2 (R818) il o
RFZ (RB16) RSB CTL TruLab P #14007 expired
RF2 (R216)
S A PAT 39639635 e 07
RFZ (RE16) mE = PAT 55772879
RF2 (R218) TERDR AL
CTL TO VALIDATE
AF |RE11| RANGL FOAM FARL CANCEL |
RF2 |_R81'3.i FANGL FOAM FAIL CANCEL @
CTL VALIDATED
CHE (RB0S) @
CTL TO LAUNCH iReagent Tray —
2xTrulab P CHE (R806) bz Pos | T | Exp
AL dsllatd e R 01 RF (RE11) #33641
i o 02  HEMOAGEMT (hemo R801)... near exp.
PAT 36721383 e :VALIDATED 03 RF2 (R816) 290077 .
i 04  CHE (R806)#12177 37
B = e oo O 05  MALBs (R820)#33076 -'_
PAT 55772879 TO LAUNCH 06 T G
R ks 07 —
2x MALBs (R0
e — 08
09
10
1"
12
g |
z Ui
Last known status | 00 Invalid calibration e nvalid control
Automatic Selection I::» Select I:{} «:I Unselect All | Required cuvelies - 15
EXIT I—J DELETE I | MGDIFY [ REBULTS [ | CLEAN WORKLIST I | SCAM&RUN [ || seiecTTRAY [_ | RUN I

All daily jobs (patients, controls and calibrations) are executed via the work list.
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The screen is divided into three windows: “Tests” (left), “Sample Tray” (upper right) and
“‘Reagent Tray” (lower right). It shows at a glance the different prescriptions and their

respective status.

The “Tests” window shows the entries of the work list. The entries highlighted in blue
are loaded (or selected), which means that they are ready to be performed. This

window is divided into four columns:

“Type”: Can be an animal sample (PAT), a control (CTL), a calibrator (CAL) or an

emergency animal sample (PAT-ER, not visible on the picture).

= “ID”: Shows the barcode number (or an automatically allocated prescription
number if there is no barcode number) for PAT or PAT-ER or the name of the
control or calibrator for CTL and CAL.

= “Method”: Shows the methods to run for each prescription. The ones written in red
or blue are not calibrated or not controlled, according to the legend displayed at the
bottom of the window.

= “Status”

“TO LAUNCH?”: This entry has been scheduled but has not been run.

‘RUNNING” (not visible on the picture): This entry is currently running.

- “TO VALIDATE”: This entry has been finished with errors or has been partially
finished.

- “VALIDATED”: This entry has been run and results are available.

The “Sample Tray” window shows the samples (PAT, CTL, CAL or PAT-ER, not visible
on the picture) related to the loaded prescriptions. This window is divided into four

columns:

= “Pos” for position: Shows where the sample tubes are supposed to be placed on
the tray. It goes from 01 to 30. There also are two lines on the top of the list for the
STAT1 and STATZ2 positions (not visible on the picture). Clicking on the up or
bottom arrow on the right of the window will move the selected sample to the next
available position. A color code provides information about the test status: green for
conducted tests, red for failed tests and white for tests to run.

= “Type”: PAT, CTL, CAL or PAT-ER (not visible on the picture).
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= “Reference”: Gives the sample barcode number (for PAT and PAT-ER) or the
name of the control or calibrator (for CTL and CAL).
= “Exp” for expiration: Shows the controls and calibrators which are expired or nearly

expired (less than one month left). This column is empty on the picture.

The up and down arrows on the right of the window can be used to move the

selected sample to the next position available.

The emergency analyses (PAT-ER) can be moved from a STAT position to
another position but the reverse is not possible.

The “Reagent Tray” window shows the status of the solutions (reagents, diluents,
hemolysis agents or cleaners) of the loaded tray as known at the end of the last run.
If no specific tray has been loaded (see “L.llIl Tray configuration” page 148), one will
be automatically generated, depending on the tests to run. The name of the current
tray is displayed above the “Sample Tray” window. The “Reagent Tray” window is

divided into four columns:

= “Pos” for position: Shows where the bottles are supposed to be placed on the tray.
It goes from 01 to 30. Clicking on the up or bottom arrow on the right of the window
will move the selected solution to the next available position (only if there is no
predefined tray loaded).

= “Name”: Gives the name of each solution and its unique internal reference. For the
reagents, the name is the same as the related method.

= “Exp” for expiration: Shows the solutions which are expired (red), nearly expired
(yellow) and the unstable reagents, which means the reagents open for a too long
time and whose on-board stability has expired (red as well).

= “Fill”: Shows the filling level for each solution and the estimated number of tests
that can be performed before the bottle is empty. If the filling bar is green there is
enough liquid in the bottle. If it is orange there is less liquid than the warning level
(further details about the warning level in “L.IlIl Tray configuration” page 148) and if it

is red the bottle is empty and no test can be performed.

The up and down arrows on the right of the window can be used to move the selected

bottle to the next position available.
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Some other buttons allow the management of the work list:

“‘Automatic Selection”: Loads as much tests as possible. However, when a test
cannot be properly performed (e.g. due to a solution not being on the tray, a
method not calibrated and/or controlled, etc...) the related entry cannot be selected
using this button.

“Select”: Loads an entry.

“Unselect All’: Unloads all the previously selected entries.

“Left arrow” button: Allows unloading the prescriptions one by one.

“Bin” button: Empties both the sample and the reagent trays.

The number of fresh cuvettes required to perform the selected tests is displayed on the

bottom right of the screen.

There also are a couple of additional buttons in the function bar:

74

“Exit”: Goes back to the main screen.

“‘Delete”: Removes the selected entries from the work list screen. The entries
already loaded in the sample tray cannot be removed with this button. They must be
unloaded first.

“‘Modify”: Allows the modification of an entry. This automatically removes the entry
from the sample tray and opens the respective prescription screen.

“‘Results”: Shows the results for an entry (if available).

“Clean work list”: Removes the validated entries from the work list.

“Scan & run” (greyed if the barcode reader is disabled for the samples and/or the
reagents): Scans all the barcodes and automatically generates the tray.

“Select tray” (greyed if the barcode reader is enabled for the reagents): Allows
changing the tray.

“‘Run”: Starts the run process for the selected entries.
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I.11.2. Run sequence

I.1l.2.a. Tray confirmation

From “Main Screen” => “Work List” => “Run”

3 =
<Administrator=> - TOP MENU BAR : WORK LIST : RUN - |
Pos_ |Name Bottle type |ﬁ Pos.  |Type|Sample ref |Tube type |ﬁ
EI MNaCl (dil RBO0) Diluent
2 |FE (R0O42) Large twin container
| 1 CAL NaCi #ooc 5-10 mL tube
4 |HEMOAGENT (hemo RB071) Hemolysis agent 2 CAL TC RF L1 #14560
5 |ckme (RO30) Small Twin container 3 CAL TC RF L2 #145861
| 4 CAL TC RF L3 #14562
T_ Matrium 3 (R805) Monocontainer 5 CAL TC RF L4 #14563 5-10 mL tube
] 6 CAL TC RF L5 #14564 5-10 mL tube
9_ CHEtzt (Rtzt) Small Twin container i CTL TL Protein L1 #12577 510 mL tube
| 8 CTL TruLab P #14007 5-10 mL tube
| B PAT 33530672 5-10 mL tube
| 10 PAT 19606645 5-10 mL tube
] 2l PAT 56429702 5-10 mL tube
T Matrium 4 (R809) Monocontainer
? GLUC HK (R—) Small Twin container
.15_ DBIL (RO18) Small Twin container
17 |Hco3 Ro17) Monocontainer
18 |TRIG (R052) Manacontainer =
19 |cHOL (Ro24) Monocontainer 1
2‘2_. CLNA (cln R900) Cleaner
= AV, AV,
Generated tray 17 cuvettes required 2 segments

| BACHK PRINT I RUN l |

This screen is divided into two windows: reagents (left) and samples (right).

The reagent window is a summary of the previous “Reagent Tray” window. It lists the
position, the name and the bottle type of the solutions on the tray. The reagents can be
stored in mono-containers, small twin-containers or large twin-containers, depending on
the analytical method. The diluents, hemolysis agents and cleaners are stored in mono-

containers. The name of the current tray is displayed below the window.
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The sample window is a summary of the previous “Sample Tray” window. It lists the
position, the type (PAT, CTL, CAL or PAT-ER, not visible on the picture) and the
reference (barcode number or name of the control or calibrator) of the samples on the
tray. The last column shows the type of sample container to use. It canbe a 1.5 or 2.5 mL
cup or a tube (5 or 10 mL). Unlike the solution bottle type, the sample container type can
be modified by using the drop-down list.

When the barcode reader is enabled for reagents, the reagent window is
@ empty. A summary of the bottle positions is displayed after the barcode scan

(see “L.Il.2.e Barcode confirmation” page 80).

The number of fresh cuvettes required to perform the run is reminded, as well as the

respective number of cuvette segments.

Additional buttons in the function bar are:

= “Back”: Goes back to the previous screen.
=  “Print”: Prints the tray configuration.

= “Run”: Goes to the next step.

The launch process follows the subsequent rules:

= (Calibrations are always processed first, then controls, then animals.
= Controls are processed after the related calibrations and only if these are good.

= Animals are processed after the related controls and only if these are good.

Some of these rules can be changed (see “N.Il Analysis” page 172) in order to start the
controls before getting the related calibration results or to start the animals before
getting the related control results.
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I.11.2.b. Operation confirmation

After the confirmation of the tray settings another screen is displayed. It lists the points
that need to be checked and the bottles that will need to be replaced soon before the

run can start.

From “Main Screen” => “Work List” => “Run” => “Run”

Before starting the run:

2| Setthe bottles

2| Setthe samples

2| Check that 15 clean cuvette(s) (1 segment(s)) are available

[ Fill the water tank

[ Wait for the temperature to be stabilized (at the moment : (null) deg.)
[ Wait for the light to be stabilized

"] Close the dome

You will need to replace the following bottles :
3:RF2 (R816) #90077

If you don't want to run now, press <Cancel>.
When you are ready, select an option below for clean cuvettes management,
and press <OK>.

“ | replaced some segments with clean ones
Used segments : 81,52,54,85
Replaced segments - None

@ | continue with the current used segments

Green squares mean that everything is fine and red ones (not visible on the picture)
mean that it is not. For the temperature and the light stabilization, the only thing to do is

to wait.
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I.1l.2.c. Cuvettes replacement

Before launching the tests a special attention must be paid to the cuvettes
management. If all the segments of cuvettes are clean, it is displayed on the screen (not
visible on the picture) and there is nothing more to do.

But depending on the situation, the operator is asked to choose between replacing used
segments or continuing with the currently used segments. That means the dispensing
will begin in the first clean cuvette.

When checking the option “l replaced some segments with clean ones”, a screen

appears. It allows informing the software about the segments that have been replaced.

From “Main Screen” => “Work List’ => “Run” => “Run” => replace segments option.

Or from “Main Screen” => “Replace Segments”

Please select the segments you want to replace

B
4]
. Replace All |

=

7]
o]
Legend

.Segment is used
ﬂSegment is clean
ﬂSegment is absent

ﬂ Seqment i repiaced OK e
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There is no need to replace all the segments at the same time. Click on the replaced
ones. The related square must then switch from red, white or grey to green and the
software will consider the replacement. Note that a segment is displayed in red if there is
at least one used cuvette.
When everything is done, click on “Ok” to go back to the previous screen, then “Ok”
again to launch the tests.

The cuvettes are for single-use only. It is not foreseen to re-use cuvettes
under any circumstance to guarantee reliable patient results.

I.1l.2.d. System verifications

At the very beginning of the run, the system internally checks a couple of points:

=  Communication with the PC.
= Closure of the dome.

= Locking of the dome.

= Incubator temperature.

= Lamp stability.

= Scanning of tubes and reagents barcodes.

If any test fails, the run is aborted.
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I.1l.2.e. Barcode confirmation

At the end of the barcode scan, the barcode confirmation window appears (if the

barcode reader is enabled).

~Reagent Tray ~Sample Tray
Bottles detected : 8 Tubes detected : 13

including manual entries - 5

More >>> Extensive Scan OK Cancel

When pressing “More >>>", the window extends as follows:

B
~Reagent Tray ~Sample Tray
Bottles detected : 8 Tubes detected : 13
including manual entries - &
Pos | Barcode | Comment | Pos | Barcode | Comment
RF {RE11) 3 18468615
HEMOAGENT {heme RE01) 2 3I0647959
RF2 {RB1E) 3 19606645
CHE (RE0S) 4 56429702
MALBSs (RE20) 5 67158449
6 B 41062764
7 T 54207278
8 8 03002734
9 9 02760520
10 10 92650567
¥1 iR ? Cup
12 12 9? cup
13 13 ? Cup
14 14
15 15
16 103422024496022304 GGT (RO34) 16
17 103421093816049254 GGT (RO24) 17
18 101021114102005225 ALT {010} 18
19 19
20 20
21 21
22 22
23 23
24 24
25 25
26 26
27 27
28 28
29 29
30 30
Merge with a preselected tray | Tray j
Extensive Scan OK Cancel
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This screen is a summary of the position of the reagents, solutions and samples after

the barcode scan and is divided into two parts.

The “Bottles” window (displayed only if the barcode reader is enabled for reagents)
shows the position of the reagents, diluents, hemolysis agents and cleaners with their
barcode (if any) and name. If a tray has been generated prior to the run (when the
prescriptions are selected, a reagent tray is automatically created), the related bottles
that have not been detected by the barcode reader are shown as manual. The drop
down menu below the window lists all the tray setup on the analyzer and allows the

merging of the barcode scan results with an existing tray.

@ A bottle whose the barcode has been read always overwrites bottles

from a loaded tray and cannot be replaced during a merging.

The “Samples & Controls” window shows the position of the samples and controls with
their barcode and name. A barcode displayed as a “?” means that an adaptor for 1.5 or
2.5 mL cup has been detected. The unknown barcodes are those for which there is no

prescription related to the tube.

For both parts, a click on the barcode number selects the related entry and allows its
modification. When everything is ready, press “Ok” to start the analysis or “Cancel’ to
go back to the work list screen. The “Extensive Scan” button can be used for an extra
reading of a given barcode.

If the option is activated (see N.IV Barcode Reader page 175) and if there is nothing
wrong with the barcodes, the confirmation screen is automatically closed after 12
seconds. However, it is highly recommended to have an operator checking the

positions read by the barcode reader to avoid errors.
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I.1l.2.f. Calibration and control verifications

Calibration and control status are automatically checked before the run can start. In
case of failure (bad calibration data, expired calibration, control rules not filled...) a list
appears on the screen. If the problem concerns a method ordered in a prescription to
run, the run has to be cancelled. If it concerns other methods, the run can continue but
the mentioned methods will not be available for emergency analysis (see Ll

“‘Emergency Entry” page 83).

Calibration stability and/or control status checking can be enabled/disabled in the

software options (see “N.Il Analysis” page 172).

1.11.3. Sample barcode restrictions

The following limitations are imposed on the sample barcode identification:

= Maximum bar code length is 25 characters.

=  Maximum number of consecutive digits is 17.

* No occurrence of the sequences “.%”, “.$ ”, or “$%” in the code.
* No bar code starting by “{*}" or “{$}".

Any barcode that does not meet the above mentioned requirements will be ignored by

the software.

I.11.4. Bidirectionnal interface
When a run is launched with the LIS sending a prescription, a pop-up message is

displayed and the prescription list is updated (see “R Bidirectional interface” page 213

for more details).
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I.1ll. Emergency Entry

From “Main Screen” => “Entries” => “Emergency entry”

Routine entry

- Entries - Emergency entry

Results Control entry
Configuration Calibration entry
<Administrator>. - TOP MENU BAR : EMERGENCY ENTRY -
—Animal Sample
s Sampling time

Registration 1D |AW 34160 Sample D (Barcode) @m.mmﬁn.mss) e
T T ~

Animal's name |De|i|ah | 20~ - T - = | H

; ~Type of container————— s
Owner's Last Name IBaker & 540 mL tube Sample type e li
Species |Cat |l ~ 1.5mL cup |s.°.rum -|

o 25mLcup

25:’)| Age (yo Jl Date fbm|19f05;’19?0 2

Please select a fray to change methods ordering [<Alphabetical Order> =l Please type method shorteut, and press <ENTER | 7]
(L8 )(ALT y(_AMY )( AP )(APOA1)( APOB )( ASO )( AST )( c3c )( c4 )
(_CA )(_CHE )(cHoL )(“MME)( ¢ )crearar)( cRP )(CRES)( pBIL )( DDI )
(_ETH )(_FE ) FERR )(_GGT ) (sLuccop)GLuc HK)( HbA1c )( HCY )( HDLC h( 16 )
(16 )(__ K )(CLacT )(_tDH )("LDL )("Lpla) )(_LPS )(MALBu)( mc )(_PALB)
(Pamy )( FO3 ) RF )( mBIL )= )("tru )( TRIG )( ua )(UREA)

Keep the mouse button pressed on a method to select a predilution Infarmation-
—Legend
(Method) (M ethod) (M ethod) (M et nod) Q’Profde J) Required Cinetios - 6
Reagentonthe tray  Calibration error Calibration expired Control error Invalid profile
_] EXIT [ e [ | DELETE PROFILE [ SAVE FROFILE [ CLEAR SELECTION [ REQUEST HOST [_ | BUNon STAT [_
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This screen is similar to the “Routine entry” screen, although some changes can be

seen in the function bar:

= “Request host” (greyed if no connection to the host is setup): Sends a request to the
host to find the animal prescription related to the input barcode (see “R.I..3
Emergency entry” page 215 for further information).

* “Run on STAT” (equivalent of “Add to work list” in the “Routine entry” screen):

Integrates the samples in the running list.

é The STAT positions are labelled ST1 and ST2. Ensure that each sample is

placed on the position requested by the software.

@ Only methods with a valid calibration and control status and whose
bottles are already on the tray can be selected as emergency entries.
Such samples are processed with a higher priority than those which have

already been launched through the work list.

After up to two STAT samples are loaded, the drawer is locked either until the STAT
samples are pipetted, or until the whole STAT prescription is done (to setup this option,
see “N.Il Analysis” page 172). In both cases, the next emergency prescription could be

ordered only once the results will be available for the STAT samples already in process.
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I.IV. Analysis results

I.IV.1. Result search

From “Main Screen” => “Results” => “Analysis results”

Entries

—) =)

Results

Configuration

version 4-rev B

Analysis results

Control results

Calibration

results

= L_Lﬂ[ f-c_a
<Administrator>. - TOP MENU BAR : ANALYSIS RESULTS -
Sample ID Owner's Last Name / Animal's Name Date Status
[~ To Launch 36915618 | Jonas Skippy 20110909 15 vaLiDATE ﬁ
Dog 23/04/2006 5138 G258 POY6Q T11:17:06
[ Running 92832588 | Miller Wamba w0720
[V To Validate S SRENEE B e
23276941 2011-07-20
[V Validated T11:33:09 | VALIDATED
~Animal 52260301 2011-07-20
VALIDATED
Sample ID | T11:33:04
: : 10333309 2011-07-20
Registration ID | Ti1:32:55 | VALIDATED
Animal's name | 03091733 2011-07-20
Ti1:32:52 | VALIDATED
Dwners Last Name | z -
66770425 Pitt Faika 2011-0?-20 VATDATED
Cat 09/01/1987 E1W1 FFvs T11:32:45
CreationDate————— 55772879 FitzPatrick Tiggy 2011-07-20
TO VALIDATE |——
From |r'20 15-04-30 j Dog 03/05/2011 58B5 A26Y qp T11:32:00
e 39639635 | Smith Wamba S 110728
Te |2O1 5-04-30 j Cat 02/09/1992 40KJ 2N2T ...BA T11:31:56 LONALINATE
36721383 2011-07-20
(11 found) T09:39-07 | YO VALIDATE
Clear Filters 94310413 2011-07-20
| To9:38:57 | TO VALIDATE
% View Tests |
_] EXIT [J DELETEALL BIDIR [ | RECALCULATEALL [ EXPCRTALL [ 1 PRINT ALL [ | VIEWTESTS [_ | DELETE [_

This screen shows all the analysis results. The files can be sorted using different

options.
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I.IV.1.a. Filtering by status

The different sorting options for the animal file status are:

* “To Launch”: Ordered tests that have not been launched yet.

*» “Running”: Tests that are currently processed.

= “To Validate”: Tests that have been partially finished or finished with errors avoiding
the automatic validation (e.g. due to bubbles, missing reagent, etc...). Manual
validation can be required.

= “Validated”: Tests that are completed and whose results have been automatically or

manually validated.

Filtering by status is also possible for calibration and control results and works exactly

the same way.

A status “To Validate” or “Validated” does not mean that the result is

R

./ pathological or normal. It only warns that something unusual occurred

during the run.

I.IV.1.b. Filtering by animal details

It is possible to filter the results by typing the “Sample ID”, the “Registration ID”, the

“Animal’s name” or the “Owner’s Last Name”

I.IV.1.c. Filtering by prescription date

It is possible to filter the results by selecting a range of dates.

Filtering by prescription date is also possible for calibration and control results and

works exactly the same way.
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I.IV.1.d. Other actions

A click on “Clear filters” clears the search criteria and displays all results.

A click on “View tests” displays detailed results for the selected entry. Also works when
pressing the button in the function bar and when double-clicking on the selected line.

It is possible to select several entries at a time by pressing the “shift” key while clicking
on the related tests.

On the function bar there are eight more buttons:

= “Exit”: Goes back to the main screen.

= “Delete all”: Deletes all displayed results (confirmation requested).

= “BIDIR” (greyed if no connection to the host is setup): Sends the results to the server.

» “Recalculate all’: Recalculates all the displayed results according to the most recent
calibration data. This tool is only working between identical reagent lots.

= “Export all’: Exports the details of all the displayed results in a text file.

= “Print All”: Prints all the displayed results.

* “View tests”: Same as the “View tests” button mentioned above.

= “Delete”: Deletes the selected entry (confirmation requested).

The results of currently running prescriptions cannot be deleted. The
run must be completed first.

The validation of the results must be done by trained professionals having the

knowledge to interpret the values output by the analyzer.

If any doubt, see “P Troubleshooting” page 199.
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I.IV.2. Result view

From “Main Screen” => “Results” => “Analysis results” => “View Tests”

| o,
<Administrator> - TOP MENU BAR : ANALYSIS RESULTS - | S

Sample ID (barcode) Name Heed
i92832588 ‘Miller Wamba

Registration ID

| 038N B Ordering Vet.

Sampling date ‘

| Test Pre-Di Result Units Status Sel.
MALBuU oK Run on :2014-07-10T03:35:07) (7) ﬁ
I 1 0.54 mg”— Total calibration on 2014-07-07T01:23:08
MALBu oK Run on :2014-02-15T21:47:39) (77
1 060 mg/L Total calibration on 2014-02-12T13:35:38
MALBu oK Run on :2014-04-13T14-40:-10) ()
1 0.15 mg”— Total calibration on 2014-04-10T12:28:08
MALBuU oK Run on :2015-01-23T07:16:55| ()
1 0.51 mglL Total calibration on 2015-01-20T05:04:54
MALBuU oK Run on :2015-04-05T18:37:14| ()
1 0.51 mg”— Total calibrstion on 2015-04-02T18:25:13) L
i View Details ﬁ Delete result Edit Result
I BACK | EXPORT DETAILS [ socasssssoners I BIDIR [ RECALCULATE [ || smevious resenemion I | NEST SRESCRIFTION [ PRINT [

This screen shows the detailed results for the selected prescription.

On the top of the screen, information about the animal and the sample is shown.

The “Test” column shows the methods that have been run. The “Pre-Dil’ (for “Pre-
dilution”) column shows the specific dilution requested in the entry screen (1 is
displayed in no specific dilution occurred). The “Status” column displays flags for each
test (more details about the flags and their meaning in “Q.VI Analytical flags” page 211),
the date and time of the test completion and the calibration data used to calculate the
result. The yellow box allows the selection of the result to display on the printing if
several are available for the same measurement (e.g. if a result has been manually

edited the first value is still available).
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There are several buttons either within the screen or on the function bar:

“View Details”™: Displays the raw data for the selected test. Also works when double-
clicking on the selected line.

“Delete result™: Deletes the selected result (confirmation requested).

“Edit Result: Allows the modification of the selected result. The new value must be
set by the operator.

“Back”: Goes back to the previous screen.

“Export details”: Exports the details of the selected prescription in a text file.
“Validate prescription” (greyed if the status of the prescription is already
“Validated”): Validates the status of the prescription.

“‘BIDIR” (greyed if no connection to the host is setup): Sends the results to the server.
“‘Recalculate”: Recalculates all the results of the prescription according to the most
recent calibration data. This tool is only working between identical reagent lots.
“Previous prescription”: Goes back to the previous entry.

“Next prescription”: Goes to the following entry.

“Print”: Prints the results.
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1.IV.3. Result edition

It is possible to manually edit a result after the tests have been performed on the
analyzer. To edit a result, select the respective test and click on “Edit Result’. The

following window appears.

Result modification :

Test

Enter new value 0.54

Confirm Cancel [

Enter the new value and click on “Confirm”. A click on “Cancel” closes the window

without changing anything.

All the modified results are flagged on the printout.
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I.IV.4. Raw data

I.IV.4.a. Data

From “Main Screen” => “Results” => “Analysis results” => “View Tests” => “View

Details”
<Administrator= - TOP MENU BAR : ANALYSIS RESULTS -
Reaction | Gy #E0
340 380 405 450

508 546 570 600 660

CuvRef [IRLGEH |n.1w5 \n.aesso |0.10604 010106  [D.10447

Reagent [NIEIE
0.00638  [0.00489  [0.00415

TLTC0-00620  [0.00448  [0.00403

mo.oum 0.00522  [0.00457

0.00751  [0.00565  [0.00492  [0.00309
0.00830  |0.00610
0.00859  [0.00625  [0.00540 :
0.00861  [0.00625

0.00857  [0.00631  |0.00536 ;
0.00865

0.00885  [0.00650  [0.00563  [0.00355
0.00889  [0.00639

312 0.00892  |0.00643 0.00542

3:36 0.00889 0.00637 0.00554 0.00328

-Final Absorbance
Abs 000012

Graph Data | Absorbances | Measurements | References |

| BAGK | | EXPORT RESULTS |

This screen displays all data collected for each wavelength for the selected test. It is

similar for analysis, calibration and control results.

On the bottom right of the screen there are three tabs:

= “Absorbances”: Shows the absorbance values.
= “Measurements”: Shows the signal values for the reaction cuvettes.

= “References”: Shows the signal values for the reference cuvettes (water cuvettes).
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Two more buttons are displayed in the function bar:

= “Back” Goes back to the previous screen.

= “Export results”: Exports the details of the selected test in a text file.

.IV.4.b. Graph

Clicking on the “Graph” tab on the bottom right corner of the raw data screen displays

the following view.

i
i

BN .
Aainististors - TOP MENU BAR : ANALYSIS RESULTS - |
Reaction cuv #60 MALBu
n.nas .._..._:l..._.;._..._.
0.09
0.085
0.0s §g----
0075
o.or
0.065
0.06 4§ --- h
G 0055 H4-------
— 005 4
0.045 +0--- :
@ L
T o r
LT B S
&)\ 0025 4 -F--
0.0z 4-%--
pots |t
e, oot f-f---
@ 0005 AU ORROU RN SR RO AP DUUROC AR SIS PR IO O R - e —— —_—
Cuy Smpl 024 043 112 1036 200 224 243 312 336 400 424 445 512 536 600 624 645 712 736 500 524 S48 912 936 10:00
405nm| |[600nm [ 650nm
Absorbances | Measurements| References|
J BACK .. | EXPCRT RESULTS

This screen displays the previous data as a chart.

On the left of the screen, several buttons allow changing the scale (up and down
arrows), zooming (reading glasses) and coming back to the initial view. A zoom can
also be made by selecting a part of the chart with the mouse. The wavelength(s) to

display can be filtered by clicking on the related buttons below the chart.
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J. Calibrations

DiaSys Diagnostic Systems® June 2015 93



version 4-rev B respons®910VET Operator's Manual

J.l. Calibrator configuration

From “Main Screen” => “Configuration” => “Calibrator configuration”

Entries Method configuration

Results Control configuration

- Configuration - Calibrator configuration

Solution configuration

Tray configuration

Operators configuration

Options
= -.J..-ﬁ[ ot
<Administrator> - TOP MENU BAR : CALIBRATOR CONFIGURATION - |7
Calibrator Calibrator Name: [TC Protein L5
AN
TCLP(a) L3 57 ﬁ Lot Reference: |07596
n
JCiaig @ | Lot S Expiration Date: |2015-08-28 -
n Iu'rsss
RELE(a) s Lo zomomsﬁ pmis calibrator lot is usable
4 04578
TC Protein L1 o ) Method Unt  Conc.
TC Protein L2 8 B |CHE w2
MALBs [ 844000
TC Protein L3 al e T =
= s — PALB Prozone mE 1.160
: { 750
TC Protein L4 P S Palb 380nm g/l m
: o) 41736
TC Protein L5 s G Transferin mg/dLI T4B.0
n 01238 L
BAFL @
n 14926 —
TCRFL2 Laiy 2015-10-07
TCRFL3 o
TCRF L4 &
TCRFL5 2
TruCal U R
Ve Wasser iyt
| EXIT | causration | wewcausrater | | seractneror [ wewior || peetetor || momrvior [0

This screen is divided into several parts.
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The left part is a list of all the calibrators setup in the database. The ones with a padlock
are those provided by DiaSys GmbH. When a calibrator is selected, related lot numbers
and expiration dates appear in the next column. Red and yellow highlighting is used to
warn the operator in case of expired or nearly expired (during the current month) lots.
For the selected calibrator and lot, this information is also displayed in the top right part.
A check box allows defining a lot as usable or not (unusable lots are greyed).

The right part shows the methods that are calibrated by the selected lot of calibrator and
the related concentration. When in edition mode, all the useable methods setup on the

analyzer are listed.

There are seven buttons on the function bar:

= “Exit”: Goes back to the main screen.

= “Calibration”: Allows access to the list of methods.

=  “New calibrator’: Creates a new calibrator.

= “Set active lot”: Replaces all the calibration settings using the selected calibrator by
the settings of the selected lot.

=  “New lot”: Duplicates the settings of the selected calibrator to setup a new lot.

= “Delete lot”: Deletes the selected lot (confirmation requested).

» “Modify lot”: Allows the edition of the selected calibrator. When clicking on this
button, the screen switches to the edition mode. Only two buttons are then
displayed: “Cancel’ to leave the edition mode and go back to the view mode without

changing anything (confirmation requested) and “Save” to save the calibrator.

To associate a method to a calibrator, the related concentration value must be entered.
To remove it from the method list, the field must be empty.
The name, the lot reference and the expiration date of the selected calibrator can also

be modified (the name cannot be edited for DiaSys calibrators though).
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J.Il. List of methods

From “Main Screen” => “Configuration” => “Calibrator configuration” => “Calibration”

<Administrater> - TOP MENU BAR : CALIBRATION CONFIGURATION -
Method Name Reaction Calibration Status Calibration Type ReagentLot Last calibration
CHE Linear kinetic ‘_ Main point calibration 2014-01-21T15:13:18 ﬁ
CHEtzt Linear kinetic Total calibration 2014-09-14T08:04:40
Chlorid 1 End point not performed
CHOL tQj End point Main point calibration 2015-09-07T04:19:02
CK-MB lﬁ‘) Linear kinetic Total calibration
CREA Jaffe Lr'?_j Linear kinetic Manual calibration 2014-01-18T05:33:02
Crea PAP End point Total calibration
CRP LQJ End point not performed
DBIL LQ End point missing definition
FE m‘ End point R2 Compensation 2015-06-03703:26:05 | |
GGT r@, Linear kinetic Main point calibration 2015-04-20T04:30:20
GLUC GOD t@j End point Total calibration 2015-04-20T00:33:08
GLUC HK End point not performed
HbA1c L@j End point Main point calibration 2014-06-06T08:31:21
HCO3 [ | Fixed time kinetic Total calibration
HDL t@j End point ‘_ Manual calibration 2014-04-17T00:14:33
HEMO @} Twin Reaction _ Total calibration

This screen displays the list of all the useable methods with their current calibration

status and is divided into six columns:

= “Method Name”: Alphabetically lists all the methods available on the analyzer (the
ones with a padlock are those provided by DiaSys GmbH).
= “Reaction”. Provides information about the reaction type. It can be “End point”,

LE 11

“Linear kinetic”, “Fixed time kinetic’ or “Twin reaction”.
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= “Calibration Status”: Describes the current status of the selected calibration. Prior to
running a test it is absolutely essential to have a valid calibration. The different
status are:
- “Missing definition”: Initial state. No calibration parameters specified.
- “Not performed”: Calibration parameters specified but no calibration performed.
- “OK”: Calibration performed and valid.
- “On error’: Calibration performed but not valid.
- “Pending” (not visible on the picture): Calibration currently running.
= “Calibration Type”: Can be:
- “Not performed”: No calibration has been made.
- “Main point calibration”: Calibration on the main point only has been made.
- “Total calibration”: Calibration on all the defined points has been made.
- “R2 compensation”: Calibration curve has been corrected according to the
absorbance of the second reagent.
- “Manual calibration”: Calibration data was manually input.
» “Reagent Lot”: Shows the current reagent lot number.

= ‘| ast Calibration”: Shows the date and time of the last calibration for each method.

The buttons on the function bar give access to the following functions:

= “Exit”: Goes back to the main screen.
= “Calibration settings”: Allows access to the settings for the selected method.

Double-clicking on the method works as well.
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J.1ll. Calibration settings

J.lII.1. Analytical calibrations

J.lll.1.a. View of analytical calibration settings

From “Main Screen” => “Configuration” => “Calibrator configuration” => “Calibration” =>
“Calibration settings”

<Administrator> - TOP MENU BAR : CALIBRATORS DETAILS - =
: _ [ MALBu | |
Calibrator Lot Dil. Conc. Max delta abs i
[Nacl “lxx [ 1 [ o.oo[ o:10000 i gl
Driftimit:[0.80 %
TCALB U/CS -|[14455 -][ 1 [ 11.40[ 0.10000 | o
TC ALB U-":S_"] |'] 4456 _v”_l I 20 90| 0.10000 EI. Model : [Cubicspling ~
=

[fcALB UICS - [14457 ][ 1 [ 4450 [ 0.10000
[Tc ALBUICSE-] [14450 -|[ 1 [ 310.00[ 0.10000

| BACK MODIFY. |

This screen shows the calibrators used for the selected method and provides

information about the method as well as the curve fitting.

There are two buttons on the function bar:

= “Back”: Goes back to the previous screen.
» “Modify”: Leads to the edition mode.
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J.llIl.1.b. Edition of analytical calibration settings

From “Main Screen” => “Configuration” => “Calibrator configuration” => “Calibration” =>
“Calibration settings” => “Modify”

= LEE|
<Administrator> - TOP MENU BAR : CALIBRATORS DETAILS - | g
| [ MALBu ] |
Calibrator Lot Dil. Conc. Max delta abs Unit- mgl/L
NaCl - [ 1 [ o00[ o.10000 '
(d|Na oo [ 1] | Driftimit-[0.80 %
@[TcALBU/CS 7| [14455 <[ 1] 11.40[ 0.10000 [~ kracor
@[tcALBUICs -] [14456 | 1 [ 2090[ o0.10000 2 Model [Cubicspiine 3]
@TcALBUICS ] [14457 o[ 1 [ 24.50[ o0.10000 | %
[@[Tc ALBUICSF|[14459 -|[ 1 [ 310.00[ 0.10000
+
| CANCEL I _Ll

This screen allows adding new calibrators for the selected method. It is similar to the

view mode.

New calibrators can be added by clicking on the “+” icon then by using the drop down
menu. Only the calibrators defined in “Calibrator configuration” can be added on this
screen. The displayed concentrations are the defined ones. The field is greyed because
the value cannot be changed and is automatically updated if a dilution is required. The
bin icon can be used to remove a calibrator. The line highlighted in blue defines the
“Main point” calibrator that will be used for main point calibrations. Other settings such

as the maximum delta absorbance, the drift limit and the model of curve can be defined.
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The maximum delta absorbance value is the biggest difference allowed between the
two absorbance measurements performed for the related calibrator and the drift limit is

the biggest difference allowed between the calibration points and the calculated curve.

The k factor calibration can be used for the methods using a “X degree 1” calibration
curve (only if the selected method does not require a twin reaction). In such a case, the
calibration measurement is performed on one point only (the one defined as the main
point, generally the zero calibration point) and the slope is defined by the operator in the
calibration settings. According to what is selected in the prescription screen, a k factor
calibration can be considered either as a total calibration, or as a main point calibration

(see “J.IV Calibration entry” page 107).

If the selected method requires a twin reaction, two tabs are displayed: one for each

reaction.

On the function bar, the buttons are now:

= “Cancel”. Leaves the edition mode and goes back to the view mode without
changing anything (confirmation requested).

= “Save”’: Saves the calibration data.
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J.lIl.2. Manual calibrations

J.lll.2.a. View of manual calibration settings

From “Main Screen” => “Configuration” => “Calibrator configuration” => “Calibration” =>

“Calibration settings”

3 =
SRR - TOP MENU BAR : CALIBRATORS DETAILS - &
[ALB] o]
Conc. ~Absorbancies |
L e FI;el;algth blanks— Uit g/dL
0.00 0.00000 an
Drifttimit[0.80 %

1.52 1.48000

| BACHK MODIFY.

This screen shows the calibration points used for the selected method and provides
information about the method as well as the curve fitting.

There are two buttons on the function bar:

= “Back”: Goes back to the previous screen.
=  “Modify”: Leads to the edition mode.
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J.lll.2.a. Edition of manual calibration settings

respons®910VET Operator's Manual

From “Main Screen” => “Configuration” => “Calibrator configuration” => “Calibration” =>
“Calibration settings” => “Modify”

displays the calibration curve (only after its calculation).

=] N
<Administrator> - TOP MENU BAR : CALIBRATORS DETAILS - | »
ra |
| [ALB] v |
Conc. ~Absorbancies | ~Reagent blanks— 5
Unit
& 0.00 [0.00000 | Riblank et gdl
0.00000 Driftimit-[0.80 %
Ej 1.52 |1‘48000
|
+ Model : [Automatic -] Degree  [Auto -
e
IrC)ﬁset Drrift
T 0.00 %
Factors
| | I | I
| I I I I I
Calibration Curve
[+ H i i v i
(&) i )
1 T e
m i
0 : ’
u ! | 1 ) ’
e W
o : L 3 i
Absorbance : I ~3 I Calc. Conc | Concentration (gde)
| CANGEL I CALCULATE SAVE I

This screen is divided into two parts: the upper window (similar to the view mode)

allows adding up to six calibration points for the selected method and the lower window

Next to the curve, the “Calc. Conc.” (for calculate concentration) button can be used to

calculate the concentration for a given absorbance according to the calibration curve.

New calibration point can be added by clicking on the “+” icon then by entering a
concentration (field “Conc.”) and an absorbance (field “Absorbancies”). The bin icon can
be used to remove a calibration point. Other settings such as the reagent blanks (if

requested by the method), the drift limit and the model of curve can be defined.
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If the selected method requires a twin reaction, two tabs are displayed: one for each

reaction.

On the function bar, the buttons are now:

= “Cancel”. Leaves the edition mode and goes back to the view mode without
changing anything (confirmation requested).

= “Calculate”: Displays the calibration curve calculated with the data input for each
calibration point. This curve will also be available in the calibration results (only if the
calibration is saved).

= “Save”: Saves the calibration data (it is not mandatory to calculate the curve first).

J.1I1.3. Calibration curve types
A brief description on mathematical curve models follows below.

For all subsequent formulas:
A= Absorbance of a measured point.
Ko...Kv= Coefficients of a polynomial.

Res = Result obtained from the absorbance measurement.

The software can automatically choose the best calibration curve type by choosing
“Automatic” on the field “Model” when in edit mode.

When the respective formula is based on a polynomial, the degree of development must
be given or at least set to “Auto” in order to allow the software to choose automatically.

The model defines the type of curve to use among different choices.

= X: Simple development

RES - .[r{” - an".r + K,-'l.'_-j' b .Iq.;r-j + -+ Hg b .Iq.z + .[E{i - .Iq. + KEI

= 1/X: Inverse development
1
ot X (B) + K, x (B) + K,

Res = N—1

Ky X (D% + Ky_y % (2)
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= LOGIT(X): Logit development

With Ap = Absorbance of the first calibration point.

An = Absorbance of the last calibration point.

A-4,
A, -4

And LNA =In

Res = exp(K, x LNAY + K, _, x LNA""! 4+ ...+ K, x LNA + K,)

LOGIT(X) curve requires at least four calibration points. The calculated curve can be
used from the second to the last point only, which means that the measured values

must be inside this interval. When the slope is negative, 4pand A, values are reversed.
= LOG4P, LOG5P: Four or five parameters Logistic

For 4 parameters logistic:

KI:
A=R, + 1

* expla + b X In(Res)]

For 5 parameters logistic:

K.
A=R,+

1+

1
exp[a + b X In{Res) + ¢ X Res]

In both cases the curve fitting will determine Ry, K, a, band c
The four and five parameters logistic curves respectively require at least four and five
calibration points. The calculated calibration curve can be used from the first to the last

point of calibration, which means that the measured values must be inside this interval.

DiaSys Diagnostic Systems® Junel 2015



respons®910VET Operator's Manual version 4-rev B

= Cubic Spline & Akima Spline

The cubic spline deals with all calibration points without any drift and the akima spline
minimizes the occurrence of oscillations. At least three calibrations points are required
to use spline calibrations.

However, the mathematical description of splines is beyond the scope of this manual.

Suitable mathematics textbooks can be referred to get more information.

* R2 compensation

The software can also use the R2 compensation mode. In this case, the absorbance of
reagent 1 plus reagent 2 (R1+R2) is measured in order to determine the absorbance of

R2. The calibration curve is then corrected according to the following rules.

With Anrew = Absorbance of the new calibration point.
Aoia = Absorbance of the previous calibration point.
Arzoia = Previous absorbance of reagent 2 (R2).
Arznew = New absorbance of R2.
Vz1 = Volume of reagent 1 (R1).
Vzz= Volume of R2.
V:= Volume of R1+R2.

Ve +V
R2blank ;3 = Agzoa X %
L
And
Ve +V
RZbIﬂnknew = ARE?IE'H.-‘ = %
L

Then Apew = Ay + R2blank,; — R2blank,,,

This kind of calibration can be used for end-point bi-reagent methods only. It allows

correcting the increasing R2 absorbance over time.
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J.lll.4. Validity of the calibration curves

During calibration curve evaluation, the system compares the difference between
measured and theoretical values by application of the chosen model and calculates the

linear regression line thereof.

With N = Number of defined calibration points, including the implicit (0; 0) when
only one point is defined.
{P} with 7in [1 to M = Target concentrations of the calibration points.
{¢} with 7 in [1 to M = Concentration calculated from the measured
absorbances for the calibration points.

P and C = Respective mean values of {#} and {(}.

i=a[(P— P) X (G, — O)]

A=~

JELIP = PP X T [(C - €)7)

And

[
Nllz?;l[{‘:i - P)?]
A=1— —
“ NxpP

Then drift% = 100 x [1 — (A; XA, )]

@ If the calibration curve fits well with the calibration points, the drift% is

low. If the drift is higher than the limit specified, the system keeps the
previous calibration coefficients and a flag is reported each time this method is
run until a successful calibration is achieved.
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J.1IV. Calibration entry

From “Main Screen” => “Entries” => “Calibration entry”

Routine entry

Emergency entry

Control entry

-_—) Entries —) Calibration entry

Results
Configuration
B | ol
<Administrator> - TOP MENU BAR : CALIBRATION ENTRY - | ~
Methods
Please select a tray to change methods Drﬂeﬁngl <Alphabetical Order= j Please type method shortcut, and press <ENTER= || -

C AT A ) (A )
ZF )

Crea PAP

2014:56.37 TOT:

- Profile Volume | Expiration Date | Requiting methods |
Naci 60.0 uL [NENNNROEERNN AL T, TRIG, LPS, AST
10929 36.0puL 201504-22 ALT TRIG LPS

TruCal U [tos22 =] 240puL 20150529 AST

Reagent on the tray Invalid profie Calibration error Calibration expired Caliration 0K C 25mL cup  R2 CD]'I'IpEI'I sation 16

J EXIT | || DELETE FROFILE [ | SAVE FROFILE [ | CLEAR SELECTION [ | ADD TCWORKLIST |

1 egend Type of i ibration type - e
’ : ( Methods} & 510 mL tube & Total equir
|V(Meth0d5) (Prof.f.’e L2 L e |7(- 1.5 mL cup P Main point Cuvettes

This screen allows ordering calibrations and is divided into several parts:

= “Methods”:. Allows choosing the methods to calibrate by clicking on the related
button (specific dilutions are not permitted in this screen). The tests without
specified calibration data are greyed and cannot be selected. The drop-down list on

the left allows selecting a sorting tray to display the methods in the same order (see
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“N.XI Method ordering” page 183). The one on the right allows selecting methods by
entering their shortcut. Once a method is selected, the required calibrators are
automatically added in the window below where their lot number can be chosen (if
applicable). The volume of each calibrator needed is displayed as well.

= “Profiles”: Shows all the existing profiles for calibrations (see “l.1.2 Profile use” page
69 for more details about profiles).

= “Legend”: Gives more details about the color code used for the buttons.

» “Type of container”: Allows selecting what kind of sample container is used for the
calibrator.

= “Calibration type”: Allows choosing between total calibration, main point calibration

and R2 compensation.

The number of fresh cuvettes required for the run is displayed on the bottom right
corner of the screen. For calibration runs, there are always two replicates performed for

each calibration point.

@ The software updates the list of calibrators, the estimated volumes
and the number of required cuvettes in real time.
The R2 compensation calibration type requires two cuvettes (one per replicate)

but no calibrator.

There are five more buttons on the function bar:

= “Exit”: Goes back to the main screen.

= “Delete profile”: Deletes the selected profile.

= “Save profile”: Saves several selected methods as a profile.
= “Clear selection”: Unselects all methods.

= “Add to Work list’: Adds the calibration to the work list.
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J.V. Calibration results

J.V.1. Calibration curve

From “Main Screen” => “Results” => “Calibration results”

Analysis results

Entries Control results
- Results - Calibration results
Configuration Control raw data

Calibration raw data

= -.'.-n[ .w,-.l__r
<Administrator>- - TOP MENU BAR : CALIBRATION RESULTS - |
Method Last calibration Calibrators
ALB ﬁ Calibrator Lot Dil. Conc. Abs.

sl NaCl XX Ed 000UL | -0.00003
ALT : —
20150127710 25:15 1 TruCal U 110929 1] 86.40UL | 0.00583
AMY
2015-01-27T10:36:19 [ Lot pate Status
: g
2015-01-27T10:35:19 [N 2010-11-08T10:28:20
APOA1
2015-01-27T10:35:1%
APOB
2011-02-15T14:37:46 I
ASO e ~Factors Drift - 0.00 %
2015-01-27T10:26:19 | Offset X degree 1 Limit : 0.80 %
AST ,W Calhration * Total calibrstion on 2010-11-09T10:38:20 ~Reagent blanks
2015-01-27T10:35:19 ) Factors
Cic 147360918
2015-01-27T10:36:20
c4
2011-02-16T11:47:34 [
CA i Calibration Curve
2011-03-08T05:00:06 I i ! ; : ) : i : ]
2015-03-30713:25:55 - : X : ) 4 1 ! .
T
CHOL = i
2011-07-15T10:52:13 [l o 0t
CK-MB el R
2010-11-09T10:38:20 [ i
o 40t
Cl &
2015-01-27T10:36:20 | £ all
Crea PAP
2011-05-27T10:23:31 ‘a ; : g : ! ! ! { : :
CRP 0 200 400 &0 B0 1000 1200 1400 1EO0 1800 2000
2015-01-27T10,36:20 [ g H Absorbance | i | Calc. Canc. | Concentration (U/L)
| | EXIT | PRINT fi

This screen lists all the calibration results for each method and related reagent lot

numbers. It is divided into five parts.
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The “Method” column (left) shows all the methods available on the analyzer. The date
and the status of the last calibration are also displayed. The colors are used as follows:
green if the last calibration was good, red if it was not and grey if the method has never

been calibrated.

The “Lot” column (middle) lists all the reagent lots associated to the selected method.
The date and the status of the last calibration are displayed according to the following
color code: green if the last calibration was good and red if it was not (not visible on the
picture).

The “Calibrators”, “Factors”, “Reagents blanks” and “Calibration curve” parts (right)
show the calibration data for the selected method and lot. As there always are two
replicates for each calibrator, the absorbance which is displayed here is the mean of the

two measurements.

There are two buttons on the function bar:

= “Exit’: Goes back to the main screen.

= “Print’: Prints the last calibration report for the selected method and lot.
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J.V.2. Calibration data

From “Main Screen” => “Results” => “Calibration raw data”

Analysis result

Control result

Calibration result

Entries Control raw data
- Results - Calibration raw data
Configuration
<Administrator> - TOP MENU BAR : RAW DATA -
2011-09-07T11:59:52 11463
I_ ot ALT (N, Tucal ) TO VALIDATE j E
|_ RERGH0 2011-07-20T14:12:23 a3
MALES (NaC TG Frofein L1, TG Protein L2, TG Protein L3, TC Protsin L4, TG Protein L3} VALIDATED
I7 To Validate
2011-07-20T11:28:06 1421
I7 ‘Validated MALEs (NaCI, TG Frotein L1, TG Protein L2 TG Protein L3, TC Protein L4, TG Protein L5) VALIDATED
= > T R R 2011-07-20T09:37:45 11414
Creation Date MALBs, MALEu (NsQLTC ALE LVCSF L1, TG ALE LWCSF 12, TG ALE LWGSF L2, TG ALBLVCSF L4, TCALBLICSF LS) TO VALIDATE
2015-04-3 -
Fromfl 120150430 [ 2011-07-19T10:45:17 = [——
: = = Palb 230nm (NaCl, TG Frotein L1, TC Profein L2, in L2, tein L4, TC Profein L5)
o |20'l 5.04-30 j { e tein L2, TC Frofein L3, TG Pratein L4, TG Protein L3
2011-07-19T710:29:27 11389
Falb 380nm (We Gl TG Protein L1, TG Frotein L2 TG Protein L3, TG Protein L4, TG Frotein L5) TO VALIDATE
Clear Filters | 2011-07-19709:59:13 i —
Falb 380nm (NeCl. TG Frotein L1, TG Frotein L2 TG Frotein L3, TG Frotein L4, TG Frotein L3) TO VALIDATE
2011-07-18T12:17:44 11344
Palb 380nm (Ns G, TC Protein L1, TG Protein 12 TC Protein L3, T Protein L4, TG Protein L5) VALIDATED
2011-07-18T11:59:42 11342
Palb 380nm (Ne . TC Protein L1, TG Protein L2, TG Profein L3, TG Protein L4, TG Protein L5) TO VALIDATE
2011-07-18T11:28:30 1341
Palb 380nm (WsCL TG Protein L1, TG Frotein L2 TG Protein L3, TG Protein L4, TG Frotein L5) TO VALIDATE
2011-07-18T11:11:34 1340
FPalb 280nm (Na i, TC Protein L1, TG Protein 12, TG Protein L2, TG Protein L4, TG Pratein L3) TO VALIDATE
2011-07-14T708:39:48 11334
Palb 380nm (NsCl. TC Profein L1, TC Frotein L2, TC Pratein L3, TC Pratein L4, TC Protein L5) VALIDATED
2011-07-13T09:53:37 11238
Falb 380nm (Ne (. TG Protein L1, TG Frotein L2 TG Protein L3, T Frotein L4, TG Froisin L3) VALIDATED
2011-07-13T09:39:48 11298/
Faib 380nm (Ws Gl TG Protein L1, TG Frotein L2 TG Protein L3, TG Protein L4, TG Frotein L5) TO VALIDATE
2011-07-07T14:07:31 11287
FPalb 280nm (NG, TC Protein L1, TG Protein 12, TG Protein L2, TG Protein L4, TG Pratein L3) VALIDATED ! !
I EXIT I [ DELETE ALL [ VIEW TESTS [ i FRINT [ ] PRINT ALL [ DELETE [

This screen displays all the calibration results. The last calibration performed is on the

top of the list.
On the left side of the screen there is a filtering tool to sort the results by status or by

date (see “l.IV.1 Result search” page 85). A click on “Clear filters” clears the search

criteria and displays all calibration results.
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There are six more buttons on the function bar:

“Exit”: Goes back to the main screen.

respons®910VET Operator's Manual

“‘Delete all’: Deletes all displayed calibration results (confirmation requested). Be

sure to have archived data you want to keep for quality management.

“View tests”: Displays detailed results for the selected calibration.

“Print”: Prints the selected calibration result.

“Print all”: Prints all displayed calibration results.

“‘Delete”: Removes the selected calibration result from the list (confirmation

requested).

When clicking on “View tests” or double-clicking on a calibration result, the following

screen appears.

sl BN .
<Administratar> - TOP MENU BAR : RAW CALIBRATION RESULTS - |
2014-07-12T14:15:02 e

Test/ Calibrator #| ot Dil Result Units Status
MALBs # 4 o.0000gL | o
?—gﬁir_oiaef? L1 #002314922 2 1 0.2600 ngL o

I_}_'gﬁtzi L2 #002314923 iz 1 0.5300 g”_ -

I‘}—gAPfI'_OfBe:r L3 #002314924 2 L 1.0600 glL o

?’iApir_DfBef? L4 #002314925 i 1 2.1100 g/L o

%Aplf_oif? L5 #002314926 e 1 4.2200 gIL o

M #1l4| o0.0000gL | a
I;,{‘Iiﬁlr_ozﬁ L1 #002314922 g 1 0.2600 ngL o

%AH’LOEJ?T L2 #002314923 i’ 1 0.5300 g’lL i

I‘}—gAF.jr'_G!Be?r L3 #002314924 . 1 1.0600 ngL -

%ﬁ&oﬁi L4 #002314925 e 1 2.1100 g”_ o

?’ACAP!'_OFBG:} L5 #002314926 = 1 4.2200 glL o

I N [ ororoems l v W e B
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This screen displays all data for the selected calibration. The “Test/Calibrator #Lot”
column displays the name of the method, the calibrator used, its lot number and the
replicate number. The dilution ratio and the result with its unit are also shown. In the
“Status” column are the flags for each result (more details about the flags and their

meaning in “Q.VI Analytical flags” page 211).

There are five buttons on the function bar:

= “Back”: Goes back to the previous screen.

= “Delete”: Delete the selected calibration data.

= “Export details”: Exports the details of the selected calibration point in a text file.
=  “Print”: Prints the calibration results.

» “Tests details”: Gives access to raw data (See “1.IV.4 Raw data” page 91).
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K. Controls
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K.l. Control configuration

From “Main Screen” => “Configuration” => “Control configuration”

Entries

Results Method configuration

- Configuration - Control configuration

Calibrator configuration

Solution configuration

Tray configuration

Operators configuration

Options
= -.J..-ﬁ[ 4
<Administrator> - TOP MENU BAR : CONTROL CONFIGURATION - | -
Control Control Name: [TLALE U/CSF L1
TLALBUICSFL1 ___ D Lot Reference: |15012
bl Expiration Date: [2015-07-27 -
= Lo Control Type: [csE -
1L Lpia) L1 o 15012 ype: |
Serum 2015-08-16
) 15458
Aty s@,....,‘l i 2015-12-09 |7 This control lot is usable
= 14460 E
TL Protein L1 Sm:@. = ey Method Unit low high target  dnnse
1L Protein L2 o | 108se1 |MALBs o[ 18.2000 [ 32.4000 [25.3000 | 10 4}
Serum 2016-01-20
. 11265 MALBu mgiL 18.20 32.40 25.30 10
TL Urine L1 o e I I I I
- 05263
TLUdnel2 . | n———
n 09799 L
LA Serum O 20150503
TruLab P .8
| ExIT |7 newcontroL | wewwor || omereior [ mooerior [0

This screen is divided into several parts.
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The left part is a list of all the controls setup in the database. The ones with a padlock
are those provided by Diasys GmbH. When a control is selected, related lot numbers
and expiration dates appear in the next column. Red and yellow highlighting is used to
warn the operator in case of expired or nearly expired (during the current month) lots.
For the selected control and lot, this information is also displayed in the top right part, as
well as the type of sample the control is made for. A check box allows defining a lot as
useable or not (unusable lots are greyed).

The right part shows the methods that are controlled by the selected lot of control and
the related data (lowest and highest acceptable values, target value and acceptable drift
between a control result and the current mean for the same control). When in edition

mode, all the useable methods setup on the analyzer are listed.

There are five buttons on the function bar:

= “Exit”: Goes back to the main screen.

= “New control’: Creates a new control.

= “New lot”: Duplicates the settings of the selected control to setup a new lot.

= “Delete lot”: Deletes the selected lot (confirmation requested).

= “Modify lot”: Allows the edition of the selected control. When clicking on this button,
the screen switches to the edition mode. Only two buttons are then displayed:
“Cancel” to leave the edition mode and go back to the view mode without changing

anything (confirmation requested) and “Save” to save the control.

To associate a method to a control all the fields must be filled and coherent (e.g. the low
value cannot be higher than the high value). To remove it from the list, they must be
empty.

The name, the lot reference, the expiration date and the type of the selected control can

also be modified (the name cannot be edited for DiaSys controls though).

Before processing any analysis, you should have run controls for each
method that could be used.
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From “Main Screen” => “Entries” => “Control entry”

Entries

Results

Configuration

Routine entry

Emergency entry

Control entry

Calibration entry

By - |

8
oL

<Administrator=

- TOP MENU BAR : CONTROL ENTRY -

2

~Method
lethods

Please select a tray to change methods ordering | <Alphabetical Order=

Please type methed shortcut and press <ENTER= || -

b ) (aroe ) (

(as (AR ) C ) C

) C ) C

) )

S JC

) (CEaERry ( ) C

p ) C ) C

) (Etiiccony ) C ) C

) C ) (

J (K ) tacT j{ ) C

(
q
( ) C ) C
q
(

Le@ ) (

)(mABu ) (MG ) (“pae ) (_PAMY ) (

J B 5 ) C )

S S T U W R S

lrpwﬁ}“ Controls | Sample Type | Lot | Vﬂlume| Expiration Date| Methods
( 1 ) ( 5 ) id| TruLab N Serum 14006 7.0pL 20151215 ALB, TBIL
3 o e 3| 2oy S ¢
idl| TL Protein L1 Serum 12577 19.0pL 2015-05-29 K PALB. LACT
| TLProteinL2  Seum 12579 19.0pL 2015-11-26 K PALB. LACT
—Legend —Type of contai —Information
ethods © 5-10 mL tube Replicates- [1 4| »
[\-’:bi.hl'.“}fis) P
(Methods ) (/=11 F 4.6 i cup _ _ A
Reagenton thetray  Calibration error ~ 2.5mL cup Required Cuvettes - 9
| EXIT | errorie || saverrorie || siearselecion | | A00 ToWORKLIST [

This screen allows ordering controls and is divided into several parts:

= “Methods”: Allows selecting the methods to control by clicking on the related button

(specific dilutions are not permitted in this screen). The methods without specified

control data are greyed and cannot be selected. The drop-down list on the left

allows selecting a sorting tray to display the methods in the same order (see “N.XI

Method ordering” page 183). The one on the right allows selecting methods by
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entering their shortcut. Once a method is selected, it is automatically added in the
window below where the lot number of the controls to use can be chosen (if
applicable). To remove a control from the list, click on the bin button on the left of
the control name. The selected tests will be then controlled only with the remaining
controls. The volume of each control needed is displayed as well.

= “Profiles”: Shows all the existing profiles for controls (see “l.I.2 Profile use” page 69
for more details about profiles).

= “Legend”: Gives more details about the color code used for the buttons.

= “Type of container”: Allows selecting what kind of sample container is used for the
control.

= “Information”: Allows changing the number of replicates up to 20 per method (the
setup number will be the same for all the tests of the prescription). This part also

shows the number of fresh cuvettes required.

The software updates the list of controls, the estimated volumes and
the number of required cuvettes in real time.

There are five more buttons on the function bar:

= “Exit”: Goes back to the main screen.

= “Delete profile”: Deletes the selected profile.

= “Save profile”: Saves several selected methods as a profile.

= “Clear selection”: Unselects all selected methods and the related control.
= “Add to Work list’: Adds the control run to the work list.

To run a control:

Select the method(s) to control.

If needed, remove some control and choose the lot number(s) to use.
Define the type of sample container to use.

Define the number of replicates.

Add to work list.

o M 0 bd -

DiaSys Diagnostic Systems® June 2015 119



version 4-rev B respons®910VET Operator's Manual

K.Ill. Control results

K.I11.1. Out of limit controls

A control point is out of limit when at least one of the following conditions is applicable:

= Result outside the interval [low value; high value] as defined in the "Control
configuration” screen.

= Result outside the interval [m - drift%; m + drift%] with “m” being the mean value for
the previous runs of the control. The “drift%” value is the one defined in the “Control
configuration” screen.

= Result which does not fill the Westgard rules (see details next page).

K.I1l.2. Westgard rules

Rule Printed symbol Meaning
12s pt>2SD Control result exceeding the value: mean + 2 SD.
13s pt>3 SD Control result exceeding the value: mean = 3 SD.
2 consecutive results on the same side of the mean and
225 2pts>2SD
exceeding the value: mean = 2 SD.
Ras Delta sd >4 SD Difference between 2 successive control results exceeding 4 SD.
Four consecutive control results on the same side of the mean
44s 4pts>1SD
and exceeding the value: mean £ 1 SD.
10x 10 pts same side of mean |10 consecutive control results on the same side of the mean.

With “SD” being the standard deviation of the serie.
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The Westgard rules can be summarized by the following scheme. “Yes” means that

there is a violation of the related rule and “No” means there is not.

Yes

108 ?
NoNoNONo @ No @
Yes Yes Yes Yes Yes

v 1

Accept run Reject run
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K.I11.3. Statistical results

From “Main Screen” => “Results” => “Control result”

Entries Analysis result
- Results - Control result
Configuration Calibration result

Control raw data

Calibration raw data

<Administrator> - TOP MENU BAR : CONTROL RESULTS -
Controls date range filter -

High Limit: 7.22 Target:5.73
Today || Last 30 days  Last 180 days Low Limit: 4.24 drift%: 10.00

Method | aci controlied Allresults 10pts mean:5.07 $D:0.75 CV%:14.74
TBIL ! Last30days 10pts mean: 5.07 SD:0.75 CV%:14.74
2015.05.19T15-5n-43- ﬁ Control/Lot  Lastc =
TruLab P ﬁ
s | wor oz
TruLab N
il || 14006 s [l
AMY -
AP - e
APOA1 -
APOB -
— e fiigh fit - low limit target —e—control
- B s L B e e e s o o gt g e g g g g e g g __'____“___?'SD
700
AST - B L e e Rl e it et e R Rt bl Sht Dot D e EEt T Ll sht BT SO EE e 331
C3c st L draa b gl e e e e S b M e g M e R e e ph
- 1 ; "~ 550
Ozd+m F5.00
it - Ascem A Lol B A S S Y S RO G O O S O O O -
s adfis do sk asias S e B e o e SO
CA - R TN [l (5 il s ot o i s e e s e s A R R R A el SR
-Sgdd+m o - - % Em
CHE - Ll : : : |2.50
2011-05-27T11:13:25 A 253456 7 B 9B 213041816-1715-19.20.-2-22.23-24.26.26.27-28.29
ays
CHOL
-. Diagrm:-lLeve‘,rJennings -

REWOVE CONTROL POMT i 'EEEI'EN.LREBIJLTSE PRINT HISTORY ﬁ PRINT LAST CONTROL E VALIDATE CONTROL E

This screen lists all the control results for each method. It is divided into four parts.

The “Method” column (left) shows all the methods available on the analyzer with the last
controlled ones being on the top of the list. The date of the last control and the status of
the method are also displayed. The colors are used as follows: green if the method is

considered as controlled (if all the performed controls are good), red if it is not (if at least

122 DiaSys Diagnostic Systems® Junel 2015



respons®910VET Operator's Manual version 4-rev B

one control is on error, not visible on the picture) and grey if no control has been
performed for the method or if the last control has been performed more than 180 days
ago.

When the control status of a method is not valid, the related patient tests will be
cancelled as no results will be available. The prescription will be considered as
incompletely done. However, it is possible to disable the control status check in the

options (see “N.lIl Analysis” page 172).

The “Control/Lot” column (middle) lists all the controls associated to the selected
method with their respective lot number. The date and the status of the last control are
displayed as well. This status depends on the validity of the most recent control point.
The square is green if the last control was good and red if it was not (not visible on the

picture).

The upper right part displays the limits, the target and the drift% as setup in “Control
configuration”. Below are some statistics calculated for all results and for the ones
included in the period of time chosen via the filter buttons in the top left corner of the
screen (“Today”, “Last 30 days” and “Last 180 days”). The number of control points, the
mean, the standard deviation (SD) and the coefficient of variation (CV%) are shown.

Then information concerning each control point is given: date and time, control point
result, status (can be different from the control status mentioned above as in the current
case it only concerns one point) and daily CV%, SD and mean. When a control point is
out of limit due to one of the reasons mentioned in “K.IlI.1 Out of limit controls” page

120, the related column is red. Otherwise it is green.

The lower right part is a chart showing the distribution of all the selected control points.
When clicking on a point on the chart, the related result is automatically selected in the

table above. It is possible to have three different types of diagram:

= “Levey Jennings”: The reference line is the mean value and £1SD, +2SD and +3SD
lines are used to check the Westgard rules. Lines have also been added for the low

and high limits as well as for the target value.
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= “Mode 1”: The reference line is the mean value. £1S, £2S and +3S have been
added with +2S being the difference between the high limit and the target value and
-2S being the difference between the target value and the low limit.

» “Mode 2”: same as “Mode 1” but the reference line is the target value.

On the function bar there are six buttons:

= “Exit”: Goes back to the main screen.

» “Remove control point”: Removes the selected control point (confirmation
requested). It is highly recommended to input the reason of the removal, even if the
field can also be left empty, before clicking on “Ok”. The removed points appear in
dark red (if previously red) or dark green (if previously green) and are not used in
the calculations anymore. The reason of the removal (if any) is displayed above the
date and time. When a removed point is selected, the “Remove control point” button
is changed into “Restore control point”. Clicking onto restore the selected point and
switches its color back to red (if dark red) or green (if dark green).

= “Delete all results”: Deletes all the control points of the selected method for the
selected control (confirmation requested).

=  “Print history”: Prints the results displayed on the screen (last 30 days, today or last
180 days).

= “Print last control”: Prints the results of the last run with the selected control and
method. If other methods have been controlled during the same run, additional
results will be printed.

= “Validate control”. Validates the status of the selected control for the selected
method despite the good or bad results. The square in the “Control/Lot” column

switches to green but all the control points keep their current status.
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K.ll1.4. Control data

From “Main Screen” => “Results” => “Control raw data”

Analysis result

Control result

Entries Calibration result
- Results - Control raw data
Configuration Calibration raw data
= *I“I—” e
SebERiine - TOP MENU BAR : RAW DATA - | S
11- -04: 11423)
I_ s 33%1;' .\3 i TO VALIDATE
Randing 2011-07-21T14:18:49 11455
I_ MALBs (T Protein L2) VALIDATED
I7 To Validate
2011-07-21T14:18:48 11455
I7 Validated MALEs (TL Protein L1) VALIDATED
; -07- :33: 11454
~CreationDate ————— A VALIDATED
2015-04-30 &
From [2015-04-30 & 2011-07-21T11:33:14 1
To |2C 15-04-30 j MALEs [TL Protein L1) TO VALIDATE
-07- 12: 11437]
32331 .%32.;[ 11241 o TO VALIDATE
Clear Filters -07- 12 11436
| e T0 VALIDATE
2011-07-20T09:38:27 11418
MALEY (TL Unine L2} VALIDATED
-07- -38: 11417
nzagr:lsl |£L7Unzng 399'38'23 TO VALIDATE
2011-07-20T09:38:16 11418
MALBy (TL ALE LWCSF LI} VALIDATED
2011-07-20T09:38:12 11415
MALBu [TL ALE LMGSF L1} VALIDATED
2011-07-19T713:58:49 11398
Faib 380nm [TL Protein L2} TO VALIDATE
2011-07-19T13:58:49 11385
FPalb 280nm (TL Protein L1) VALIDATED
-07- -08: 11388|
F'za?b1;9ﬂ|?m7|"r: 3,11&5,-‘."'3" TO VALIDATE
2011-07-19T13:08:30 11387
Palty 380nm [TL Froisin L1} VALIDATED ! !
I EXIT I DELETEALL [ | VIEWTESTS I | EXPORTALL I i PRINT [ ] PRINT ALL [ DELETE [

This screen displays all the control results. The last control performed is on the top of
the list.

On the left side of the screen there is a filtering tool to sort the results by status or by

date (see “1.IV.1 Result search” page 85). A click on “Clear filters” clears the search

criteria and displays all control results.
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There are seven more buttons on the function bar:

= “Exit”: Goes back to the main screen.

= “Delete all’: Deletes all displayed control results (confirmation requested). Be sure to
have archived data you want to keep for quality management.

» “View tests”: Displays detailed results for the selected control.

= “Export all’: Exports the details of all the displayed results in a text file.

=  “Print”: Prints the selected control result.

=  “Print all”: Prints all displayed control results.

= “Delete”. Removes the selected control result from the list (confirmation requested).

When clicking on “View tests” or double-clicking on a control result, the following screen

appears.
= L_LE\ _ .
<Administrator> - TOP MENU BAR : RAW CONTROL RESULTS - s
2014-07-12T14:15:02 (20 tests)
Test/ Control #Lot Dil Result Units Status
?ﬂ;g? L2 #002312579 291 247000/ = Tots caration an 2014072742412 ﬁ
I;"ALAPJ;ES 12 #002312579 719 1) 248009/ o Tots caibration on 201407 02T 42412
I;"’:)i\’rlggfi 12 #002312579 19 1) 246000/ o Tots caibration o 2014070212412
I'\T)gﬁrl;E: L2 #002312579 AT 1) 239000/ o Tota oabration on 2014004242
r;ﬂérlggfﬁ 12 #002312579 19 1 238009/ o Tots oabration on 20140TATT 2412
I;AL)?\J(LOE: L2 #002312579 19 1) 248009/ o Tota caibration on 01T 42412
I;ﬂ;;\vf!;gf 12 #002312579 19 1) 2.38009/L o Tota caibration on 20140TOIT 2412
I;ﬂﬁrlggj 12 #002312579 13 1) 2410091 o Total calbiation on 204407 02T 14:24:12
r‘rﬁﬁhg? L2 #002312579 121 243009/ o Tota albation on 20140703714 24112
nrﬂifi;g? L2 002312579 A 1) 234000/l o Tots caibration on 0140TAZT 2412
r::AL;J\JrLoS: 12 #002312579 719 1) 2554000/ o Tots saibration n 2014070742442
r:‘fALf\Jrl;E: L2 #002312579 1 2470091 o Tota oabration on 20140042442
I;ﬂ;;j;g: 12 #002312579 # 1 2360091 o Tots caibration on 20U40TATT412
I;'ALérLoiErf 12 #002312579 ¥ 1] 217009/ o Tota caibeation on 20T OTT4Z412
[ BACK (i DELETE | | exrorTDETALS | PRINT [ restspemans [0

This screen displays all data of the selected control and each line matches with a single
control point. The “Test/Control #Lot” column displays the name of the method, the

control used, its lot number and the replicate number. The dilution ratio and the result
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with its unit are also shown. In the “Status” column are the flags for each result (more
details about the flags and their meaning in “Q.VI Analytical flags” page 211) and the

details of the calibration data used to calculate the result.

There are five buttons on the function bar:

= “Back”: Goes back to the previous screen.

= “Delete”: Delete the selected control result.

» “Export details”: Exports the details of the selected control result in a text file.
= “Print”: Prints the control results.

» “Tests details”: Gives access to raw data (See “I.IV.4 Raw data” page 91).
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L. Reagent and method configuration
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L.l. Solution configuration
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From “Main Screen” => “Configuration” => “Solution configuration”

Method configuration

Entries Control configuration
Results Calibrator configuration
Configuration - Solution configuration

Tray configuration

Operators configuration

Options
= __Lﬁ| .
SRR - TOP MENU BAR : SOLUTION CONFIGURATION - |
CLNA ]
EANER ) 200 ﬁ —Solution setting:
HEMOAGENT =
HEMOLYSIS AGENT 801 Type |C LEANER _!
NacCl
DILUENT 800 NamelCLNA
Unique internal reference |9','-‘-“'
Solution barcode reference | 901
e | NEW || DELETE I MBIy fi

This screen allows the creation and the management of the solutions (diluents, cleaners

and hemolysis agents) which can be used during an analysis.
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The column on the left side lists all the solutions setup on the analyzer with their “Type”
(diluent, cleaner or hemolysis agent), “Name” and “Unique internal reference”. The ones
with a padlock are those provided by DiaSys GmbH.

DiaSys cleaners have a reference from 900 to 949 while DiaSys diluents and hemolysis
agents have one going from 950 to 998 (999 is automatically used for system water).
The solutions that are not provided by DiaSys GmbH have a reference going from 800
to 899.

The right part of the screen shows the same information for the selected solution.
The “Solution barcode reference” is the barcode identifier of the container. It allows the

detection of the bottle during the barcode scan.

On the function bar there are four different buttons:

= “Exit”: Goes back to the main screen.

= “New”: Creates a new solution.

= “Delete” (greyed if the selected solution is a DiaSys product): Deletes the selected
solution.

= “Modify” (greyed if the selected solution is a DiaSys product): Allows the edition of
the name of the selected solution. When clicking on this button, the screen switches
to the edition mode. The two buttons that are then displayed are “Cancel” to leave
the edition mode and go back to the view mode without changing anything and
“Save” to save the solution. A name already used is displayed in red while in the

edition mode.
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L.1l. Method configuration
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From “Main screen” => “Configuration” => “Method configuration”

Entries

Results

Configuration

w—

Method configuration

w—

Control configuration

Calibrator configuration

Solution configuration

Tray configuration

Operators configuration

Options

<Administrator=

- TOP MENU BAR : METHOD CONFIGURATION -

ALB i Al
WMONO-REAGENT/END POINT !

LT @
BI-REAGENTILIN KIN L
AMY @)
BI-REAGENTILIN KIN
AP @
BIREAGENTILIN KIN !

APOA1

BI-REAGEMTILIN KIM

APOB

BI-REAGENT/END FPOINT

ASO
BI-REAGENT/LIN KIN 1 1 1
AST 2 o1

BI-REAGENTILIN KIN

Cic

Metihcaon

010

I_ Twin reaction

Name

Unigue internal reference

Host reference

Shortcut

I Readion| Sample| Resuﬂsl Contaminants Calibration|

|7 This method is useable for analysis
~ I_ This method is calculated from others results

|ALT

[o10

[o10

BI-REAGENT/END POINT _B Dﬂje
c4 Reagent barcode reference
MONO-REAGENT/END POINT e

Onboard stability
CA

Calibration stability

BI-REAGENT/LIN KIN

CHE

BI-REAGENTLIN KIN

|.ﬂ-:."-

days

days

CHOL )

MOMNO-REAGENT/END POINT

CK-mB

BI-REAGENTILIN KIN

~Capacity of new bottle

p Large container
2 030 g

Small container

298 tests

|1 79 fests

Bottle 1s Small Twin only

CK-NAC i
CK-NAC F:? 029

BI-REAGENT/LIN KIN

Cl

BI-REAGENT/END POINT

Crea PAP

BI-REAGENT/END POINT

Ui

| PawTsETTINGS |

| EXIT [i

MODIFY. fi

This screen allows the management of the methods which can be performed on the

analyzer.
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The left part of the screen lists all the registered methods and their shortcut if one has
been defined. The unusable methods are greyed, the ones with a padlock are those
provided by DiaSys GmbH.

On the right part of the screen, information about the selected method is displayed.

Several tabs allow switching between different characteristics.

On the function bar there are three buttons:

= “Exit”: Goes back to the main screen.

» “Print Settings”: Prints the configuration details of the selected method, including
calibration data (if applicable).

= “Modify”: Allows the edition of the selected method. When clicking on this button,
the screen switches to the edition mode. Only two buttons are then displayed:
“Cancel” to leave the edition mode and go back to the view mode without changing

anything (confirmation requested) and “Save” to save the method.

@ Only a few fields can be edited by the operators, including
administrators. Distributors can create up to five new methods upon

request and more if an agreement with DiaSys GmbH has been made. Contact

your local representative for more information.
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L.1l.1. Identification
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From “Main screen” => “Configuration” => “Method configuration” => “Identification”

- TOP MENU BAR : METHOD CONFIGURATION -

Identlﬁcatlonl Reaction| Sample| Results| Contaminants Calibrati0n|

|7 This method is useable for analysis
I_ This method is calculated from others results
I_ Twin reaction

Name |ALT

Unigue internal reference I-? 10

Host reference |

Shortcut |010

~Bottle

Reagent barcode reference |’1 10

Onboard stability |

Calibration stability |

days
days

Capacity of new bottle

Large container 298 tests

Small container 179 tests

[ Bottle is Small Twin only

This tab displays information about the identification of the selected method and is

divided into three parts.

On the top, three check boxes give more details about the status of the selected

method:

= “Useable for analysis”: Unchecked if the method is unusable. It will be still visible in

the “Method configuration” screen but not in the prescription (routine, calibration and

control) screens. The parameters are stored but the method cannot be used

anymore, unless this box is checked again.

=  “Calculated”: Checked if the result for the method must be calculated from results of

other methods. No specific prescription is required for a calculated method; the

result of the calculation is automatically added to the patient file when all the other
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methods are in the prescription. No calibration or control can be performed on a
calculated method.

= “Twin reaction”. Checked if the method is a twin test. That means two different
reactions occur, each of them according to its own settings and having its own

calibration and control data.

In the middle, the references of the method are shown:

= “Name”: Is the name of the method.

» “Unique internal reference”: Unique identifier of the method. No reference can be
used twice, even if one is for a method and the other one for a solution. The
methods created by distributors must have a reference between 800 and 899.

» “Host reference” (mandatory if the bidirectional interface is set): Identifier of the
method for the host interface.

= “Shortcut” (optional): Shortcut of the method. It can be used in the routine,

calibration and control entry screens.

A field written in red while in the edition mode means that the name or
reference number is already used somewhere else in the software.
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On the bottom, information about the reagent bottle is displayed:

“‘Reagent barcode reference”: Barcode identifier of the reagent bottle used with the

method. Barcode references starting by 9 are for solutions (diluents, hemolysis

agents and cleaners) only. The methods created by distributors must have a

barcode reference between 800 and 899.

» “On-board stability”: Time after which the reagent in an opened bottle is considered
as expired.

= “Calibration stability”: Time after which the calibration is considered as not valid.

= “Large container’ and “Small container’: Maximum number of tests which can be
performed using new bottles, respectively a mono-container / large twin-container
and a small twin-container.

= “Bottle is small twin only” check box: Only small twin bottles are used for this

method when this option is checked.

A new bottle is not necessarily a full bottle. Some reagents are provided by
DiaSys Diagnostic Systems GmbH in partially filled containers.
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From “Main screen” => “Configuration” => “Method configuration” => “Reaction”

3 B .
- TOP MENU BAR : METHOD CONFIGURATION - o
—Propertie
Identification | ﬂél Sample| Resuﬁsl Contaminants Calibraiien|
’Typc Reaction way
g g = & [Decreasing reaction
Linear kinetic j L‘ INereasing reacion
~Reagents
Volume Blank reagent Blank stability
Eirst reagent WUL |7 +- (10.0000 abs.

Second reagent |40 pL

I_ Temperature sensitive reagent
Wavelengths

Main |3AD nm LI Secondary |405 nm ;I
Polychromatic factor :|1,0000

- Timings (minutes:seconds)

First reading time |06:24 - | + | Last reading time [10:00 - | + |

Verifications
~Substrate depletion
Absorbance limit - |
Empty field to disable verification
rLinearity
Maximum deviation : |1 00.0 %

If the selected method is a twin test, two tabs named “Reaction 1’ and

“Reaction 2” are displayed, one for each reaction involved in the test.

This tab displays the technical specifications of the selected method and is divided into

several parts.

The “Type” window shows the type of reaction. It can be “End point” (not visible on the

picture), “Linear kinetic” or “Fixed time kinetic’ (not visible on the picture).

The “Reaction way” window shows if the reaction is decreasing or increasing. This

information is used to verify the result at the end
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The “Reagents” window shows information about the reagent(s) used for this method:

= Reagent volumes setup for the method. The “First reagent” volume must be
between 90 and 250 yL and the “Second reagent” volume (if applicable) must be
between 10 and 130 uL. However, the total volume in the cuvette (reagents +
sample) cannot exceed 260 pL. If a reagent blank correction is required by the
method, the related boxes are checked and the allowed drift is defined.

= Temperature sensitive reagent checkbox. If this box is checked, extra care is taken

while performing tests using this reagent.

The “Wavelengths” window shows the wavelengths used for the absorbance
measurements. The selection is made among 12 values (from 340 nm to 800 nm). The
“‘Main” wavelength must be the most sensitive one. The “Secondary” wavelength and
the “Polychromatic factor’ are used when a polychromatic correction is needed (see

“M.III Bichromatic correction” page 154).

The “Timings” window shows the reading times. The “First reading time” (for kinetics
only) is the first time used for the calculation after the sample and the second reagent (if
applicable) have been dispensed and the “Last reading time” is the last one. A couple of

rules apply to the reading times:

= In all cases, the time origin is the time of the sample dispensing into the cuvette.

= The setup times must be coherent (the first reading time must be before the last
one).

= The first reading time cannot be more than 15 minutes 48 seconds (15:48) and the
last reading time cannot be more than 16:00.

= For mono-reagent methods, the first reading time cannot be less than 00:12 and the
last reading time cannot be less than 00:24 (00:12 for end point reactions).

» For bi-reagent methods, the delay used by the analyzer between the sample
dispensing and the second reagent dispensing is always 04:36. That means the first
reading time cannot be less than 04:48 and the last reading time cannot be less
than 05:00.
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The “Verifications” window shows the value of the parameters used in the verification of

the results. Those parameters are different for each type of reaction:

*= For end point reactions: The “Stability” and the “Prozone” can be checked as some
end points may be unstable. The largest remaining slope is the highest allowed ratio
of variation per minute between the second last and the last measurement points.
Its value must be between 0 and 30 %. The prozone limit is the highest allowed ratio
of variation during the two last thirds of the reaction.

= For linear kinetics: The absorbance limit and the maximum deviation used for the
“Substrate depletion” and the “Linearity” can be defined. For more details about the
linearity verification, see “M.VI Linear kinetic” page 159.

= For fixed time kinetics: The absorbance limit used for the “Substrate depletion” can
be defined. As a fixed time kinetic is not necessarily linear, no maximum linearity

deviation can be setup.
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L.Il.3. Sample

From “Main screen” => “Configuration” => “Method configuration” => “Sample”

= =

- TOP MENU BAR : METHOD CONFIGURATION -
Properties
Identification | Reaction

| Results| Contaminants Calibration|

Diluent Hemolysis
A i+
ISystem water j gent
INo Hemolysis j Volume uL
Sample I uL Cleaner | j
~Concentration technical imits
Lower |2.2300 Upper I?33.0000
~Conditions
| Normal |  BelowNormal |  Above Normal
[ /o' (,L) [Dilution [Voiume (uL) [Dilution |Volume (uL) [Dilution |
SERUM 120 1 200 1 50 1
URINE 12.0 1 200 1 50 1
PLASMA 12.0 1 200 1 50 1
CSF 12.0 1 200 1 50 1
WHOLE BLOOD |20 1 100 1 1.0 1

This tab displays information about the sample for the selected method and is divided

into four parts.

The “Diluent” window shows the diluent used during the test (in case a dilution is

required during the run).

The “Hemolysis” window shows details regarding the hemolysis process (in case a
sample hemolysis is required by the method). The hemolysis agent and the cleaner to

use are specified, as well as the volumes of sample and hemolysis agent.

If a sample hemolysis is requested, it will apply to samples only. Calibrators
and control solutions will be processed without hemolysis and will have to be
manually hemolyzed (if needed) before the run.
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The “Concentration technical limits” window (available only when no sample hemolysis
is required by the method) shows the lower and upper limits of the method. When the
run conditions are normal, an absorbance related to a concentration being outside this

interval would not be reliable due to the technical limits of the photometer.

The “Conditions” window shows the sample volumes and the dilution factors that have
to be used. The volume must be between 2 and 30 pL and dilutions are only allowed for

factors between 6 and 26. For each type of sample there are three different cases:

= “Normal”’ conditions: These values are the ones used during a normal run. For
serum samples, the dilution factor is always 1 because the parameters are used
during the calibration and the control of the method.

= “Below Normal” conditions: These values are the ones used if the result of a test is
below the lower technical limit. A rerun is then automatically performed using the
values specified in this column.

= “Above Normal”’ conditions: These values are the ones used if the result of a test is
above the upper technical limit. A rerun is then automatically performed using the

values specified in this column.

@ Between the normal and the rerun (below or above normal) conditions either

the sample volume or the dilution factor can change but not both.

DiaSys Diagnostic Systems® June 2015 141



version 4-rev B respons®910VET Operator's Manual

L.Il.4. Results

From “Main screen” => “Configuration” => “Method configuration” => “Results”

= =
- TOP MENU BAR : METHOD CONFIGURATION -

Identification Reaction| Sample : Res Sl Contaminants| Calibrati0n|

Value Correlation factor
Decimals : |1 Offset -(0.0000
Units : UiL Slope {1.0000

SERUM |URINE | PLASMA | CSF | WHOLE BLOOD |

~Normal ranges
Age range | Value range
Species |>: |<: | |Minimum Maximum
Cat 1 5 |Years j 3 16
Add Del

This tab displays information about the results for the selected method and is divided

into three parts.

The “Value” window shows the number of decimals and the unit which must be
displayed with the results.
For the twin reactions, those settings can be defined three times: for the first reaction,

for the second one and for the final result (additional fields not visible on the picture).
The “Correlation factor” window shows the “Offset” and the “Slope”. Both are used to

minimize the differences between the results obtained with the current analyzer and

those obtained with a reference one.
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The “Normal ranges” window shows the normal values for each type of sample

regarding the animal species and age. Several parameters can be specified:

= “Species”: Can be selected via the drop down menu which lists all the setup species
(See the part “N.IX Species” page 181 to add new species). “All’ can be used to
setup ranges valid for all the species. Such range (if defined) is used when no other
setup range is applicable.

= “Age range”: Can be in days, months or years. 0 setup in the two columns (>= and
<=) means that the range is valid for all ages. If defined, it is used when no other
setup age range is applicable.

= “Value range”: Interval of values considered as normal for the specified species and
age. The defined ranges are informative. A result out of the range will be flagged but

without any change on the result itself.

The precision of the results is limited by the reagent characteristics

and the analyzer specifications.
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L.II.5. Contaminants

From “Main screen” => “Configuration” => “Method configuration” => “Contaminants”

= =
- TOP MENU BAR : METHOD CONFIGURATION -

Identification Reaction| Sample| Results Calibrati0n|

Contaminants for this method are listed below :

Contaminant |Wash with |Cycles |VOIume (uL)
UREA (054) syst.water (R999) 1 2000
UA (R0O55) CLNA (R900) 1 250

This tab displays information about possible contaminations between the selected

method and other tests setup on the analyzer.

As far as possible the software tries to avoid running methods right after their

contaminants but sometimes it is not possible and washing cycles must be considered.

The table is divided into four columns:

» “Contaminants”. Shows the tests whose reagents could contaminate the selected
method.
= “Wash with”: Shows the washing solution to use in case of contamination. It can be

a cleaner or system water.
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= “Cycles”: Shows the number of washing cycles to perform in case of contamination.
With system water this number can be between 1 and 4 but with cleaners it has to
be 1.

* “Volume”: Shows the volume used for each washing cycle in case of contamination.

With system water the volume is 2000 yL and with cleaners it is 250 pL.

The contaminations rules provided by DiaSys GmbH cannot be modified but
the operator can add as much new rules as needed.

L.1l.6. Calibration

From “Main screen” => “Configuration” => “Method configuration” => “Calibration”

B B - |
- TOP MENU BAR : METHOD CONFIGURATION -

I_ Manual calibration

I_ KFactor

Driﬂlimit:l 0.50 %
Model : IAulomatic 'I Degree : |Auto 'I

This tab displays information about the calibration of the selected method and is divided

into two parts.
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The upper area allows the activation/inactivation of the manual calibration. This choice

can be made in this screen only.

@ A method whose calibration is defined as manual will not be available in the

calibration entry because no analytical calibration is possible.

For methods that do not require a twin reaction, it also allows the activation/inactivation
of the k factor calibration (see “J.1ll.1.b Edition of analytical calibration settings” page 99

for more details). This choice can also be made in the calibration settings screen.

The lower area allows defining the drift limit as well as the model of curve. If the

selected method requires a twin reaction, two tabs are displayed: one for each reaction.

L.1.7. Calculation

When the selected method is a calculated one, the tabs “Technic’, “Sample” and

“Contaminants” are no longer useful. They are then replaced by a “Calculation” tab.
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From “Main screen” => “Configuration” => “Method configuration” => “Calculation”

= =
- TOP MENU BAR : METHOD CONFIGURATION -

Identification | Ce

Select formula to use for calculations : ||:A B)*100 j
Methods Constants

A [AsT(011) B

B |ALT (010) =

([AST] / [ALT]) x 100

This tab displays information about the way of calculation of the selected method and is

divided into several parts:

* “Formula”: Shows which calculation must be done. Ten different formulas are setup
on the analyzer.

= “Methods”: Shows the tests whose result is used for the calculation.

= “Constants”. Shows the value of the constants defined for the calculation (if

applicable).

A summary of the formula with the chosen methods and the related constants (if any) is

displayed on the bottom.

@ A calculated method is added to the results report if all the methods involved

in the calculation are requested in the prescription.
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L.1ll. Tray configuration

From “Main Screen” => “Configuration” => “Tray configuration”

Entries

Results

Configuration

Method configuration

Control configuration

Calibrator configuration

Solution configuration

Tray configuration

Operators configuration

respons®910VET Operator's Manual

Options
3 =N .
=Administrators - TOP MENU BAR : TRAY CONFIGURATION - | \{'
NEWTRAY 1 Tray name [NEWTRAY 3
Tests Dates

NEWIRAY 2 Position | Botlle ICUnlﬂm-:—.'l Lot Remaining]  Waming E:\;Jualir.lnl Opening
NEWTRAY 3 j MALBu [RE21) Twin/Small 33336 326 a1 202312
NEWTRAY 4 I CLNA {cln R900 Cleaner 25130 57 mb 14 mL 2005-01
NEW ¥ 3 B UA (ROSE) Twin/Small 19 4 2006-11

i MNatrium 4 (R809) Maono 225 56 200812

i HEMO (R221) Twin/Large 48 2 2024-10

9 LDL {026) Twin/Large 85 21 2015-01

10

11

12 NaCl {dil R&00) Diluent 87315 1 mL 12 ml 2001-05

13

14 Crea PAP (R807) Twin/Large 268 67 200901

15 CHEtzt (Rizt) Twin/L 345 86 2010-03

16 HEMOAGENT (hemo RB01) Hemuolysis Agent 61 mL 15'ml 2028-12

17 TP (050 Twin/Large 395 98 202412

18 TBIL {RO19) Twin/Large 66388 115 28 2022-08

19

20 PAMY (R815) Twin/Large 82415 76 19 2022-05

21

22

23 ALT + php (R—) Twin/Large 307 75 2010-01

24 CRP (706} Twin/Large 121 30 2010-03

2

28

23 MNatnum 2 {R312) Twin/Small 47675 234 53 2024-08

30

| EXIT | PRINT ser 25 ACTIVETRAY, [ NEW [ | peeTe || mooiry |
This screen allows the creation and the management of trays with reagents, diluents,

hemolysis agents and cleaners.
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The column on the left side shows the name of all the defined trays. The name of the
selected tray is also displayed on the top of the screen. If a tray is setup as active, its

name is displayed in red in the column.

The right part of the screen is divided into eight columns:

= “Position”: Shows where the bottles are supposed to be placed on the tray.
= “Bottle”: Allows choosing a bottle to setup for each position via a drop-down list. The
name of the bottle and its unique internal reference are displayed too.

= “Container”: Shows the type of the bottles and can be “Mono”, “Small Twin”, “Large

3 )

” “ ” 13

Twin”, “Diluent”, “Hemolysis agent” or “Cleaner”. Diluents, hemolysis agents and
cleaners are in mono-containers.

= “Lot”: Shows the lot number of each bottle.

=  “Tests/Remaining”: Shows the remaining amount of liquid in the bottles (number of
tests for reagents and volume for diluents, hemolysis agents and cleaners). In case
of a new bottle, the number of tests is first displayed according to what has been
specified in the method configuration before being updated at the end of the runs.
For diluents, hemolysis agents and cleaners, a new bottle is supposed to be full.

= “Tests/Warning”: Allows the edition of the warning level. This parameter allows the
operator to be warned that a bottle is nearly empty and should be replaced or

refilled. Its default value is:

For the reagents: 35 tests or 10% of the number of tests performed with a new
bottle (see “L.II.1 Identification” page 134) if this value is lower than 35.

For diluents: 20% of the full bottle volume.

For hemolysis agents: 20% of the full bottle volume.

For cleaners: 30% of the full bottle volume.

= “Dates/Expiration”: Allows the input of the expiration date (format YYYY-MM).

» “Dates/Opening”: Allows the input of the opening date of the bottle. This date is
used to check the reagent on-board stability. If no date is specified, the one of the
first use of the bottle will be setup. If the on-board stability is not good, the reagent is

considered as expired.
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There are six buttons on the function bar:

= “Exit”: Goes back to the main screen.

=  “Print”: Prints the configuration of the selected tray.

= “Set as active tray” (greyed if the barcode reader is enabled for reagents): Loads
the selected tray as current “Reagent Tray”.

= “New”: Creates a new empty tray.

= “Delete” (greyed if the selected tray is set as active): Deletes the selected tray.

= “Modify”: Allows the edition of the selected tray (if it is not setup as active). When
clicking on this button, the screen switches to the edition mode. Only two buttons
are then displayed: “Cancel’ to leave the edition mode and go back to the view
mode without changing anything (confirmation requested) and “Save” to save the

tray configuration.
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M. Method calculations
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M.Il. Introduction

M.1.1. Beer's law

Beer's law is the basic principle of measurement used by the system. The law states
that there is a logarithmic dependence between the transmittance of the light through a
substance and the absorption coefficient of the substance multiplied by the distance the
light travels through the material (path length). The absorbance can be written as the
product of the wavelength-dependent molar extinction coefficient by the concentration

of the substance.

-
__}—-P o a I 1
0

p——

/

With T'= Transmittance of the light.
Io = Intensity of the incident light.
17 = Intensity of the transmitted light.
a = Absorption coefficient.
/= Path length.
& = Molar extinction coefficient.
c= Concentration of the solution.

A = Absorbance.

I
T=-=10"% =107

u]

And

A=logy 2 = al =
= r:ngmf—_af_sﬂfc

q

For the respons®910VET analyzer, the optical path length of the

reaction cuvettes is 0.5 cm.
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Beer's law is considered as the basic principle of the concentration calculation. The

concentration is then given by:

A
C_EAI

Details concerning the derivatives and corrections to apply are given in the following

paragraphs.

M.1.2. Types of reaction

The three types of method are described, and, for each of them, the measurement

principles and the calculations which are applied by the system are explained.

End point

v

to t

Linear kinetic

v

to t

Fixed time kinetic

v

to t
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M.Il. Volume correction factor

With: Vz: = Volume of reagent 1 (R1).
Vzz= Volume of reagent 2 (R2).
Vs = Volume of sample.
VCFr: = Volume Correction Factor applied to mono-reagent methods (R1
absorbance is measured but must be corrected because of the dilution due
to the addition of the sample).
VCFrz.; = Volume Correction Factor applied to bi-reagent methods
(R1+Sample absorbance is measured but must corrected because of the
dilution due to the addition of R2).
VCFr> = Volume correction Factor applied to bi-reagent end point methods
(R1+R2 absorbance is measured during the calibration, R2 absorbance is
then calculated but must be corrected because of the dilution due to the

addition of sample).

The volume correction factors used in all the calculations are expressed as follows:

I"IrRl
VCeF,, = ———
B Ve +
VR1+I{E'
VCFan_, =
BTy + Ve + 1
Vo, + 1%
V'GFRZ — Rl Rz

M.I1ll. Bichromatic correction

With: PF= Polychromatic Factor.
A;= Absorbance at time ¢ (with bichromatic correction when enabled).
A; 11 = Raw absorbance at time ¢ for the main wavelength.

A; 12 = Raw absorbance at time ¢ for the secondary wavelength.

The corrected absorbance is  4; = 4;,;, — PF X 4;,,

L
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M.IV. Variation of absorbance

M.IV.1. Mono-reagent method

With: A;= Absorbance at time ¢ (with bichromatic correction when enabled).
Ar: = Absorbance of R1 (with bichromatic correction when enabled).
VCFr: = Volume Correction Factor applied to mono-reagent methods (see

“M.1l Volume correction factor” page 154).

The variation of the absorbance is given by  A4; = A; — Ay, X VCFpy

M.IV.2. Bi-reagent method

With: A;= Absorbance at time ¢ (with bichromatic correction when enabled).
Arz; = Absorbance of R1+Sample (with bichromatic correction when
enabled).
Arz = Absorbance of R2 measured during the calibration (with bichromatic
correction when enabled).
VCFr2-1 = Volume Correction Factor applied to bi-reagent methods (see “M.II
Volume correction factor” page 154).
VCFr> = Volume correction Factor applied to bi-reagent method calibrations

(see “M.II Volume correction factor” page 154).

The variation of absorbance is given by: Ad; = 4, — A, X VOFg_; — Aps X VCFg,

M.V. End point method

M.V.1. Sequence

1. Dispensing of R1.
2. Absorbance measurement (reagent blank).
3. Dispensing of sample.

DiaSys Diagnostic Systems® June 2015 155



version 4-rev B respons®910VET Operator's Manual

Absorbance measurement.

Dispensing of R2 4 min 36 s after the dispensing of sample (bi-reagent methods).

Reaction end point.

N o o &

Absorbance measurement.

After the dispensing of R1 into the cuvette, the system takes a first measurement to get
the reagent blank. This value will be compared to the one defined in “Method
configuration”.

After the addition of the sample into the cuvette, the reaction starts and the system
performs absorbance measurements every 12 seconds. At the same time, the
measured values are compared to the ones obtained with a reference cuvette filled with

deionized water.

M.V.2. Calculations

A
A
A
_ _ A Reaction time
Dispensing Incubation* < >
of R~ 7 4min 36sec
Sample / Vt
dispensing t . .
0 Dispensing Last reading
of R2

* Incubation period automatically added before the dispensing of the second reagent.
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For bi-reagent end point methods, the absorbance of R2 is
automatically estimated during the calibration. The system
dispenses both reagents into a cuvette without sample and in the same

proportions as those defined in the method.

With AAgp = Variation of the absorbance at the end point (see “M.IV Variation of
absorbance” page 155).
£= Calibration function determined during the calibration process (see “J.111.3

Calibration curve types” page 103).

The result is defined by the following equation: Res = f(AA4.;)

M.V.3. Verification of the stability

A
A A
12sec
Dispensing Incubation*
of RT " 4min 36sec
Sample - Reading 12sec t
dlSpenSIng to Dispensing before End pOint
of R2 Last reading

* Incubation period automatically added before the dispensing of the second reagent.

At the end of the reaction, the system compares the absorbance measured for the two

last points: the last reading point and the one 12 seconds before.
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With: AAgp = Variation of the absorbance at the end point (see “M.IV Variation of
absorbance” page 155).
AAgp.; = Variation of the absorbance 12 seconds before the end point.
% stability limit = Highest variation per minute allowed at the end point.

t=12s=0.2 min

Stable end point if:
Agp — Adgp 4

100 x ﬁ‘i‘” < % stability limit

If the difference is higher than the stability rate limit defined in the method, an “EP” flag
appears on the test result, meaning that the end point is not stable enough. As a

consequence, the patient prescription is considered as incomplete.

M.V .4. Verification of the prozone effect

It is considered that after one third of the time the reaction is developed up to
approximately 80% and a plateau is reached. To ensure that it is, the system calculates
the difference between the absorbance measured at the first third of the reaction and
the one measured at the end. This variation is then compared to the value calculated for
the calibration point with the highest concentration. The calculation can be done during
the calibration and it is better to let the analyzer do it. This verification can be enabled in

method configuration (“L.Il.2 Reaction” page 137).

With: AAgp = Variation of the absorbance at the end point (see “M.IV Variation of
absorbance” page 155).
AAgps3 = Variation of the absorbance at one third of the reaction time.
% prozone limit = Highest variation allowed during the last two thirds of the

reaction.
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For increasing reactions:

ﬁf:lgp;z — A,
ﬁf:lgp;z + A,

100 x = Up prozone limit

For decreasing reactions:

ﬁ‘qapﬁ — Adg,
ﬁfqu}rz + Adg,
2

100 x = Y% prozone limit

If the difference is higher than the prozone rate limit defined in the method, a “P*” flag
appears on the test result, meaning that a prozone issue has been detected. As a
consequence, the prescription is considered as incomplete and the sample is

automatically rerun using the “Above normal” result configuration.

M.VI. Linear kinetic

M.VI.1. Sequence

Dispensing of R1.

Absorbance measurement (reagent blank).

Dispensing of sample.

Absorbance measurement.

Dispensing of R2 4 min 36 s after the dispensing of sample (bi-reagent methods).

First reading time.

N o g b~ N =

Absorbance measurement every 12 seconds until the last reading time.

Thus, the number of measurement depends on the delay setup between the first and the

last reading points.
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M.VI1.2. Calculations

A
A
A
A
Dispensing Incubation*
of R1 -~ 4min 36sec
Sample t
dispensin i i

p g to Dispensing First reading |

of R2 Last reading

* Incubation period automatically added before the dispensing of the second reagent.

With: AA/At = Slope of the reaction.
t;= Time at point 7.
AA4; = Variation of the absorbance at time ¢ (see “M.IV Variation of
absorbance” page 155).
N = Number of measurements from first to last reading time (both included).
£= Calibration function determined during the calibration process (see “J.111.3

Calibration curve types” page 103).

ra X(04,x %) -BAxt

_ N
At Z{J;L:I_ _ {EJZ

The result is defined by the following equation:  Res = F(24/, )
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M.VI.3. Verification of the substrate depletion

The substrate depletion is checked when a limit of absorbance is defined in the method
configuration. This limit is usually reached in case of very high analyte concentration but

also if the reagent is outdated or improperly prepared.

With: A; = Absorbance at time ¢ (see “M.IV Variation of absorbance” page 155).
t;= Time at point i
Aim = Absorbance beyond which the substrate depletion is too low to have a

linear and reliable reaction.

For increasing reactions: 4; = 4

lim
For decreasing reactions: 4; = 4,
If one measured absorbance is higher or lower (depending on the reaction way) than
the limit defined in the method at least for one point from the first to the last reading
point, an “ABSLIM” flag appears on the test result. As a consequence, the prescription
is considered as incomplete and the sample is automatically rerun using the “Above

normal” result configuration.
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M.VI1.4. Verification of the linearity

The variation of absorbance during the last minute of the reading period is subtracted
from the variation of absorbance during the first minute. This difference is divided by the

total absorbance variation.

A
AAlast %
Afirst —=
A
Dispensing Incubation*
of RT -~ 4min 36sec
Sample {
dispensing t . , First reading
0 Dispensing

of R2 Last reading

* Incubation period automatically added before the dispensing of the second reagent.

With: AAy/At= Variation of absorbance over the minute after the first reading.
AA,/At = Variation of absorbance over the minute before the last reading.
AAr = Difference of absorbance between the first reading time absorbance
and the initial absorbance (see “M.IV Variation of absorbance” page 155).
AA, = Difference of absorbance between the last reading time absorbance
and the initial absorbance (see “M.IV Variation of absorbance” page 155).
% maximum deviation = Highest change rate allowed between the first and

last reading periods.

If the time between first and last reading is less than 2 minutes,
the system calculates each 44 on half of the setup time.
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Correct linearity if:

A4, A4y

At At . .
100 % |———| = Yy mayimum deviation

A4, — AAL| T %

If the deviation is higher than the limit defined in the method, an “LIN” flag appears on
the test result, meaning that the reaction exceeds the linearity limit. As a consequence,

the prescription is considered as incomplete.

M.VII. Fixed time kinetic

M.VII.1. Sequence

Dispensing of R1.

Absorbance measurement (reagent blank).

Dispensing of sample.

Absorbance measurement.

Dispensing of R2 4 min 36 s after the dispensing of sample (bi-reagent methods).
First reading time.

Absorbance measurement.

Last reading time.

© ©® N o g b~ 0N =

Absorbance measurement.
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M.VII.2. Calculations

respons®910VET Operator's Manual

A
A
A
Dispensing Incubation®
of R -~ ) 4min 36sec !
Sample ;
dispensing t . . First reading
0 Dispensing

Last reading
of R2

* Incubation period automatically added before the dispensing of the second reagent.

With: AA; = Variation of the absorbance at the first reading time (see “M.IV

Variation of absorbance” page 155).

AA» = Variation of the absorbance at the last reading time (see “M.IV

Variation of absorbance” page 155).

£= Calibration function determined during the calibration process (see “J.111.3

Calibration curve types” page 103).

The result is defined by the following equation: Res = f(AA4, — A4,)

M.VII.3. Verification of the substrate depletion

This verification is the same as the one explained for linear kinetic reactions (see

“M.V1.3 Verification of the substrate depletion” page 161).
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M.VIII. Twin reaction

M.VIII.1. Séquence

Dispensing of R1.

Absorbance measurement (reagent blank).
Dispensing of sample.

First reaction (end point or kinetic).

Absorbance measurements at required reading times.
First intermediate result.

Dispensing of R2.

Second reaction (end point or kinetic)

© ©® N o g b~ 0N =

Absorbance measurements at required reading times.
10. Second intermediate result.
11. Calculation formula involving intermediate results.

12.Final test result.

M.VIII.2. Calculations and verifications

The calculation and the verification of the intermediate results entirely depend on the
type (end point, linear kinetic or fixed time kinetic) that has been setup for the two
related reactions. For more details, refer to “M.V End point method” page 155, “M.VI

Linear kinetic” page 159 and “M.VII Fixed time kinetic” page 163.

With: Res; = Result of the first reaction.

Res>=Result of the second reaction.

The final test result for twin reactions is:  Res = =22 % 1000

=i
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N. Software options
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From “Main screen”’ => “Configuration” => “Options”

w—

Entries

Results

Configuration

w—

respons®910VET Operator's Manual

Method configuration

Control configuration

Calibrator configuration

Solution configuration

Tray configuration

Operators configuration

Options

This screen is made to change the main settings and to customize the

respons®910VET analyzer software. Several tabs allow switching between different

characteristics of the software.

Two buttons are displayed on the function bar:

= “Exit’: Goes back to the main screen.

= “Save changes” Saves the modifications made to the software settings.

168
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N.I. System

From “Main screen” => “Configuration” => “Options” => “System”

A
P

— —

=Administrator> - TOP MENU BAR : OPTIONS -

EIAna[ysEsI Pnnter' Barcode Reader' Bachmpsl LIS | Informat]onl Field Senrir:el Spemes' Appearance & Soundsl Method Orden'ngl

rLanguage ¥ 16/9 ratio screen adaptation
|Eng|ish j ™ Automatic lamp switch on at system start-up
™ Automatic cuvettes scan enabled
v Bubbles Detector enabled
Operator access TimeOut ¥ Foam Detector enabled
|1 0 minutes
System Time
Current time zone |(UTC+D1:D[}) Bruxelles, Copenhague, Madrid, Paris Ll
Current date - [2015-04-30 - Current time : {15:43:19 =
rDate format
1SO Compliant 'I Current Date/Time - 2015-04-30T1543:19
v Use [Time] in Sampling timestamp
Upgrade Diasys database
I EXIT I | SAVE CHANGES

This tab allows changing settings related to the system:

= Choice of the language for the entire software.
= Activation/inactivation of the 16/9 ratio screen adaptation.
= Activation/inactivation of the automatic power on of the lamp at the startup of the

system.

It is not recommended to disable the automatic lamp switching as the system
will not be ready for analysis straight after the start-up. The lamp needs a few

minutes to heat-up.
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= Activation/inactivation of the automatic cuvettes scan prior to the launch of the
work list to find the clean cuvette segments.

= Activation/inactivation of the bubbles and foam detectors.

= Choice of the operator access time-out (time of inactivity before the system logs
the operator out).

= Choice of the current time zone, date and time and of the date format used in the
entire software.

= Upgrade of the database provided by DiaSys GmbH (for operators with
administrator rights only).

To import the most recent DiaSys database, press “Upgrade Diasys database”. The

following screen appears.

) ==
<Administrator> - TOP MENU BAR : Database import -

El

Select an option below...

Import new Diasys methods
using a USB stick

Import Diasys methods
(2011-09-03)

Cnline import Diasys methods

[ Don't import the database. Do a simulation. [
| EXIT | PRINT]
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There are three ways to upgrade the database:

= “Import new Diasys methods using a USB stick”: Imports the new database from a
file stored on a USB stick.

= “Import Diasys methods (YYYY-MM-DD)”: Imports the new database from a file
stored in the software itself. The date of the last software update is displayed.

= “Online import Diasys methods (YYYY-MM-DD)” (greyed if no database is
available online): Imports the new database from a file that is available on internet.
The date of the last software update is displayed.

The right part of the screen lists all the modifications that have been made to update the
database (empty list on the picture). To display it without overwriting the current
database, check the option “Don’t import database. Do a simulation”. If the list seems

correct, uncheck the option and import the new database for real.

There are two buttons on the function bar:

= “Exit’: Goes back to the main screen.

= “Print”: Prints the list of modifications.
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172

N.Il. Analysis

From “Main screen” => “Configuration” => “Options” => “Analysis”

<Administrator> - TOP MENU BAR : OPTIONS -

System | Printer | Barcode Readerl Backups! LIS I Infnrmanon! Field Ser\ncei Sper:\esl Appearance & Sounds! Method Drderingl

¥ \Wait for calibration completion before starting related controls
v Wit for control completion before starting related patient analysis

™ Display age instead of date of birth on patient results

¥ Caontrol results are checked according to Westgard rules
¥ Control Results are checked according to provided drift

¥ Allow replicates for patient tests
WARNING : Reruns & calculated methods will be disabled for tests with replicates

¥ Use additional Control Results diagrams

¥ Use +35/-35 instead of High/Low limits for control result checking
WARNING : This is different from +35D/-35D

¥ Schedule Management activated
Near expiration factor | 50 % of calibration stability

[ Don't check calibration stability status of methods when running control & patient analysis
WARNING : Checking this option will disable internal validations ({results will be flagged CAL_WARN)
I” Don't check control status of methods when running patient analysis
WARNING : Checking this option will disable internal validations (results will be flagged QC_WARN)

™ Allow ReRuns on STATs (this will lead STAT drawer to remain closed until analysis completion)

¥ Special mode for low patient samples volume aspiration.

The 2 pictograms of the mode will be displayed on the main screen.
The liquid sensor is disabled for aspiration in the patient samples,

) only low volumes must be on the rotor. This is for patient samples only. 4
Controls and calibrators aspiration are not modified by this mode. iy

| EXIT I SAVE CHANGES

This tab allows changing settings related to the software behavior during analysis:

= Launching of the controls before getting the related calibration results.

= Launching of the animal analysis before getting the related control results.

= Choice to display the animals’ age or date of birth on results.

= Verification of the control results according to the Westgard rules.

= Verification of the control results according to the provided drift.

= Activation/inactivation of replicates for animal analysis.

= Use of extra control results diagrams.

= Use of different control verifications.

= Activation/inactivation of the schedule management window (see “F.V Schedule

management window” page 51) and definition of the delay after which the
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calibration is considered as nearly expired (in percentage of the whole calibration
stability time).

= Activation/inactivation of the verification of the calibration stability status before
running controls and/or animal prescriptions (“System Validation OFF” will be
displayed on printings in case of activation). Only the calibration stability checking
can be inactivated. The other ones (on-board stability, lot numbers, etc...) cannot.
Moreover, if no calibration data is available at all for a method, the related
prescriptions could not be run.

= Activation/inactivation of the verification of the control status before running animal
prescriptions (“System Validation OFF” will be displayed on printings in case of
activation).

= Activation/inactivation of the reruns for analyses run from a STAT position.

= Activation/inactivation of the “low sample volume” mode used if only a very few

amount of sample is available.

When the “low sample volume” mode is enabled, the system is unable to
detect the liquid level and the probe is going deep into the sample container,

even if this one is full.
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N.IIl. Printer

From “Main screen” => “Configuration” => “Options” => “Printer”

1]
= =5

=Administrator> - TOP MENU BAR : OPTIONS -

System | Analysis

T | Barcode Reader' Backups! LIS I Infnrmatjonl Field Ser\.rir:el Specwes' Appearance & Sounds! Method Orderingl

Select printer to use :

rAutomatic Printing

L PDFE Creator
I Calibration results Microsoft XPS Document Writer
™ Control results IFmprimante d'image PaperPort
ax

™ Patient results Envoyer a OneNote 2010

Brother QL-570
Brother MFC-JB910DW Printer (Copie 1)

Printer Type

™ Dot Matrix Printer

W 1 aroer perpage

Clear print spooler

Clicking on this button cancels all the pending printings

| EXIT l SAVE CHANGES |

This tab allows changing settings related to printers:

= Activation/inactivation of the automatic printing for calibrations, controls and
analysis results.

= Activation/inactivation of a dot matrix printer use.

= |f using a dot matrix printer, selection of the mode (continuous or one order per
page).

= Cancellation of all the pending printings.
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N.IV. Barcode Reader

From “Main screen” => “Configuration” => “Options” => “Barcode Reader’

<Administrator> - TOP MENU BAR : OPTIONS -

Systeml Analysis | Printer FI Bach:ups! LIS I Infnrmatmn! Field Ser\ncei Sper:\esl Appearance & Sounds! Method Drdering|

¥ Enabled for reagents

¥ Enabled for samples
[~ Checksum Digit

[~ Fixed length barcodes - I

Number of scanning passes I3 'I
Estimated scanning time:  1m 00s

e
T Barcode starts vifth

{ [~ Barcoded controls

™ Skip barcodes confirmation screen. (The screen will disappear after a small delay)
Motice that activating this option could cause barcode reading problems if no Checksum digit is available.

| EXIT I SAVE CHANGES

This tab allows changing settings related to the barcode reader:

= Activation/inactivation of the barcode reading for reagents. When enabled, a
reagent tray is automatically generated according to the bottles detected.

= Activation/inactivation of the barcode reading for samples.

= Choice of the number of scanning passes (to make sure that the barcodes have
been correctly identified).

= Activation/inactivation of the checksum digit.

= Activation/inactivation and choice of a fixed length barcode.
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= Activation/inactivation of barcodes on control tubes. When enabled, the checkbox
“barcode starts with” allows choosing which barcode header will be used for
controls (optional).

= Activation/inactivation of the automatic closing (after 12s) of the barcode

confirmation screen before starting a run.

To limit the risk of reading errors, it is recommended to enable at least one of
the two options “checksum digit” or “fixed length barcodes”.

N.V. Backups

From “Main screen” => “Configuration” => “Options” => “Backups”

J e
B

=Administrator> - TOP MENU BAR : OPTIONS -

LIS I Information | Field Senﬂcel Specwes' Appearance & Sounds! Method Ordering |

Database backup frequency |T days (maximum value is 15 days)
Cleanup raw data entries older than |1 4 days (maximum value is 30 days)
Cleanup prescriptions and results older than IGD days (minimum value is 7 days)

Compress database if gain is more than |1 00 Mbytes (maximum value is 1000 Mbytes)
Number of backup files to keep on hard disk |5

| EXIT l SAVE CHANGES |
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This tab allows changing settings related to the database backup management. The
database contains everything that is visible in the software (results, method
configurations, solutions...) except the settings defined in the Configuration/Options

screen.

The database backup (every 7 days on the picture) requires several steps:

= Database cleaning:

- Deletion of the raw data older than “x” days (14 on the picture).

- Deletion of prescriptions and results older than “x” days (60 on the picture). For
the calibration results, the last one is always kept in the database, even if it is
older than the specified value.

- Deletion of the expired reagent bottles (automatically the same value as for the
raw data).

= Database compression: only if it allows a gain of at least “x” Mbytes (100 on the
picture). The purpose of this step is to shrink the database size on the hard disk.

= Database backup: the whole database is copied on the hard disk without
exceeding “x” backup files (5 on the picture). The oldest backups are deleted.

= Database archiving: the database can be saved on an external media device

(during the next startup of the software).
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N.VI. LIS

From “Main screen” => “Configuration” => “Options” => “LIS”

=Administrator> - TOP MENU BAR : OPTIONS -

System' Anarysisl Pr|nter! Barcode Reader' Backups LS Infnrmatjonl Field Ser\.rir:el Specwes' Appearance & Sounds! Method Orderingl

~Protocol ~Protocol Settings
Instrument identifier A RG10
LIS identifier SIL_R910
Default Frame Size 230
Allow Z Frame true
Control Hame is in frame 8.1.6 true
Contfrol Lotis in frame 9.4.4.2 true
Loguacious Protocol ( closer to ASTM than I1SO 18812} |true
Unknow Sex Code ('I' or 'u' ) I

~Physical layer
RS-232 || TCPIP

~Common settings

Debug Made false _‘_| &
2;{;‘:225 112?_0_0_1 Allow partial analysis false
Urine Code U
. Blood Code B
Port : l1111
Plasma Code P
~This PC is CSF Code L2
: Whale Blood Code w
» i~ ‘
‘ G Z g System Automatically Queries Host for Worklist true
System Automatically Sends Results true
Use UTFB Encoding for non ANSI characters false
BIDIR local testing true
TimeDut for ACK (s) 15
TimeOut for Frame (s) 35 ke
| EXIT I SAVE CHANGES |

This tab allows changing settings related to the bidirectional interface (see part “R.IV.1
BIDIR Settings main screen” page 217 for further details). The respons®910VET
analyzer can be connected to a LIS (Laboratory Information System), thus the type of

protocol to use can be selected.
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N.VIIL. Information

From “Main screen” => “Configuration” => “Options” => “Information”

LN

| e,
SebERiine - TOP MENU BAR : OPTIONS - | S

System' Anarysisl Pnnte!' Barcode Reader' Baclmps! Lis | Field Senn'cel Specres' Appearance & Sounds! Method Orden’ngl

\Versions rUsage counters

Method | Usagel

Module | Firmware | CK-NAC (029} &0
Hydro H221013H CHE (R806) 56
Arm S5160610M Crea PAP (R807) 50
Rotor S160610M Natrium 4 (R809) 49
Syringe S160610M RF2 (R816) 49
Colo CO070808D Natrium 2 (R812) 44
Chlorid 1 (R808) 41

RF (R811) 33

PAMY (R815) 27

CHOL (R024) 19

e UREA (054) 14
~Restrictions ALT (010) 14
5 Specific methods DBIL (R018) 14

CaP (R804) 10

AF (RO14) 9

FE (R042) 5

Ritis (R817) 5

CREA Jaffe (R032) 4

Natrium 1 (R810) 3

GGT (R034) 2

CHEtzt (Rtzt) 1

I EXIT I SAVE CHANGES

This tab displays miscellaneous information:

= Analyzer serial number.
=  Firmware version for the different modules.

= Number of specific methods (non DiaSys methods) allowed.

When purchasing the analyzer, the restriction is five. Contact your local

representative if you need more specific methods.

=  Number of tests performed for each method.
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N.VIII. Field Service

From “Main screen” => “Configuration” => “Options” => “Field Service”

= =
<Administrator= - TOP MENU BAR : OPTIONS -

System Analysws' Pr|nter| Barcode Reader| Backups' LIS | Information

el Spemes' Appearance & Soundsl Method Order|ng|

Remote Assistance |

Prepare Logs |

Enter code |

| EXIT | SAVE CHANGES

This tab is intended to be used upon request of a maintenance team member only. The
log preparation and the remote assistance are protected by a specific password. The
code that can be entered is used to specify the number of specific methods allowed.

This can only be done by a distributor.
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N.IX. Species

From “Main screen” => “Configuration” => “Options” => “Species”

= =
<Administrator= - TOP MENU BAR : OPTIONS -

Appearance & Soundsl Method Order|ng|

System' Analysws' Pr|nter| Barcode Reader| Backups' LIS | \nformat\onl Field Service

List of Species | Hostcode | Name
Cat Male CTM
Cat Female CTF [Dog Female Adld
DogFem: DOF [ o |
Dog Female DGF Hostcode
Fio 2ep IpeF bkt |
Fish ESH
Gorilla Male GM
| EXIT | SAVE CHANGES

This tab allows the management of the species and of their related host code used for

the animal prescriptions. The host code is the identifier of the species for the host

interface. lts definition is recommended if the bidirectional interface is set. Three buttons

can be used:

= “Add”: Adds a new species to the list. A name and its host code must be entered in

the field on the left before clicking on this button.
= “Delete”: Deletes the selected species.
= “Change”: Allows changing the name or the host code of the selected species.
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N.X. Appearance & sounds

From “Main screen” => “Configuration” => “Options” => “Appearance & sounds”

= o o~ |
= e

=Administrator> - TOP MENU BAR : OPTIONS -

System | Analysis | Printer | Barcode Reader | Backups| LIS | Information | Field Service | Species | Appearance & Sounds | Method Ordering |

Click to select the background color of the Main Screen

[T
WO |
HOE |
iy 1]

Click on the square buttons to select sound fone

| ¥ Enable on errors N | I Enable on warnings N | ¥ Enable on error boxes
| _] = 1= N (= H (N
] ] 0 (5 | ] 9 T
1 _] of e e i ]y I
I 5 =) B = m
Flay | Elgy: Play

This tab allows changing settings related to the background of the main screen and the

sounds:

= Selection of the background color of the main screen.
= Activation/inactivation of sounds on errors, warnings and error boxes.

= Personalization of the sounds played on errors, warnings and error boxes.
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N.XI. Method ordering

From “Main screen” => “Configuration” => “Options” => “Method ordering’

1]

|
<Administrator> - TOP MENU BAR : OPTIONS - |

System | Analysis | Printer | Barcode Reader | Backups| LIS | Information | Field Service | Species | Appearance & Sounds Method Ordering |
Name :

Sorting tray| j New | Delete |
Drag & Drop to reorder methods in the wanted order

Method |Type = I 117 111 T a
& a & &
AST + php

CaP ALB ALT ALT + pbp AMY AP Ritis
CaP2TZT

CaP3TIT

CHE

CHEtzt

Chilarid 1

CHOL

CK-MB

CK-NAC

CREA Jaffe

Crea PAP

CRP

DBIL

FE

T =

o> |
<

Entry screens I<Nphabetical Order= j Resulis |<Alphabetical Order= j

~Diefault ordering

J EXIT | | SAVE CHANGES |

This tab allows creating lists according to which the methods can be sorted in entry and
result screens. The icon displayed for each method depends on the type of method

(mono-reagent, bi-reagent or calculated).
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O. Maintenance
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O.l. Maintenance notebook

From “Top menu bar’ => “Maintenance” => “Maintenance notebook”

Work List Entries Results Configuration Maintenance Help Quit
- Maintenance
notebook

Turn lamp off

Photometer
adjustment

Probe exchange

Cleaning
Priming &
purging
Title Operator
Maintenance operations performed Administrator ?rggig;-uau ﬁ
Reagents to replace by next month Administrator _2#;5;2;—030
Maintenance operations performed : (4dmini )
Lamp exchange.
Photometer adjustment.
Probe adjustment.
Decontamination.
| BACK | DELETE NEW

This tool allows any operator with appropriate rights to record a short message in a
dedicated notebook.
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There are three buttons on the function bar:

= “Back”: Goes back to the main screen.

= “Delete”: Deletes the selected note.

= “New’: Allows the creation of a new note. When clicking on this button, the screen
switches to the edition mode. Only two buttons are then displayed: “Cancel”’ to go

back to the main screen without adding anything and “Save” to save the note.

O.ll. Maintenance calendar

Rigorously following this table reduces the risk of contamination and

increases the lifetime of the respons®910VET analyzer.

FREQUENCE INTERVENTION CHAPTER
1. Install new cuvettes. -
DAILY

2. Check level in the water tank and drain. -
1. Quick probe cleaning at the end of the day (with cleaner B). O.llIL.3.h

End of Day
2. Remove used cuvettes. -
1. Complete probe cleaning with cleaner B and alcohol. O.llIL.3.h
2. Clean the water tank. O.llL.3.g

WEEKLY
3. Wipe the surfaces. O.lIL3.b
4. Change or clean diluent and cleaner bottles. O.lll.3.c
1. Decontaminate hydraulic circuit. O.llIL.3.h

MONTHLY 2. Decontaminate the wash station. O.lIIL.3.f
3. Clean removable tray. O.llL.3.d
1. Check lamp emission level. O.lll.1.b

BIMONTHLY
2. Replace lamp if necessary. O.lll.1.c
1. Purge bubbles if the analyzer has been inactive for a long time. O.lll.4
2. Replace probe if it seems bent, scratched or if droplets are O.lll.2.a
projected.
OCCASIONALLY |4. Change or clean diluent and cleaner bottles. O.llL.3.c

3. Perform probe cleaning if system stops by error. O.llIL.3.h
4. Replace power switch fuses. O.ll.5
5. Clean cuvette holders. O.lll.3.e
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O.lll. Maintenance procedures

O.lll.1. Lamp maintenance

O.lll.1.a. Lamp turning off

From “Top menu bar” => “Maintenance” => “Turn lamp off’

Work List Entries Results Configuration Maintenance Help Quit

Maintenance

notebook

- Turn lamp off

Photometer

adjustment

Probe exchange

Cleaning

Priming &
purging

This function switches the lamp off to allow its replacement. “Turn lamp off” is then

replaced by “Turn lamp on” to allow switching the lamp on again.

From “Top menu bar” => “Maintenance” => “Turn lamp on”

Work List Entries Results Configuration Maintenance Help Quit

Maintenance

notebook

- Turn lamp on

Photometer

adjustment

Probe exchange

Cleaning

Priming &
purging
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Before any maintenance on the lamp, switch the analyzer off and

wait for at least 30 minutes in order to allow the lamp to cool down.

O.1l1.1.b. Checking of the lamp intensity

From “Top menu bar” => “Maintenance” => “Photometer adjustment”

Work List Entries Results Configuration Maintenance Help Quit

Maintenance

notebook

Turn lamp off

l Photometer

adjustment

Probe exchange

Cleaning

Priming &
purging

|1

340nm 380nm 405nm 450nm 480nm 508nm 546nm 570nm GOOnm GGOnm ?OOnm BOOnm
58 64 59 &1 &1 54

Amglifier 29 10
Lamp is heating. Please wait... 6%
01:57

| EXIT |
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190

This tool allows a recalibration of the photometer. Prior to the adjustment, all the cuvette
segments must be removed.

The vertical colored bars display the output level for each channel of the photometer.
The number below is the gain level for each of them. After the heating time, when the
lamp temperature is stabilized, the bars are green if the adjustment is good. If they are
not, an adjustment must be done by clicking on “Adjust” (the button is greyed until the

end of the heating) to maintain an optimal gain on every channel of the photometer.

Once the photometer has been adjusted, all channels must be green. In case of

adjustment error, the lamp shall be replaced.

O.lll.1.c. Lamp exchange

To replace the lamp:

1. Switch the analyzer off and wait at least 30
minutes to allow the lamp to cool down.

2. Unscrew the opening on the right of the

analyzer with a flat screwdriver.

3. Unscrew the electrical connections and the
lamp with a cross-shaped screwdriver.

4. Remove the lamp by pulling the wire.

5. Hold the new lamp by the wires and insert it

(only one valid position).
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6. Screw the lamp, the electrical connections and the opening.

7. Turn the light on and wait for two hours (stabilization time).

O.lll.2. Probe maintenance

From “Top menu bar” => “Maintenance” => “Probe exchange”

version 4-rev B

Work List Entries Results Configuration

Maintenance

Help

Quit

Maintenance

notebook

Turn lamp off

Photometer

adjustment

Probe exchange

Cleaning

Priming &
purging

Probe length adjustment | '
Wash Station Positioning '

I ‘ ' ]

s

Replace Probe

-Measured probe straigthness

<~ Detected tip pOSffI@#___

Adjust Probe

| EXIT I
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This tool is used for probe exchange and adjustment.

O.lll.2.a. Probe exchange

A If a probe is damaged, do not try to re-use it. Use a new one.

Click on “Replace Probe” to home the robotic arm.
Completely unscrew the probe and remove it.
Completely screw the new probe.

Click on “Adjust Probe”.

N =

O.1ll.2.b. Probe adjustment

Click on “Adjust probe” to start the adjustment. Once it is done, the boxes next to
“Probe length adjustment” and “Wash station positioning” are shown in green. The
position of the probe above one of the three holes of the wash station appears on a
picture and must be checked (at this stage, the dome is unlocked to allow it). The red
arrow gives information about the quality of the probe detection which is more reliable
when the arrow gets closer to the green middle part. On the top right of the screen, a
scheme shows the estimated probe tip position. The blue cross in the middle of the
triangle means that the probe is straight. If the probe looks bent or if it is not well
positioned above one of the holes in a way that would allow it to enter the hole, then it

must be replaced.

O.111.3. Cleaning

O.lll.3.a. Cleaning agents

The recommended surface cleaning solutions are water and isopropy! alcohol.
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O.111.3.b. Cleaning of the surfaces

The cuvette cover should remain closed during cleaning. Use water, wipe and dry all

surfaces.

Never clean the dome with dry material. Use a wet soft sponge, cloth or wash-
leather and light duty-detergent.

O.111.3.c. Cleaning of the bottles

For diluents and cleaners only. Reagent bottles must not be refilled.

Rinse the bottles with de-ionized or distilled water and dry them.

O.111.3.d. Cleaning of the removable tray

The tray can be cleaned in a dishwasher with regular detergent. All adaptors must be

removed before cleaning.

O.1l1.3.e. Cleaning of the cuvette holders
In case of cuvette holder contamination, use a vacuum cleaner to remove any fiber or

dust. Do not use water.

Manually rotate the tray, remove the cuvettes and aspirate the dust from the sockets.

O.111.3.f. Cleaning of the wash station

Pour some 10% sodium hypochlorite solution in the three cavities, rinse the wash

station seven times and perform a probe cleaning.

DiaSys Diagnostic Systems® June 2015 193



version 4-rev B respons®310VET Operator's Manual

194

It is strongly recommended to measure the pH of the liquid system
A before and after the cleaning procedure to ensure that the rinsing
removed all traces of sodium hypochlorite. This measurement can be done
during the priming procedure (see “O.l11.4 Priming and purging” page 197).

O.111.3.g. Cleaning of the water tank

Wash the water tank in a dish washer then rinse it several times with distilled water and

dry it before filling it again.

To remove the water tank, pull it out of
the analyzer as to fill it then press the
button on the right hand side (as shown

on the picture).
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O.111.3.h. Probe cleaning and decontamination of the hydraulic circuit

From “Top menu bar” => “Maintenance” => “Cleaning”

version 4-rev B

Work List

Entries

Results

Configuration

Maintenance

Help

Quit

Maintenance

notebook

Turn lamp off

Photometer

adjustment

Probe exchange

Cleaning

Priming &
purging

Clean Probe

Decontamination

| EXIT |

This tool is used to clean the probe and decontaminate the hydraulic circuit.
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Place a bottle filled with a cleaner (e.g. cleaner B provided by DiaSys Diagnostics
Systems GmbH) on the first position of the reagent tray and click on “Clean Probe” to
perform a quick probe cleaning. The software is then providing full guidance all along

this process.

For a complete procedure, wash the lower 3 cm of the probe external surface with

alcohol. Special precautions must be taken:

= Wear protection gloves to avoid any injury.
= Do not bend the probe.

= Do not leave fibers or dust on the probe extremity.

To perform a decontamination of the hydraulic circuit, follow the steps below:

Prepare about 1L of 10% sodium hypochlorite solution.

Empty the water tank and fill it with the sodium hypochlorite solution.
Click on “Decontamination” and wait until the water tank is empty.
Thoroughly rinse the water tank.

Completely fill the water tank with distilled water.

Repeat the decontamination process.

N o o s~ e Ddh -

Run a priming process.

@ Always use de-ionized or distilled water.

On the function bar, the button “Exit” goes back to the main screen.
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O.lll.4. Priming and purging

From “Top menu bar” => “Maintenance” => “Priming & purging”

Work List Entries Results Configuration Maintenance Help Quit

Maintenance

notebook

Turn lamp off

Photometer

adjustment

Probe exchange

Cleaning

l Priming &

purging

Prime

Purge bubbles

| EXIT |

This tool is used to purge the bubbles that may appear within the tubing and to fill the

hydraulic system with fresh distilled water.
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Click on “Purge bubbles” to remove unexpected bubbles that were detected by the
system and that can disturb the measurements. The software is then providing full

guidance all along this process.

Place a bottle filled with deionized water on the first position of the reagent tray and
click on “Prime”. The analyzer then pumps water from this bottle to fill the hydraulics.

The software is providing full guidance throughout this process.

O.l11.5. Power switch fuse replacement

1. Disconnect the power cable from the analyzer.
2. Remove the fuse box located just above the power plug by pulling the plug on its

low border.

3. Replace the fuses (SPT 5AT 5x20 fuses).
4. Put the fuse box back into its location.

5. Reconnect the power cable to the analyzer.
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P. Troubleshooting
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Most of the following problems can create erroneous results. This list
should be checked in case of any doubt concerning the results.

Problem Corrective action

No connection between PC and|Switch the analyzer off and then on again. Check the USB cable.

analyzer Exit and re-launch the software.

. During analysis check whether “abnormal noise” occurs. In such
Motor problem on rotor, arm or syringe . .
case, contact your local DiaSys representative.

Remove the probe. Insert a fine nylon wire (& 0.5 mm max.) in
the large hole of the probe and push it until it goes through the
Clogged probe . .
small hole. Remove it and put the probe back on the robotic arm.

If the probe is frequently clogged you may have to replace it.

Wrong probe adjustment Use the “Probe adjustment” tool to check and adjust the probe.

Check that the tray is perfectly flat and can be inserted and
. removed without excessive backlash. Use the “Probe
Wrong rotor adjustment ) o ) .
adjustment” tool as this will also adjust the functional parameters

of the rotor.

Contaminated water Refer to chapter “O Maintenance” page 185.

) Use the “Photometer adjustment” tool (“O.III.1.b Checking of the
Wrong photometer adjustment ) . )
lamp intensity” page 189) to check and adjust the photometer.

Contaminated waste tubing or probe Refer to chapter “O Maintenance” page 185.

Contaminated wash station Refer to chapter “O Maintenance” page 185.
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Q. Messages and analytical flags
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Q.l. Messages when starting the work list

“ID” is the number displayed on the screen next to the message.

“---" replaces variable data.

ID Error message Meaning
Sample --- is not located at position ---. )
According to the barcodes, some bottles or samples
2020 Sample --- at position --- is not detected |are not at the correct position on the tray. Check the
as the correct type of container. positions and the type of sample tubes and reagent
containers.
Bottle --- (---) is not found. !
The communication between the PC and the analyzer
The analyzer is not correctly connected | ) )
. is not working. Try to switch the analyzer off then on
2082 |to the PC or is not powered on. ) .
) again, check the USB cable, exit and restart the
Check the status and try again...
software.
) ) Switch the analyzer on or restart the whole system
2083 | The analyzer is busy or switched off.
(analyzer and PC).
) . . Run the purge bubbles maintenance tool prior to start
Air detected in hydraulic system. ) o ]
2084 ) the analysis (see “O.11l.4 Priming and purging” page
Purge is needed.
197).
Not enough valid cuvettes detected. ,
More cuvettes than detected are required to process
--- valid cuvettes are needed.
2085 the current work list. Please set new cuvettes in the
Please add new segments or replace the )
rotor.
used segments by clean ones.
Communication was lost: check that the cable still
2091 | Communication problem )
connects the instrument to the PC.
The communication between the PC and the analyzer
is not functioning. Try to switch the analyzer off then
2092 | Error: Problem with the communication. ) )
on again, check the USB cable, exit and restart the
software.
) . Some important settings are invalid. Please contact
2093 | Error: Problem with the settings. )
your local representative.
The dome is not closed or a hardware error occurred.
2094 | Error: Dome not locked.

In the latter case, contact your local representative.
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ID Error message Meaning
Error during the initialization of the mechanics. Start
Error: Problem with the robot
2095 again and give this information to your local
initialization. )
representative.
Problem with the level or the stability of the lamp. Run
the photometer adjustment tool (see “O.lll.1.b
2096 | Error: Problem with the lamp testing. Checking of the lamp intensity” page 189) to check the
lamp signal. If needed, replace the lamp (see “O.1ll.1.c
Lamp exchange” page 190).
) . ) Fill the water tank, run the purge bubbles maintenance
Error while purging tubing. o ]
2097 tool (see “O.1Il.4 Priming and purging” page 197) then
Water Tank may be empty. .
start again.
2099 Liquid Level Detector: Noise on readings | The LLD readings are not stable. The arm cover may
>4 in air (missing arm cover?). be missing.
Liquid Level Detector: all readings >240 o
2100 o The probe may be missing.
(probe missing?).
2101 Liquid Level Detector: all readings = 0 in| May be due to a hardware failure. Contact your local
air (hardware problem?). representative.
Lamp: the maximum amplification 255 is | Adjust the photometer (see “O.llIl.1.b Checking of the
2102 |reached. lamp intensity” page 189) or replace the lamp (see
The lamp must be replaced. “O.IIl.1.c Lamp exchange” page 190).
The analyzer cannot accurately regulate the
) temperature of the reactions. Switch the instrument off
2103 | Error: Problem with the temperature. . )
for 2 minutes then start again. Contact your local
representative.
2104 | Water tank not connected. The water tank is not or badly installed.
) A minimum amount of water is necessary to start
2105 | Not enough water in tank. . .
working. Fill the water tank.
The analyzer syringe module is not working properly,
2106 Mechanical problem: step-loss on the|or the probe is obstructed. Try to replace the probe
syringe module. (see “O.lll.2.a Probe exchange” page 192) and start
again. Contact your local representative.
2107 Mechanical problem: step-loss on the|The analyzer robotic arm is not working properly.
arm module. Contact your local representative.

DiaSys Diagnostic Systems® June 2015

203




version 4-rev B

204

respons®910VET Operator's Manual

ID Error message Meaning
L . |Inspect the given position, replace the cuvette
Incorrect reading in cuvettes. (Mainly . .
segment and start again. If the problem is not on the
cuvette ---). . N
2108 given position or cuvette, proceed to a photometer
Please check cuvettes and the| .
) adjustment (see “O.lll.1.b Checking of the lamp
photometer adjustment. . .
intensity” page 189).
2110 | Stagnant waste in wash station. The waste tubing may be obstructed.
The tray is not positioned correctly. )
2112 . See “E.VI.1 Tray handling” page 33.
Please check the locking.
New cuvettes may not be read correctly. Used
cuvettes are set instead of new ones, cuvettes are not
Some cuvettes do not seem to have | properly set in the holder or there is a foreign material
2113 | been replaced. in one of the holders. Inspect the cuvette holder,
Replace them all and try again. replace the cuvette segment(s) or proceed to a
photometer adjustment (see “O.lll.1.b Checking of the
lamp intensity” page 189).
The communication with the laboratory information
management system (LIMS or HOST or LIS) is not
2114 | Unable to connect to LIS. established. This can be due to a disconnected wire, a
network failure in the lab or a configuration mismatch.
Contact your local representative.
Some needed cleaners are not available
on the current tray. One or more cleaning solutions are missing on the
2115 |Please correct this before starting an|tray. Add the requested solutions on the tray then start
analysis. again.
List of missing cleaners: --
The photometer does not measure stable values.
i ) Check that there is no used cuvette in the mentioned
Unstable optical reading through the N .
" position, run the photometer adjustment tool (see
cuvette —-.
2119 . . |“O.11.1.b Checking of the lamp intensity” page 189) or
[noise = ---] (ensure that the cuvette is
) replace the lamp (see “O.lll.1.c Lamp exchange” page
new or that the holder is empty). )
190). If the lamp has been replaced, it needs about 2h
to heat.
2128 Position --- is not empty on the tray. Remove the sample or the reagent bottle from the
Please free this position. mentioned position.
2140 Liquid Level Detector: Some readings =|May be due to a hardware failure. Contact your local

0 in air (hardware problem?).

representative.
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ID Error message Meaning

2141 Liquid Level Detector: Peak values >240| The LLD readings are not stable. The arm cover may
in air (missing arm cover?). be missing.

Check that there is no used cuvette in the mentioned
Can't get optical reading higher than

5000 through the cuvette ---. . ) )
2142 ) “O.II1.1.b Checking of the lamp intensity” page 189) or
(Ensure that the cuvette is new or that

position, run the photometer adjustment tool (see

replace the lamp (see “O.llIl.1.c Lamp exchange” page

the holder is empty). 190)

2143 Liquid Level Detector: value in air is too|Bad LLD values. No pipetting can take place. Flag on
low. results.

Q.Il. Messages during analysis run

“ID” is the number displayed on the screen along the message in the message list (see
“F.IV Message bar” page 50).

“---" replaces variable data.

ID Error message Meaning
The sample --- position --- can’t be run )

1 ) No reagent on the tray for the required sample.
on this tray.

2 | CarryOver due to lack of ---. Lack of cleaner. Flag on results.

) ) Other softwares have probably been launched. Only the
Too CPU intensive softwares are
3 . . respons®910VET analyzer software can be used on the
currently running on this computer. .
analyzer PC. Inform your local representative.

The liquid level detector did not detect anything in the
4 |Lack of reagent position ---.
reagent bottle. Flag on results.

. N The liquid level detector did not detect anything in the
5 |Lack of diluent position ---. )
diluent bottle. Flag on results.

» The liquid level detector did not detect anything in the
7 | Lack of sample position ---.
sample tube. Flag on results.

Not enough cuvettes available for a re-|Not enough clean cuvettes available to perform a

run. required re-run. Flag on results.

) The system could not avoid two consecutive tests with
9 |Unavoidable carryover (--- -> ---, ---). ] o
the first one contaminating the second. Flag on results.
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ID Error message Meaning
The probe was blocked while going down to the reagent
You may have forgotten a bottle cap on . o
12 y bottle. This bottle is ignored for the rest of the run. Flag
the reagent position ---.
on results.
The probe was blocked while going down to the sample
You may have forgotten to remove tube o
13 » tube. The sample is ignored for the rest of the run. Flag
cap on sample position ---.
on results.
The probe was blocked while going down to a sample
You may have forgotten to remove tube N )
14 . tube on a STAT position. This sample cannot be
cap on sample position STAT ---.
analyzed. Flag on results.
Air has been detected in the hydraulic circuit. Run the
15 |Bubbles detected. Check Water Tank. |purge bubbles maintenance tool (see “O.lIl.4 Priming
and purging” page 197). Flag on results.
Liquid level in the cuvette is lower/higher than expected
17 |Foam/Clot detected. after the dispensing. Ensure the cuvettes are clean and
that there is no foam on the reagent. Flag on results.
o A liquid detection occurred after a reagent pipetting. If
Reagent pipetting problem . .
18 the problem persists, contact your local representative.
(Foam/Clot?)
Flag on results.
A liquid detection occurred after a sample pipetting. If
19 | Sample pipetting problem (Foam/Clot?) |the problem persists, contact your local representative.
Flag on results.
A liquid detection was missing during a reagent
20 | Pickup error of reagent position ---. pipetting. If the problem persists, contact your local
representative. Flag on results.
A liquid detection was missing during a sample
21 |Pickup error of sample position ---. pipetting. If the problem persists, contact your local
representative. Flag on results.
) N A liquid detection was missing during a sample pipetting
Pickup error of sample position STAT N .
22 on a STAT position. If the problem persists, contact
your local representative. Flag on results.
) The analyzer measured some light where dark is
WARNING: detection of dust between .
23 expected. This could be some dust on the cuvette

cuvette position --- and ---.

holders. Inspect the given positions after the run.
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ID Error message Meaning
.. |A hardware failure is avoiding potential bubble
Bubbles detector out of order. Disabling . o
24 detection. The detection is disabled. No flag but not the
bubbles detection. . - )
optimal conditions for the analysis.
The reference changed during the analysis. Flag on
25 |Reference water cuvette not stable.
results.
Issue with a reagent bottle during the run. An analysis
26 |Unable to detect correct bottle: ---.
was cancelled.
- Target tray temperature was not reached. Wait a few
27 | Tray temperature not stabilized. )
more minutes. Flag on results.
. ) Too much time was elapsed since requesting Remote
Remote Assistance disconnected due .
29 Assistance and no connection was made. Remote
to inactivity. . ) )
Assistance is cancelled. Try again.
) ) ) The system is unable to flush bubbles. Run the purge
Failure in bubbles flushing. Proceed to ) o
30 bubbles maintenance tool (see “O.lll.4 Priming and
bubbles purge. )
purging” page 197).
N The liquid level detector did not detect anything in the
31 |Lack of cleaner position ---.
cleaner bottle. Flag on results.
A liquid detection was missing during a reagent
32 | Pickup error of reagent position ---. pipetting. If the problem persists, contact your local
representative. Flag on results.
1002 | One or more analysis were cancelled. |At least one analysis has been aborted.
1003 The STAT drawer is not closed|Close the drawer immediately so the analyzer can
properly. process the STAT samples.
1004 No Answer From Host For Barcode ---,| The host has no prescription for the required sample.
Position ---. The analyzer will not process it.
1005 Cancelling jobs... Awaiting The analyzer stopped the dispensing and is completing
completion... the photometry on the started analysis.
1006 Liquid level detector: value in air is too| The LLD calibration failed because of a low signal in air.
low. The current pipetting is cancelled. Flag on results.
1008 | Awaiting completion... An error occurred and led to analysis cancellation.
1010 calibration failed. Related analysis|A calibration failed. All the analyses of the current run
cancelled. using this method are cancelled.
1011 --- control failed. Related analysis|A control failed. All the analyses of the current run using
cancelled. this method are cancelled.
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ID Error message Meaning
1012 Method wavelengths are not coherent.| The method wavelengths are not consistent with the
Please check method configuration. photometer. Contact your local representative.
) Some results are missing due to a lack of cuvettes. Can
Some analysis were cancelled due to ) ,
1014 happen when some results require reruns or if STAT
lack of cuvettes. . .
analysis were added during the run.
Some analysis were cancelled due to .
1015 Some orders were skipped due to carry-over rules.
carry-over.
1016 Some analysis were cancelled due to| Some STAT orders were skipped due to a STAT drawer
STAT problem. not closed.
. . .| The photometer does not measure stable values. This
Light problem: total dark reading during ) ) . ]
1017 can occur with a new lamp during the first hours or with
photometry. )
one which must be replaced.
) There is a photometer problem or dirty cuvettes are on
1018 | Reference water cuvette parasite.
the tray.
) ) o The syringe module is not working properly but the
Detection of a mechanical limitation of )
1019 . analyzer can stil work. Contact your local
the piston. .
representative.
i i o The robotic arm is not working optimally but the
Detection of a mechanical limitation of )
1020 analyzer can still work. Contact your local
the arm.
representative.
1022 Liquid Level Detector: Noise on|The LLD readings are not stable. The arm cover may
readings >4 in air (missing arm cover?). | be missing.
Liquid Level Detector: peak value 255 .
1023 | . Bad LLD signal. Flag on results.
in air.
No cleaner could be use after a sample hemolysis.
The probe hasn't been cleaned. Use o
1024 There could be a contamination. Clean the probe before
the maintenance tool. )
starting working again.
1025 Something has changed, check the|The calibration status of one or several reagents has

schedule management.

changed. Check the schedule management window.
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Q.Ill. Messages related to calibrations

“ID” is the number displayed on the screen and/or on printings.

ID Error message Meaning

90001 | At least 2 calibrations points are
90004 | Similar

Gauss pivot resolution not possible or Gauss pivot used

for the polynomials. Try another model or a higher

90005 degree.

Calibration calculation error
90006

The model is not monotonous. Increase the drift limit to
At least 2 absorbances lead to the| . )
90007 ) fit a less precise but more simply model or use a
same concentration
different model.

The model returns a negative concentration for one of
90008 | Negative concentration the absorbances. Bad fitting with this type of curve,

use a different one.

The model returns NaN or infinite. It is not possible to
90009 | Infinite concentration use this curve with these calibration points, use a

different calibration curve.

Polynomial of 1/X does not handle 0 as definition for
90010 | 1/X model: concentration is zero concentration. Do not use polynomial of 1/X when a

concentration is 0.

The model is not applicable due to a lack of defined

90011
o ) calibration points. Polynomial degree N requires at least
Not enough calibration points ) ) )
N+1 points, log4p requires at least 4 points and log5p
90012 : .
requires at least 5 points.
Polynomial of 1/X does not handle 0 as definition for
90013 | 1/X model: concentration is zero concentration. Do not use polynomial of 1/X when a
concentration is 0.
Polynomial of 1/X does not handle 0 as definition for
90014 | 1/X model: absorbance is zero absorbance. Do not use polynomial of 1/X when an

absorbance is 0.

The model does not fit the requested drift%. Increase

90015 | Standard deviation higher than limit S
the drift limit %.
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ID Error message

Meaning

90016 | Invalid curve

Impossible to determine a curve: either the requested
type of curve is wrong or the fitting is not as requested.

Increase the drift limit % or change the type of curve.

2 calibration points with the same
90017
absorbance

2 calibration points have the same absorbance. During
a run, perform a rerun. During a manual calibration,

change the absorbance.

90018 | Regression calculation error

The drift is not calculable. Mathematical error that
should not happen in the field of biochemistry. Report
the calibration values and configuration to your local

representative.

90019 | No model available

The model cannot fit the given calibration points for one
of these 2 reasons: a log4p or log5p curve cannot be
calculated or there is an inconsistency between the
number of given calibration points and the type of curve.
Report the calibration values and configuration to your

local representative.

The difference between the two
90022
absorbances is too high.

The 2 replicates of the calibration points are different
and this difference is higher than the maximum delta

absorbance allowed.

Q.IV. Messages on an idle analyzer

“ID” is the number displayed on the screen along the message in the message list (see

“F.IV Message bar” page 50).

ID Error message

Meaning

1000 To preserve reagents & calibrators,
return them to the fridge.

Appears after one hour of inactivity to remind that it is

better to store the reagents in the fridge.

1001 Air detected in hydraulic system. Purge
is needed.

Air detected in the tubing. Run the purge bubbles
maintenance tool (see “O.lll.4 Priming and purging”

page 197).
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Q.V. System crash error messages

In case of system error message having a code between 50000 and 89999, contact

your local representative.

Q.VI. Analytical flags

FLAG MEANING RELATED
PARAMETERS
@D_LLD"
@R_LLDM Discontinuity of the liquid level sensing during pipetting. n/a
@S_LLDM
@R_CRASH® | Attempt to probe in a closed reagent container. n/a
@S_CRASH®" | Attempt to pipette in a closed sample tube or cup. n/a
#PD A rerun occurred, the sample was diluted. n/a
#VD A rerun occurred, the sample volume was decreased. n/a
#VI A rerun occurred, the sample volume was increased. n/a
2?2?10 A problem occurred while converting the absorbance into a| Calibration points,
??? 20 concentration or an absorbance could not be measured. calibration curve
ABSLIM"®@ Substrate depletion. Limit of absorbance

BUB Detection of air bubbles in the circuit, or the dispensing of a /
n/a
component was replaced by a bubble purging process.

Calculation of a calculated method impossible due to a
CALC1(™) ) n/a
dependent method failure.

CALC2(" The calculation of a calculated method generated an error. n/a

CALCULATED | Calculated method. n/a

CANGEL( The process was interrupted and one of the components was a
not dispensed.

CARRYOVER | Detection of potential cross-contamination with reagents. n/a
CLOT Detection of potential clot in sample. n/a
Cuvix A re-run was needed but no available cuvette was found. n/a
cuv* Not enough cuvettes available to run the analysis. n/a
DIL*™ The diluent bottle was empty (or missing). n/a

EDIT The result was manually edited. n/a
EP End point is not stable. Stability limit

Control or calibration
FAIL Calibration and/or control validation has failed.

settings
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RELATED
FLAG MEANING
PARAMETERS
FOAM Detection of potential foam in reagent. n/a
H Result higher than the normal range. Normal range, age
L Result lower than the normal range. and species.

LAMP Anomaly of the light source detected in the water reference )
n/a
cuvette (empty cuvettes and/or air) during the cuvette scan.

LIN The linearity test for linear kinetics failed. Linearity limit.

The liquid level sensor detected a poor signal. Pipetting and
LLDCAL™ . ) ) n/a
dispensing are interrupted.

NEG® The calculation of the result gives a negative value. Calibration settings
NEWCAL The result has been recalculated. n/a
NOCAL®™ The method is not calibrated. Calibration settings

OK No analytical error. n/a
P*"@ Pro-zone. Pro-zone limit
QC_CANCEL™ |The test was skipped because of a failed control. Control parameters
R1( Instability of the reagent blank. First reagent
absorbance tolerance
R1*(™M The first reagent container was empty (or missing). n/a
R2*(M The second reagent container was empty (or missing). n/a

R211) The second reagent aspiration could not take place because /
! n/a
of another problem (probe crash for instance).

The final absorbance is greater than the maximum
RANGH"@) . n/a
absorbance defined by the calibration curve.

The final absorbance is lower than the minimum absorbance

RANGL("@) ] o n/a
defined by the calibration curve.
RUNNING™ In process. n/a
S*M The sample tube or cup was empty (or missing). n/a
A re-run was needed but re-runs are disabled for samples
STUX n/a
taken from the STAT drawer.
STERR® The sample could not be pipetted from the STAT position. n/a
TEC-H("@) Result above the high technical limit. High technical limit
TEC-L™M@) Result below the low technical limit. Low technical limit
WARMUP The system has not reached a workable temperature n/a
WASHFULL(®™ | Detection of stagnant waste in the wash-station's drain. n/a

(") No result available.

@ If possible, a rerun will occur.
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R. Bidirectional interface
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R.l. Purpose

The Bidirectional interface is used to exchange patients’ information, prescriptions and
results with a centralized mainframe computer (LIS = Laboratory Information System).
The communication between the respons®910VET analyzer and a LIS consists in
receiving the test requests from the LIS and reporting the results back to it.

This is done via an RS232 connection or a TCP/IP connection and can follow several

standards:

= ASTM 1394 (high level) and 1381 (low level) standards for communication.
= |SO 18812:2003 protocol.

= Hitachi 911 analyzer protocol.

= Cobas Mira Plus protocol.

=  RAXT protocol.

ISO, ASTM and RAXT protocols are recommended. Hitachi 911 and Cobas Mira

protocols are provided but are not covered by the technical assistance.

R.Il. Locations

R.1l.1. Main screen

When the operator press the button “IDEE”, a query is posted to the LIS, sending all the
sample barcodes and waiting for the related prescriptions. The analysis starts on the
instrument and the results are sent back to the LIS.

The sample must be known by the LIS to avoid any error reply from the LIS (Q record

with X value).

214 DiaSys Diagnostic Systems® Junel 2015



respons®910VET Operator's Manual version 4-rev B

R.11.2. Work list

If the protocol configuration is ASTM/ISO, the LIS has two ways to send the test order:
» Barcode in 9.4.3.1
* Position in 9.4.3.3 and container reference in 9.4.3.4. The container reference
(tube, 1.5mL cup, 2.5mL cup) must be set in the LIS options (see “N.VI LIS”
page 178).

In the work list, generated IDs are as follows: “YYYYMMDDhhmmss_position.

When the work list is launched with the LIS sending a prescription, a pop-up message
is displayed. That means that the prescription list will be updated. The order is placed in
the test window. The user can select it and move it to the sample window in the same
way as for a “normal’ order. If the order is sent by its position, it will be placed on the
correct position in the sample window. An error message is displayed if this position is
not free.

R.Il.3. Emergency entry
As there is no barcode reader reaching the STAT positions, the field “Sample ID
(Barcode)” must be filled. Pressing the “Request host” button posts a query to the LIS in

order to get the related prescription. The analysis starts on the instrument and the

results are sent back to the LIS.

R.1l.4. Analysis results

Pressing the “BIDIR” button sends the selected validated results to the LIS.
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R.11.5. Method configuration

The field “Host reference” cannot be empty if the bidirectional interface is used. It is the

only way to identify a method on a heterogeneous system.

R.1ll. Physical connection

To use the respons®910VET analyzer's bidirectional interface, the computer running the
respons®910VET software must have one of the following serial links dedicated to this

purpose:

= RS232 port: any hardware implementation following the EIA RS-232C standard.
The computer must be setup to make such an implementation available for software
with COM<x> port. (l.e. COM1:). It is also possible to connect a “USB to RS232”
adaptor plugged into a USB port.

* Network port: any hardware implementation that can follow the TCP/IP protocol.
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R.1V. Configuration

R.IV.1. BIDIR Settings main screen

From “Main screen” => “Configuration” => “Options” => “LIS”

<Administrator> - TOP MENU BAR : OPTIONS -

System Analysisi Pr|nter! Barcode Readerl Backups LS Infnrmanon! Field Ser\ncei Sper:\esl Appearance & Sounds! Method Drderingl

~Protocol ~Protocol Settings
Instrument identifier A RG10
LIS identifier SIL_R910
Default Frame Size 230
Allow Z Frame true
Control Hame is in frame 8.1.6 true
Contfrol Lotis in frame 9.4.4.2 true
Loguacious Protocol ( closer to ASTM than I1SO 18812} |true
Unknow Sex Code ('I' or 'u' ) I

~Physical layer
RS-232 |I TCPIP

-Common settings

Debug Made false _‘_I &
2;;\:225 112?_0_0_1 Allow partial analysis false
Urine Code U
. Blood Code B
Port : 11111
Plasma Code P
~This PC is CSF Code L2
: Whale Blood Code w
- . |
‘ Ean Z g System Automatically Queries Host for Worklist true
System Automatically Sends Results true
Use UTFB Encoding for non ANSI characters false
BIDIR local testing true
TimeDut for ACK (s) 15
TimeOut for Frame (s) 35 ke
| EXIT I SAVE CHANGES

This screen allows the configuration of the bidirectional interface and is divided into four
parts.

The “Protocol” window lists the different protocols which can be used.

When the ASTM/ISO protocol is selected, all the methods are checked and a warning
message listing the methods without host reference (if any) appears. The host
reference is a fundamental data in an environment using the bidirectional interface and

the logical link between the LIS and the respons®910VET analyzer to identify a method.
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The “Physical layer” window allows the configuration of the LIS connection type:

= “TCP/IP” connection:

- This PC is “Server”: The PC will act as the server and wait for a connection
request from the LIS. The address specified in the “R910VET Address” field is
the address of the PC.

- This PC is “Client”: The PC will ask the LIS for a connection. The address
specified in the “RO10VET Address” field is the address of the LIS.

- “Port”: TCP/IP port used for communication.

= “RS8-232" connection (not visible on the picture):
- “Byte Length”, “Stop Bits”, “Parity” and “Speed”: RS232 communication settings.
- “COMx”: Combo-box which allows choosing the COM port on which the

communication will occur.

The “Protocol Settings” window displays the specific configuration setup for the selected
protocol.

The “Common settings” window allows the definition of bidirectional communication

settings.

R.IV.2. Common settings

“True” means that an option is enabled and “False” means that it is disabled.

» “Debug Mode”: Sets the respons®910VET analyzer's software to work in debug
mode. In this mode the entries are not processed when the LIS sends them to the
respons®910VET analyzer. This mode is for a testing purpose only.

= “Allow partial analysis”: If disabled, the respons®910VET will process only entries
which can be completely processed (example: patient prescription with glucose and
calcium. Calcium analysis cannot be performed on the analyzer so no test is
processed at all for this animal). If enabled, the analyzer will process any possible

part of an entry (example: prescription with glucose and calcium. Calcium analysis
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cannot be performed on the analyzer so only glucose test is processed for this
animal).

= “Urine”, “Blood”, “Plasma”, “CSF” and “WHOLE BLOOD” codes: Represent the
respective internal codes for urine, serum, plasma and CSF sample types. For
instance, those five fields are used in conjunction with ASTM field 9.4.16.

= “System automatically queries host for work list”: If enabled, a request is sent to the
LIS to get the related work list when the samples barcodes are read.

= “System automatically sends results”: If enabled, this result is automatically sent to
the LIS when a result is available.

= “Use UTF8 encoding for non ANSI characters”: If enabled, all non ANSI characters
are treated as UTF8 encoded. UTF8 allowed fields are the animal’s name and
owner’s last name, the sample ID, the method name and the veterinarian name.

= “BIDIR local testing™: Used to test bidirectional communication without connection to
a host. This option checks data processing even if no host is available.

= “TimeOut for ACK (s)”: Defines the timeout before sending ACK or NAK, or before
receiving ACK or NAK. After the defined timeout the connection is reset.

» “TimeOut for Frame (s)”: Defines the timeout before cancelling the reception of a
frame. After the defined timeout the connection is reset.

= “Type Tube 5-10 ml Code”: Defines the code used by the LIS to specify that the
type of tube is 5-10mL. Used when the LIS sends the sample order by position
instead of barcode.

= “Type Tube 1.5 ml Code”: Defines the code used by the LIS to specify that the type
of tube is 1.5mL. Used when the LIS sends the sample order by position instead of
barcode.

= “Type Tube 2.5 ml Code”: Defines the code used by the LIS to specify that the type
of tube is 2.5mL. Used when the LIS sends the sample order by position instead of
barcode.

= “Z Record Code (‘Z' or ‘M’)": Defines the code used by the LIS to specify the Z

record. Z Record is used to send controls and calibrators. The default value is ‘Z’.
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R.IV.3. Protocol settings

R.IV.3.a. ASTM / ISO protocol

nstrument identifier’: Name of the respons®910VET analyzer PC. Used in ASTM

field 7.1.10.
= “LIS identifier’: Name of the LIS. Used in ASTM field 7.1.5.

= “Default Frame Size”: Default size of the frame. 230 is the normal default value.

= “Allow Z Frame”: When this option is selected as true, the bottle status are specified

in a special frame named Z Frame or Z Record.

= “Control Name is in frame 8.1.6”: In case the prescription is a control, the control

name is stored into the owner and animal name fields.

= “Control Lot is in frame 9.4.4.2“: In case the prescription is a control, the control lot

number is added to the barcode in 9.4.4 with a delimiter between both.

» “Loquacious Protocol”: In this mode, the frame sent to the LIS has more detailed

data and is closer to ASTM protocol than ISO 18812. The default value is ‘true’.

» “Unknown Sex Code”: When the analyzer sends animal data to the LIS, if the

species is unknown, the two enable values are ‘U’ and ‘I'. The default value is ‘U’.

R.IV.3.b. Hitachi protocol

Not visible on the picture:

= “End Packet Type”: Used to define the end of a data frame:

220

0: ETX+BCC

1: CR+LF+ETX

2:ETX

3: ETX+CR+LF

4: ETX+CKSH+CKSL+CR
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= Other specifications:
- The method host code must use the format “Sxx” where “S” is the uppercase
letter and “xx” a number between 01 and 46 (i.e. S17). The number must
correspond to the “channel” definition of the original Hitachi protocol.

- Only routine entries can be processed. Controls and calibrations are not possible.

R.IV.3.c. RAXT protocol

Not visible on the picture:

“Instrument number”: Identification number of the analyzer.

= “Chem. code length”: Number of digits (2 or 3) used to code the methods.
Depending on the code length, N°99 or N°999 are forbidden. The coherence
between the method configurations on the analyzer and on the LIS must be
checked.

= “‘Maximum of retries”: In case of transmission error, the analyzer is authorized to
retry within the limits fixed by this field. If the analyzer exceeds this number, it will
disconnect itself and switch to idle mode.

= “Delay between frames”: Period (in seconds) between two frames emitted by the
analyzer. Allows the adaptation to the cycle of the LIS. During this time, the
instrument is in sleep mode.

* “Freeze delay when host full”: When the LIS is busy, the analyzer stops sending
further data up to the time setup in this field.

= “Barcode length”: Length of the barcodes used on the tubes (7 is recommended).

= “Barcode left-completed with 0’s”: If the barcode is shorter than required and if this
option is activated, the barcode is supplemented by zeros (spaces are used if the
option is disabled).

= “Send the sample position”: If this option is activated, the analyzer sends the
position of the tube to LIS. These data include relative position on the sample tray
and number of turns. If this option is not activated, then 00-00 is sent.

= “Name record enabled” (option specific to the respons®910VET analyzer and not

compatible with other analyzers): If this option is enabled the LIS can send details

about the animal. The respons®910VET will record those details. Either
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“‘Registration ID” alone or “Registration ID *name”irstname”*date of birth*gender”
with date of birth format “YYYY-MM-DD” and “Gender: M or F”.

=  “Urine / sample field enabled” (option specific to the respons®910VET analyzer
and not compatible with other analyzers): If this option is enabled, the LIS can
specify if the sample is urine or serum (specific field) as follows:

- If the analyzer sends a result frame, the type of sample material is added in a
field just behind the space character located after the barcode field. The value
of the field is a letter as defined in the settings.

- If the analyzer sends an entry frame, then the type of sample material is added
just before the list of the methods by a single character. If this character is 'U’,

the sample is considered as urine, otherwise it is considered as serum.

If this option is not activated, it is possible to indicate that the sample is urine by
adding the code #99 at the end of the list of methods (if the length of the code is 3,
then add #999).

R.IV.3.d. Mira protocol

Not visible on the picture:

= Only routine entries can be processed. Controls and calibrations are not possible.
= Units used by the analyzer must be selected ONLY from the units included in the

following list, applying the exact syntax listed below:

mol/L % UL IU/L glL g/dl | mg/mL | ukat/iL dA

mmol/L d% mU/L mlU/L mg/L mg/dL pg/mL nkat/L dA/min

pmol/L meq/L kU/L kIU/L pg/L pg/dL ng/mL

nmol/L mval/L U/mL 1U/mL ng/L ng/dL pg/mL

pmol/L S mU/mL || mlU/mL
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R.IV.3.e. Dataflow viewer
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From “Main screen” => click onto “Host interface” icon (see “F.VII Host interface status”

page 54).
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-5 DATA TRANSFER LINK -DIASYS TECHNOLOGIES-

Closing Port

2515

<ENG>
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<STE>1H|%\"s| | | DiasysTech~R910~280001] || ||| |B|E1394-97 | 20100527091 723<CR><ETH>43
<CE>

<BCK>

<STE>2Q(11~00422503 71111111111 |0<CRI<ETH>39<CR>

<ACK>

<STE>3LI1 | HeCR<ETH>06<CR>

<BCE>

<EOT>

- <NEW PACKET>

CCENQ>
<ACH>
<STE»1H|\"2| | |DiasvsTech~R910~1| ||| |DiasysTech Ra10~280001 |B|E1394-971201005270
91727<CR><ETE>11<CR>
<ACK>
<STE>2P|1] 1168 | [Mathieu MARCIACQ| [1963031LIMI [ 111111111111|<CR><ETX>05<CR>
<ACH>
<STE>3011100422503711 | ~~~CE\~~UREETA LI 11 TITITITITIT1111] | O<CR><ETE>22<CR>
<ACK>
¢STE>AL| 1 |N<CR3<ETE>0T<CR
<ACH>

<EOT>

SEND RESULTS | Clear Log

0042250371

| IDEE REQUEST |

WAITING ZOMHECTION

This screen shows the dataflow exchanged between the respons®910VET analyzer

and the LIS during the run. All incoming / outgoing messages are displayed in real-time.

It is also possible to simulate a LIS request or enforce results to send to the LIS.

There are three different buttons:

= “Send Results”: Sends the results of the selected entry to the LIS.

» “IDEE Request’: Requests the entry for the selected ID.

= “Clear Log”: Clears the log window.
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R.IV.3.f. BIDIR software log frame

The log frame displays time stamped dataflow, following color formatting:

Send:<ENQ><LF> => Outgoing message.
Recv:<ACK><LF> => Incoming message.
10/06/2009 14:52:17 - <CREATE_REQUEST:0007>=> Comment.

R.V. Implementation of ASTM/ISO protocol

R.V.1. [H]eader record

Field
Field Name Mandatory | Direction Value
Number
711 Record Type ID Yes 'H'
Outgoing |'|\&'
Delimiter
712 - Yes Recommended to use '[\*&', but any four of the
Definition Incoming
ASCII characters are allowed.
. 'Diasys' and 'r910VET' followed the serial
Outgoing
715 Sender Name No number of the analyzer.
Incoming |Stored as future receiver ID.
Outgoing | LIS name as defined in BIDIR settings.
Name used to verify that transmission is
7.1.10 Receiver ID No ) .
Incoming |intended for the respons910VET PC. If sent, it
must match the analyzer's name in the BIDIR
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Field

Field Name Mandatory | Direction Value
Number

Either 'P' (Production) or 'D' (Debug). Debug
Outgoing |mode is used for testing the ASTM protocol.
Debug mode can be set in BIDIR settings.

Either 'P' (Production), 'D' (Debug), ‘Q’ (QC) or
nothing. Default value is 'P'. In this case, the
7112 Processing ID No incoming application message is parsed and
processed. If processing ID is 'D', the incoming
Incoming | application message is parsed, but data is not
processed. Debug mode is used for testing the
ASTM protocol. If processing ID is ‘Q’, the
incoming application message will be considered

as a Control.

Version
H13 No Outgoing |'E1394-17'
Number

Date and Time
H14 No Outgoing | Date/Time stamp
of Message
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R.V.2. [P]atient Information Record

Field

Field Name Mandatory | Direction Value
Number

8.1.1 Record Type ID Yes 'P'

Formatted number with a range from '1' through
'65535'. Equal to nth occurrence of a patient
. record within the current outgoing application
Outgoing . . o
message. Used for integrity validation of the
application by ensuring that message contains

all records.

812 Sequence v One to any character, with a default value of
. es
Number zero which is always an invalid Sequence
Number. Formatted as a string of ASCII numeric
) characters. Equal to the nth occurrence of a
Incoming . . . )
patient record within the current incoming
application message. If the current Sequence
Number does not equal the Sequence Number

of the expected record, an error is reported.

Laboratory
8.1.4 Assigned No Patient ID (PID).
Patient ID

If not processing controls, this field is set to the
patient name field of the result. Components are
separated by component delimiter character ('*")
e.g. 'SmithMJohn'. Trailing empty name
Outgoing |components and component delimiter characters
are not included; e.g. patient name set to 'Smith’
8.1.6 Patient Name No
for a patient work list entry with the last name
'Smith'. If processing controls, this field is the

control name.

Zero to three components (further components
Incoming |are ignored). Written to the patient name field of

the work list entry.

Owner Last Outgoing | Owner Last Name if available.
8.1.6.1 No
Name Incoming |Owner Last Name.
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Field
Field Name Mandatory | Direction Value
Number
Outgoing |Animal Name if available
8.1.6.2 Animal Name No
Incoming | Animal Name
) . ) Added to the Animal Name after a space
8.1.6.3 Middle Initial No Incoming
character.
Set to ANSI X3.30 format of patient date of birth
(DOB) in result entry (e.g. 19721005 = October
. 5, 1972). If patient DOB field is not specified in
Outgoing
work list or result entry, this field is empty. The
8.1.8 Birthdate No )
allowed range is 10010101 through 21001231
(January 1, 1001 through December 31, 2100).
) ANSI X3.30 date format. Written to date of birth
Incoming
(DOB) field in the work list entry.
Outgoing |Value set by Animal Species field in result entry.
8.1.9 Animal Species No Written to the Animal Species field in work list
Incoming |entry. This field is used for establishing normal
ranges for the sample.
R.V.3. [Clomment Record
Field i .
Field Name Mandatory | Direction Value
Number
Record
11.1.1 No 'C'
Type ID
One character ranging from 1 to 3. Used for
Sequence validating the integrity of the application
11.1.2 a No Outgoing 9 ) oy PP )
Number message by ensuring that the message contains
all records.
Comment
11.1.3 No Outgoing |'I'
Source
11.1.4 Comment No Outgoing | Comment field.
11.1.5 Comment type No Outgoing |'I'
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R.V.4. Test [O]rder Record

Field

Field Name Mandatory | Direction Value
Number

9.4.1 Record Type ID Yes ‘o

One to any number. Used for validating the
Outgoing |integrity of the application message by ensuring

that message contains all records.

One to any number of characters, (default value
'0)', which is always an invalid sequence
942 Sequence Yes number. Formatted as string of ASCII
Number characters. Equal to the nth occurrence of an
Incoming |entry record since the last patient record, which
is considered the current patient record. If the
current Sequence Number is not equal to the
Sequence Number of the expected record, an

error is reported.

Set to Sample ID (SID) field of result entry. (If

Outgoing |bar-codes are used this field must be set to the

4. [ ID Y
9.4.3 Specimen es bar-code of the sample)

Incoming |Sample ID (SID) field of imported work list entry.

Set to Sample ID (SID) field of result entry

Outgoin
going (barcode).

9.4.4 Specimen ID Yes
. If processing a QC, the second subfield is the
Incoming
control lot number.
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Field
Number

Field Name

Mandatory

Direction

Value

9.4.5

Universal Test
ID

Yes

Outgoing

List of tests, where each test is described by a
field,

Component Delimiter character (V). Each group

multi-component separated by a

of components is separated by a Repeat
Delimiter character (\'). If current entry record is
submitting a work list request for a specific
sample, this field describes the list of requested
tests. If current entry record is for reporting
single/multiple result values, this field describes
the list of tests whose result values are reported
subsequently. Refer to individual components
(field components 9.4.5.1 through 9.4.5.4) for

data format information.

Incoming

List of tests where each test is described by a
field,

Component Delimiter character (V). Each group

multi-component separated by a

of components is separated by a Repeat
Delimiter character (\'). If a test is unknown to
r910VET,

processing continues on the list of tests. If

the test is rejected to LIS and
“AllowPartialAnalysis” is false, the whole entry is
rejected to LIS. The list of tests can contain any
number of names. Refer to field 9.4.12 “Action
Code” for updating and cancelling of tests
this field. Refer to

components (field components 9.4.5.1 through

specified in individual

9.4.5.4) for data format information.

9.4.5.1

Universal Test
ID

No

Outgoing

Always empty.

Incoming

This component is always ignored.

9.4.5.2

Universal Test
ID Name

No

Outgoing

Always empty.

Incoming

This component is always ignored.

9.4.53

Universal Test

ID Type

No

Outgoing

Always empty.

Incoming

This component is always ignored.
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Field

Field Name Mandatory | Direction Value
Number

) Three characters. The code is corresponding to
Outgoing .
the chemistry.

Three characters. If a value exists, this value is
Manufacturer

9454 Code Yes used to search into the r910VET method
Incoming |database. If code corresponds to a method, the
test is selected for this sample. If no match is

found, the test entry is rejected to LIS.

One character. Value determined by STAT flag
in result entry. If STAT flag is Yes, Priority field is
set to 'S' (STAT). If flag is No, Priority field is set
to 'R' (Routine).

Outgoing
9.4.6 Priority No

One character. If Priority is 'S', STAT flag is set
to Yes (STAT), otherwise to No (No STAT).

One character. If entry record is for an incoming

Incoming

work list entry (refer to field 9.4.26, Report
Type), this field is processed as following: If
action code is 'C' (Cancel Request), tests
specified in Universal Test ID field 9.4.5 are
9.4.12 Action Code No Incoming canceled for sample specified in field 9.4.3. If
action code is ‘Q’, means that the order is a QC.
If action code does not specify Cancel Request
or is empty/invalid, Action Code is interpreted as
New Request or Add Request, depending
whether the Sample ID (field 9.4.3) already

exists in the r910VET database.

One character. Sets the sample type as defined

9.4.16 Sample Type No Incoming | )
in BIDIR Settings (Blood/CSF...)

One character. If the outgoing message contains
rejected incoming work list data, the Report Type
field contains 'X' (Work Cannot Be Done). If
outgoing message is a reply with tests that can't
be done, field contains 'P' (Preliminary results). If
9.4.26 Report Types Yes Outgoing
outgoing message contains result data, Report
Type field contains 'F' (Final Results). If outgoing
message contains data in response to a query,
Report Type field contains 'Q' (Response to a

Query).
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Field
Field Name Mandatory | Direction Value
Number
10.1.1 | Record Type ID No Outgoing |'R’
Up to 5 characters, formatted as left justified
number with a range from 1 through 65535.
Sequence . Equal to the number of occurrence of a result
10.1.2 No Outgoing
Number record since the last entry record. Verifies
integrity of an application message by checking
all records.
A single test name described by 4 components,
where each component is separated by a
. component delimiter character ('"*). The
Universal Test
10.1.3 D No Outgoing |Universal Test ID specifies test name associated
with the result. Refer to the individual
components (field components 10.1.3.1 through
10.1.3.4) for data format information.
Universal Test
10.1.3.1 D No Outgoing | No characters; always empty.
Universal Test
10.1.3.2 No Outgoing | No characters; always empty.
ID Name
Universal Test .
10.1.3.3 No Outgoing | No characters; always empty.
ID type
Manufacturer
10.1.3.4 Cod No Outgoing | Three characters. r910VET code of the method.
ode
Depending on result aspect, several result
formats are available at the Data Value field:
Data or
number - concentration value - qualitative - text
10.1.4 measurement No Outgoing
string - alphanumeric such as '< value', or ">
Value
value', or Interpretation text, or numeric value
1234565...
If Data Value field (10.1.4) represents a
quantitative result, this field is set to Units field of
10.1.5 Units No Outgoing |the definition of the associated test. If Data Value
field represents a qualitative result, Units field is
empty.
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Field

Field Name Mandatory | Direction Value
Number

The repetitions represent some of the r910VET

Result system result flags and are as follows: If result is
esu

10.1.7 No Outgoing |flagged under range, this field contains '<', if
Abnormal Flags
result is flagged over range, this field contains

N

If entry can't be processed 'X'; if still in analysis
'I'; if test is in error 'W'; if test has been validated
10.1.9 Result Status No Outgoing )
manually 'V'; if response from a query 'Q' and for

any other case 'F'.

Operator identification that started analysis. This
10.1.11 Operator ID No Outgoing |number is the UserlID as visible in User

management screen.

Set to ANSI X3.43 format of date and time
values. ACCP system does not keep time in
Date/Time Test seconds; transmits a  12-character-string
10.1.13 No Outgoing o
Completed (YYYYMMDDHHMM). Hours are in military (24-
hour) form; e.g. '199808051403" stands for

August 5, 1998, 14:03 (2:03 p.m.).

R.V.6. [Q]uery Record

Field

Field Name Mandatory | Direction Value
Number

12.1.1 | Record Type ID Yes Q'

Outgoing |Always "1".

One to any number of characters, with a default
value of '0', which is always an invalid sequence
number. Formatted as a string of ASCII numeric
1212 Sequence Yes characters. Equal to the number of occurrence of
Number Incoming |an entry record since the last patient record,
which is considered the current query record. If
the current Sequence Number does not equal
the Sequence Number of the expected record,

an error is reported.
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Field

Field Name Mandatory | Direction Value
Number

Field has 2 components. First is Patient ID,
which is always empty and separated by the

. component delimiter (*') from the Sample ID.
Outgoing S .
Refer to the individual components (field

components 12.1.3.1 and 12.1.3.2) for data

. format information.
Starting Range

12.1.3 D Yes 0 or two components. If field is empty or 'ALL',

no restrictions are made on Patient ID or Sample
ID. Otherwise the field has two components
Incoming | separated by the component delimiter ('') and is
a single value. Refer to individual components
(field components 12.1.3.1 and 12.1.3.2) for data

format information.

Outgoing |Always empty.

12.1.31 Patient ID No _ Patient ID is used as a criterion for matching PID
Incoming
field in result entries.

Outgoing |Sample ID is selected from work list SID field.

12.1.3.2 Sample ID Yes _ Sample ID is used as criterion matching SID field
Incoming
in result entries.

0 or 1 or 4 components. If empty, or 'ALL', no
restrictions of record selection based on test.
Otherwise field is a single value or list of test
names. Each test is 4 components and each
group of 4 components is separated by a repeat
1915 Universal Test No Incoming delimiter character. If a name is unknown to
ID r910VET, test name is ignored and processing
continues on the work list. The list of test names
can contain any number of names. Refer to
individual components (field components
12.1.5.1 through 12.1.5.4) for data format

information.

Outgoing | No character; always empty.
Universal Test

12.1.51 No 0 to any number of characters. This component
ID Incoming

is always ignored.
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Field
Field Name Mandatory | Direction Value
Number
Outgoing | No character; always empty.
Universal Test
12.1.5.2 No 0 to any number of characters. This component
ID Name Incoming
is always ignored.
Outgoing | No character; always empty.
Universal Test
12.1.5.3 DT No ) 0 to any number of characters. This component
ype Incoming | .
is always ignored.
Outgoing |No character; always empty.
Manufacturer Three characters. If a value exists, this value is
12.1.5.4 Yes )
Code used to search the R910VET chemistry
Incoming
database. The R910VET analyzer searches the
test definition database for the matching LIS
Request Outgoing |'O"
12.1.13 Information No
Status Code Incoming |'P','F','l', or 'N": New entry, X for Error

R.V.7. [L] Message Terminator Record

Field

Field Name Mandatory | Direction Value
Number
13.1.1 | Record Type ID Yes Outgoing | 'L

Sequence
13.1.2 Yes Outgoing |"1'

Number

Termination
13.1.3 No Outgoing |'N'

Code

234 DiaSys Diagnostic Systems® Junel 2015



respons®910VET Operator's Manual

R.V.8. [Z] Containers Records

version 4-rev B

This part is an extension of the standard and has been written by DiaSys GmbH.

Field
Field Name Mandatory | Direction Value
Number
2011 Record Type ID No 'Z' or ‘M’ according the setup in LIS options
One to any number of characters. Used for
Sequence validating the integrity of the application
20.1.2 a No Outgoing 9 oy PP
Number message by ensuring that the message contains
all records.
Could be R1, R2, CTLx or CALx. R1/R2:
. . information about reagents. CTL1 to CTL4:
20.1.3.1 Object Type No Outgoing
information about controls. CAL1 to CALG:
information about calibrators.
20.1.3.2 Name No Outgoing |Product name.
20.1.4 Lot Number No Outgoing |‘T
20.1.5 Lot Expirat No Outgoing |Expiration Date (format 20110331).
20.1.6 Bottle Number No Outgoing |T
Remaining
201.7 Test No Outgoing |For R1/R2 only. Number of remaining tests.
ests
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